BEFORE THE

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS

STATE OF CALIFORNIA
In the Matter of the Accusation and Petition to Case No. 5303
Revoke Probation Against:

OAH No. 201502912
 MICHAEL’S PHARMACY, INC,,
NATALYA SKYE, STIPULATED SURRENDER OF
PHARMACIST-IN-CHARGE LICENSE AND ORDER ASTO
960 East Green Street RESPONDENT MICHAEL’S
Pasadena, CA 91106 PHARMACY ONLY
Pharmacy Permit No. PHY 47549
AND
NATALYA SKYE
14569 Benefit St., #102
Sherman Oaks, CA 91403
Original Pharmacist License No. RPH 55396
Respondents.
DECISION AND ORDER

The attached Stipulated Surrender of License and Order is hereby adopted by the

Board of Pharmacy, Department of Consumer Affatrs, as its Decision in this matter.

This Decision shall become effective on July 13, 2015.

It is so ORDERED on July 2, 2015.

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

By

A0 ¢ fitr

AMARYLIS GUTIERREZ,
Board President '
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KAMALA D. HARRIS

Attorney General of California

THOMAS L. RINALDI

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

Attorneys for Complainant

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

Case No. 5303
In the Matter of the Accusation and Petition to | O AH No. 201502912
Revoke Probation Against:

MICHAEL’S PHARMACY, INC., STIPULATED SURRENDER OF
NATALYA SKYE, LICENSE AND ORDER
PHARMACIST-IN-CHARGE

960 East Green Street

Pasadena, CA 91106 | [RESPONDENT MICHAEL’S
Pharmacy Permit No. PHY 47549 PHARMACY ONLY]

AND

NATALYA SKYE

14569 Benefit St., #102
Sherman Qaks, CA 91403
Original Pharmacist License No. RPH 55396

Respondents.

IT IS HEREBY STIPULATED AND AGREED by and between the parties to the above-
entitled proceedings that the following matters are true:
PARTIES
1. Virginia Herold (Complainant) is the Executive Officer of the Board of Pharmacy.
She brought this action solely in her official capacity and is represented in this matter by Kamala
D. Harris, Attorney General of the State of California, by Susan Melton Wilson, Deputy Attorney

General,
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2. Natalya Skye is the owner and authorized representative of Respondent Michael's
Pharmacy, Inc. dba Michael’s Pharmacy (Respondent) ,which is represented in this proceeding by
attorney Herbert 1.. Weinberg, Esq., whose address is 1800 Century Park East, 8th Fl.Los
Angeles, CA 90067.

3. Onor about November 7, 2006, the Board of Pharmacy (Board) issued Pharmacy
Permit No. PHY 47549 to Michael’s Pharmacy Inc. dba Michael’s Pharmacy (Respondent). The
Pharmacy Permit was in full force and effect at all times relevant to the charges brought herein
and will expire on November 1, 2015, unless renewed.

4, The Pharmacy Permit held by Respondent is on probation, per the Board’s
disciplinary decision “In The Matter of the Accusation Against Michael's Pharmacy Inc. d b.a.
Michael's Pharmacy and Natalya Skye etc." case no. 3824, effective F ebrﬁary 14, 2014, by which
Respondent's permit was revoked. However, the revocation was stayed and Respondent’s permit
placed on probation for five (5) years with certain terms and conditions, |

3. On or about October 29, 2014, pursuant to Complainant’s Government Code section
494 Petition, an Ex Parte Interim Suspension Order was issued, suspending Respondent’s
Pharmacy Permit No. PHY 47549, effective October 31, 2014.

6.  On or about November 7, 2014, following noticed hearing of said Petition, an Interim
Suspension Orders was issued, suspending the license of Respondent Pharmacy (Pharmacy
Permit No. PHY 47549) until such time as the instant pleading could be filed and a final
administrative decision and order made in the matter,

JURISDICTION -

7. Accusation and Petition to Revoke Probation No, 5303 was filed before the Board of
Pharmacy (Board), Department of Consumer Affairs, and is currently pending against
Respondent. The Accusation and Petition to Revoke Probation and all other statutorily required
documents were properly served on Respondent on November 24, 2014. Respondent timely filed
its Notice of Defense contesting the Accusation. A copy of Accusation and Petition to Revoke
Probation No. 5303 is attached as Exhibit A and incorporated by reference,
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ADVISEMENT AND WAIVERS

8. Respondent has carefully read, fully discussed with counsel, and understands the
charges and allegations in .Accusation and Petition to Revoke Probation No, 5303. Respondent
also has carefully read, fully discussed with counsel, and understands the effects of this Stipulated
Surrender of License and Order,

9.  Respondent is fully aware of its legal rights in this matter, including the right to a
hearing on the charges and allegétions in the Accuéation; the right to be represented by counsel, at
its own expense; the right to confront and cross-examine the witnesses against them; the right to
present evidence and to testify on its own behalf; the right to the issuance of subpoenas to compel
the attendance of witnesses and the production of documents; the right to recongideration and
court review of an adverse decision; and all other rights accorded by the California
Administrative Procedure Act and other applicable laws.

10. Respondent voluntarily, knowingly, and inteiligently waives and gives up each and
every right set forth above.

CULPABILITY

11. Respondent understands that by signing this stipulation Entity enables the Board to
issue an order accepting the surrender of their Pharmacy Permit without further process,

CONTINGENCY

12,  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 regérding this stipulation and surrénder, without notice to or
participation by Respondent or its counsel. By signing the stipulation, Respondent understands
and agrees that they may not withdraw its 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 Stiﬁulated Surrender and Disciplinary Order shall be of no force or
effect, except for this paragraph, it shall be inadmissible in any legal action between the parties,

and the Board shall not be disqualified from further action by having considered this matter,
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13, The parties understand and agree that Portable Document Format (PDF) and facsimile
copies of this Stipulated Surrender of License and Order, including Portable Document Format
(PDF) and facsimile signatures thereto, shall have the same force and effect as the originals.

14.  This Stipulated Surrender of License and Order is intended by the parties to be an
integrated writing representing the complete, final, and exclusive embodiment of their agreement.
[t supersedes any and all prior or contemporaneous agreements, understandings, discussions,
negotiations, and commitments (written or oral), This Stipulated Surrender of License and Order
may not be altered, amended, modified, supplemented, or otherwise changed except by a writing
executed by an authorized representative of each of the parties.

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

| ORDER

IT IS HEREBY ORDERED that Pharmacy Permit No. PHY 47549, issued to Respondent
Michael's Pharmacy, Inc, and/or Natalya Skye, 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 discipling against Respondent.
This stipulation constitutes a record of the discipline and shall become a part of Respondent’s
license history With the Board of Pharmacy.

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

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

4. If Respondent Michael’s Pharmacy Ine. or Respondent owner Natalya Skye ever
applies for licensure or petitions for reinstatement in the State of California, the Board shall treat
it as a new application for licensure. Respondent must comply with all the laws, regulations and
procedures for licensure in effect at the time the application or petition is filed, and all of the

charges and allegations contained in Accusation and Petition to Revoke Probation No. 5303 shall
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be deemed to be true, correct and admitted by Respondent when the Board determines whether to
grant or deny the application or petition,

5. If Respondent should ever apply or reapply for a new license or certifieation, or
petition for reinstatement of a license, by any other health care licensing agency in the State of
California, all of the charges and allegations contained in Accusation and Petition to Revoke No.
5303 shall be deemed to be frue, correct, and admitted by Respondent for the purpose of any

Statement of Issues or any other proceeding seeking to deny or restrict licensure,

ACCEPTANCE

I have carefully read the above Stipulated Surrender of License and Order and have fulty
discussed it with my attorney, Herbert L. Weinberg. I understand the stipulation and the effect it
will have on my Pharmacy Permit. I enter into this Stipulated Surrender of License and Order
voluntarily, knowingly, and intelligently, and agree to be bound by the Decision and Order of the

Board of Pharmacy.

DATED:

MICHAEL'S PHARMACY, INC.
By: NATALYA SKYE
Respondent

I have read and fully discussed with the owner and authorized representative of Respondent

Michael's Pharmacy, Inc., Natalya Skye, the terms and conditions and gther matters contained in

DATEI;: | "// 7"?/ 15
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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 Affairs,

Dated: j“'j"/j"

LA2014512487
51720053.doc

Respectfully submitted,

KAMALA D, HARRIS

Attorney General of California
THOMAS L, RINALDI

Supervising Deputy Attorney General

SUSAN MELTON WILSON
Deputy Attorney General
Attorneys for Complainant
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KAMALA D, HARRIS ,
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
Attorneys for Complainant

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

In the Matter of the Accusation and Peuuon to | Case No. 5303
Revoke Probation Against: o :
. ACCUSATION AND PETITION TO
MICHAEL’S PHARMACY, INC., | REVOKE PROBATION
NATALYA SKYE, - '
PHARMACIST-IN-CHARGE
960 Fast Green Street

Pasadena, CA 91106

Pharmacy Permit No. PHY 47549

AND .

NATALYA SKYE,

14569 Benefit St., #102

Sherman Oaks, CA 91403 '
Original Pharmacist License No, RPH 55394

Respondents,

Complainant alleges:
' PARTIES
1. = Virginia Hérold (Complainant) brings this Accusation and Petition to Revoke
Probation solely in her official capacity as the Executive Officet of th_e Board of Pharmacy,
Department of Consumer Affairs, |
Ry
I

|

| ~ ACCUSATION AND PETITION TO REVOKE PROBATION |
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MICHAEL’S PHARMACY _

2. On or about November 7, 2006, the Board of Pharmacy (Board) issued Pharmacy
Permit No. PHY 47549 to Michael’s Pharmacy Inc, dba Michael’s Pharmacy (Respondent
Pharmacy). The Pharmacy Permit was in fuil foree and effect at all times relevant to the charges
broilght herein and will expire on November 1, 20135, unléss renewed,

3. ‘The Phafmacy Permit held by Michael’s Pharmacy Inc,, is currently on probation,
per the Board’s dilsci'plinary defsision ”In' The Matter of the Accusation Against Michael's
Pharmacy Inc. d b.a. Michael's Pharmacy and Natalya Skye efe," case no, 3824, effective
February 14, 2014, by which Respondent's permﬁ was revoked, However, the revocation was
stayed and Respondent Pharmacy’s permit placed on probation for five (5) years with certain
terms and c‘onditions_. A copy of this Decision and Order, of which the Court is asked to take
ofﬁgial notice, is aﬁaéhed to this Petition as Exhibit A, |

NATALYA SKYE

4, Onorabout June 23, 2004, the Board of Pharmacy issued Original Pharmacist
License Number RPH 55396 to Natalya Skye (Réspondent Skye). The Original Pharmacist .
License expired on March 31,2014 , was renewed on May 1, 2014, anid is due to expire on March
31, 2016, unless 'r;anewed. ' -

" 5. Respondent Skye’s Pharmacist License RPH 55396 is curreﬁtly on probation, per the
Board.’s disciplinary decisions "n The Matter oﬂhe Accusation Against Michael's Pharmacey Ine,
d b.a, Michael's Pharmacy and Natalya Skye etc." case no, 3824, effective February 14,2014, in
which Respondent's license was revéked. However, the revocation was stayed and Respondent's
license placed on probation for five (5) years with certain terms and conditions. A copy of this
Decision and Order, of which ‘the, Coﬁr.t is asked to take official notice, is attached to this Petition
as Exhibit B. |
| 6.  Natalya Skye is and has been 100% owner of Respondent Michacl’s Pharmacy as
well as Pha.rmaciét—ln-Charge. of Respondent Pharmacy at all times since the permit was issned.

: INTERIM SUSPENSION ORDER(S)
7. Onorabout October 29, 2014, pursuant to petition of Complainant under

2
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Government Code section 494, an Ex Parte Interim Suspension Order was issued, suspending
Pharmacy Permit No, PHY 47549 issued to Michael’:sl Pharmacy Inc. dba Michael’s Pharmacy
(Respondent Pharmacy) and suspending Pharmacist License Number RPH 55396 issued to
Natalya Skye (Respondent Skye), with an assigned effective date of October 31, 2014,

8. Onorabout Nov¢mber 7,20 1'4,‘ following noticed hea.ri'ng of séid petition, Interim
Suspenéioh Orders were issued, suspending both licenses of Respondent Pharmacy (Pharmacy
Permit No. PHY 47549) a\nd Respondent Skye (Pharmacist License Number RPH 55396) until
such time as the instant accusation may })e filed and final administrative decision and order made .
in this matter,

JURISDICTION AND STATUTORY PROVISIONS FOR ACCUSATION

9.  This Accusation is brought before the Board of Phaimacy (Board), Department of
Consumer Affairs, under the anthority of the following laws. '
10.  Business and Professions Cade section 118, subdivision (b) provides that the

suspension, expiration, surrender or cancellation of a license shall not deprive 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.  Business and Professions Code section 4300.1 provides: "The expiration,
cancellation, forfeiture, or suspension of a board-issued license by operation of law or by order or

decision of the board or a court of law, the placement of a license on a retired status, or the

voluntary surrender of a license by a licensee shall not deprive the board of jurisdiction to

commence or proceed with any investigation of, or action or disciplinary proceeding agairist, the
lic_ensée or to render a decision suspending or revoking the license," |

12.  Business and Profession Code section 4300 states:

(a) - Every license issued may be suspended or revoled.

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

(1)  Suspending judgment.

5
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(2) Placing him or her upon probation,

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

(4) -Revoking his or her license.

&) 'Taking any other action in relation to diseiplining him or her as the board in its
discretion may deem proper,

(¢) The board may refuse a license to any applicant guilty of unprofessional conduct, -
The board may, in its sole discretion, issue a probationary hcense to any applicant for a license
who is guﬂly of unprofessmnal conduct and who has met all other reqmrements for licensure.
The board may issue the license subject to any terms or conditions not contrary to public policy,
including, but not limited to, the following: |
(1) Medical or psychiatric 'evaluation.
(Zj : Continuing medical or psychiatric treatment.
(3) Restriction of type or Icirct'unstanccs Qf practice, |
Cy) Contihuing participation in a board-approved rehabilitation pmgram; '
(5) Abstention from the use of alcohol or drl_lgs.
(6) Random fluid testing for alcohol or drugs,
(7) ' Compliance with laws and regulations governing the practice of pha'rmacy_.
(d) The board may Initiate disciplinary proceedings to revoke ar suspend any
probationary cettificate of licensure for any violation of the terms and conditions of probation, .
Upon satisfactory completion of probation, ’lché board shall convert the probationary cert’iﬁcate to
a regular ce,rtiﬂcaté, free of condifions, . |
| () The prbceedings under this arficle shall be conducted i accordance with Chapter 5
{commencing ‘with Section 11500) of Part 1 of Division 3 of the Govemrnént Code, and the board
shall have all the powers granted therein, The action shall be final, except that the propriety of
the action is subject to review by the superi.or coutt pursuant to Selction 1094.5 of the Code of
Civil Procedure, | |

13, Business and Professions Codé section 4301 states:

4
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drug or of alcoholic beverages to the extent or in a manner as to be dangerous or injurious to

' The board shall take action against any holder of a license who is guilty of unprofessional
conduect or whose license has been procured by fraud or misrepresentation or issued by mistake,

Unprofessional conduct shall include, but is not limited to, any of the following:

(f) The commission of any act involving moral turpitude, dishonesty, fraud, deceit, or
corruption, whether the agt is committed in the course of relations as a licensee or otherwise, and

whether the act is a felony or misdemeanor or not,
(h) . The administering to oneself, of any controlled substance, or the use of any dangerous

oneself, to a person holding a license under this chapter, or to any other person or to the public, or
to the extent that the use impairs the ability of the person to conduct with safety to the public the

practice authorized by the license,

(i) The violation of any of the statutes of this state, or any other state, or of the United |

States regulating controlled substances and dangerous drugs.

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

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

14, ‘Busiﬁess and Professions Codé section 4036 defines the term “pharmacist” to mean
a natural person to whom a license has been issued by the board, under Section 4200 except as
specifically provided otherwise in this chapter, The holder of an unexpired and active pharmacist -
license issued by the board is entitled to practice pharmacy as defined by this chapter, within or
outside of a licensed pharlﬁacy as authorized by this chapter.
vy |

5
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current inventory shall be kept by every manufacturér, wholesaler, pharmacy, veterinary food-

15.  Business and Professions Code section 4306.5 provides that unprofessional

conduct for a pharmacist may include any of the following:

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

with regard to the provision of services,

16. Business and Professions Code section 4323 states:
Any person who, while on duty, sells, dispenses, or compqun‘ds any drug while under the
influence of any cl_anger011s drug or alcoholic beverages shall be guilty of a misdemeanor,
17. Businesé and Professions Code section 4081 provides :
(a) Al records of manufacture and of sale, acquisiti on,'or— disposition of dangerous drugs
or dangerous devices shall be at all times during business hours open to ingpection by authdrize.d

officers of the law, and shall be preserved fo_r at least three years frdm the date of making. A

animal drug retailer, physician, dentist, podiatrist, veterinarian, laboratory, clinic, hospita.l,
instituti oh, or establishment holding a currently valid and untevoked certificate, license, permit,
registration, or exemption under Divisioﬁ 2 (commencing with Section 1200) of the Health and
Safety Code or undet Part 4 (commencing with Section 16000) of Division 9 of the Welfare and
Institutions Code lwho maintains a stock of dangerous drugs or dangerous devices.
| (b) The owner, officer, and partner of a pharmacy, wholesaler, or veterinary food-

animal dmg retailer shall be Jom’dy responsible, with the pharmacist-in-charge or designated
rcplesentatwc 1n—chargc, for mamtammg the records and inventory descrlbed in this section,

(c) The pharmaclst-m—ohargc or designated 1ep1esentat1ve-1n~cha1 ge shall not be
criminally responsible for acts of the owner, officer, partner, or employee that viola_‘q?: this éectidn

and of which the pharmacist-in-charge or designated representative-in-charge had no knowledge, |

6 B

ACCUSATION AND PETITION TO REV_OKE PROBATION



[

-1 S da W

10
1
12
13
14
15
16
17
18
19
20

21

22

23

24
25
26
27
28

or in which he or she did-not knowingly participate, “

18, Business and Profession Code section 4113 defines the term “pharmacist-in-
charge” as a pharmacist proposed by a pharmacy and approved: by the Board as the supervisor or
manager responsible for ensuring the pharmacy's compliance with all state and federal laws and -
regulationé pertaining t6 the practice of pharmacy,

19, Health and Safety Code section 11153 provides:

(a) A prescription for a controlled substance shall only be issued for a legitimate medical
purpose by an individual practltmner acting in the usual course of hig or her professional practlce
The respons1b111ty for the proper prescubmg and dlspensmg of controlled substances is upon the
prescribing practmoner, but a corresponding responsibility rests with the pharmacist who fills the
prescription, EXcept as authorized by this division, the followihg are not legal prescriptions; (1)
én order purporting to be a ﬁrescription which is issued not in the usual course of professional
treatment or in legitimate and authorized research; or (2) an order for an addict or habitual user of _
controlled substances, which is issued not in the coufse of professional treatment or as part of an -
authorized narcotic treatment program, for the purpose of providing the user with controlled
substanges, sufficient to kcép him or her comfortable by maintaining customary use, |

(b) Any pérson who knowingly violates this section shall be punished by impri5011ﬁlent
pursuant to subdivision (h) of Section 1170 of the Penal Code, or in a county jail not exceeding
one year, or by a fmé not exceeding twenty thousand dollars ($20,000), ot by both that fine and
imprisonment,

20. IIealth and Sai‘ety Code section 11170 prov1des

No person shall prescribe, administer, or furnish a controlled substance for himsetf.

STATE REGULATIONS

21, Title 16 California Code of Regulations section 1714 provides:

(b) Each pharmacy licensed by the board shall maintain its facilities, space, ﬁxtures, and

equipment so that drugs are safely and properly prepared, maintained, secured and distributed,

7
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The pharmacy shall be of sufficient size and unobstructed area to accommodate the safe practice

of pharmacy.

(d) Bach pharmacist while on duty shall be responsible fot the security of the prescription

- department, includin g provisions for effective control against theft or diversion of dangerous

drugs and devices, and records for such drugs and devices. Possession of a key to the pharmacy

where dangerous drugs and controlled substances are stored shall be restricted to a pharmac:lst.

22, Title 16 California Code of Regulations section 1735 provides:

(a) “Compounding” means any of the followiﬁg activities occurring in a Iicenséd pharmacy,
by or underl the supewisibn of a licensed pharmacist, pursuant to a prescription:

(“1) Aliering the dosage form or delivery systcm of a drug

(2) Altering the strength of a dfug

_ (3) Combining corﬁponents or active ingredients

(4) Preparing a drug product from chemicals or bulk drug bubstances

(b) “Compoundmg” does not include reconstitution of a drug pursuarit to.a manufacturer's
direction(s) for oral, rectal topical, or injectable administration, nor does it include tablet splitting
or the addition of flavoring agent(s) to enhance palatability. |

() “Compounding” does not include, except in small quantities under limited
circumsta.nclses as justiﬁed by a specific, do-cumented, medical need, brepa:ration of a compounded
drug product that is commercially available in the marketplace or that is essentially a copy of a
drug product that is commercially available in the marketplace.

(d) The parameters and requirements stated by this Article 4.5 (Section 1735 et seq.) apply
to all obmpounding.practices. Additional parameters and requirements applicable solely to sterile
injectable compoundlng are stated by Article 7 (Scctlon 1751 et scq ) A

23, Title 16 California Code of Regulat10ns section 1735.2 provides at subdivision (d)

{d) A drug produet shall not be compounded until the pharmacy habj first prepared a written

master formula record that includes at least the following elements:

8
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(1) Active ingredients to be used.

(2) Equipment to be used.

(3) Expiration dating requirements. -

(4) Inactive ingredients to be used,

(5) Process .andfor procedure used to prepare the drug,

(6) Quality reviews required at each step in preparation of the ‘drug.

(7) Post-compounding process-or procedures required, if any.

24, ITitle 16 California Code of Regulations section 1735.3 provides:

(a) For each compounded dmg product, the pharmacy records shall include:

. (1) The master formula record.

(2) The dalte the d@g product was compounded.

(3) The identity of the pharmacy personnel who compeunded the drug product.

(4}- The identity of the pharmacist reviewing the final drug produet, |

(5) The q_ua:ntity of each component used in‘ compounding the drug product.

(6) The ménufacturer, expiration date and lot number of each'component. if the .
manufacturer name is demonstrably unavailable, the name of the supplier may be -
substituted. Fxempt from the requirements in this paragraph are sterile products
compotinded ona one-time basis for administration within seventy-two (72) hours and
stored in accordance with standards for “Redispensed CSPS” found in Chapter 797 of the
United States Pharmacopeia - National Formulary (U SP-NF) (35th Revision, Effective May
1,2012), héreby incorporated by reference, to an inpatient in a health carc facility licensed
under section 1250 of the Heal;ch and Safety Code.

(7) A pharmacy assigned reference or lot number for the compounded drug produet,

(8) The expiration date of the final compounded drug product.

(9) Thie quantity or amount of drug product compounded.

/11
11
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d) Pharmacies shall maintain and retain all records required by this article in the
pharm?,cy ina readily retrievable form for at leaét' three years from the date the record was
created, |

25, Title 16 California Code ofRegulations gection 1774 provides:

(8) Unless otherwise directed by the 'Board, any pharmacy perrhit which is on probaﬁOh to

the Board shall be subject to the following conditions:

(1) Obey all laws and regulations substantially related to the practice of pharmacy;

(2) The permit, through ifs officer, partners or owners, shall report to the Board or its

designees quérterly, either in person or in writing as directed; if the final probation report is

not made as directed, the rperiod of probation shall be extended until such time as the final
report is made;

(3) Cooperate with the Board in its inspectioﬁal program; -

{4} Post or circulate notice of conditions of probation go that they are available to all ‘ |

employees involved in pharmacy operations;

(5) Submit the operation of the pharmacy to peer review if deemed necessary by the Board;

(6) Provide evidence that owners or ;:).fﬁcers are knowledgeable in the laws pertaining to
pharmacy-if deemed necessary by the Board. |

(b) When the cirourristanees of ‘thGle_lSe S0 fequire, the Board may imposerconditions of
probaﬁon in addition to those ellumefated herein by the terms of its decision in an administrative
case or by stipulation of the parties. | | |

| 26. Title 16 California Code of Regulations section 1761 providés ;

(&) No pharmacist shallt compound or dispense any prescription which containg any
significant error, omission, irregularity, uncertainty, ambiguity or alteration, Upon rccéipt of any
such prescription,;-the pharmacist shall contact the prescriber to obtain the information needed to
validate the prescription.

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

27.  Title 16, California Code of Regulations section 1709, 1, subd1v1s1on (a) provides that
the person identified as the pharmacist-in-charge of a pharmacy shall be employed at that
location and shall have res;ponsibiiity for the daily (;peration of the pharmacy.

COST RECOVERY

28. Business and Professions Code section 125.3 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, with failure of the licentiate to comply squ ecting the
license to not being renewed or reinstated. If a case sett] es, recovery of investigation and
enforcement costs may be included in a stipulated settlement.

- DRUG CLASSIFICATIONS

29, Owidone / Oxvcontm Oxycodone is & Schedule II controlled substance

pursuant o Hmlth and Safety Code Sectlon 11055 (b) 1)(M) and a dangerous drug within the
meaning of Business and Professions Code section 4022, Oxycodone is a narcotic analgesic used
for the relief of severe pain and is similar in pharmacology to morphine. O#ycodone is marketed
either alone or in controlled release formulatidns, or in combination with non-narcotic analgoesics
(e.g. aspirin or acetaminophen), Oxycontin (OxyContin) is a brand name for a popular extended
release formulation of oxycodone, | | . |

30, Hy'drocodone — Hydrocodone is a Schedule 11 confrolled substance pursuant to
Health and Safety Code Section 11055 (b)(1){J} and is a dangerous drﬁg within the meaning of
Business and Professions Code section 4211(a). Hydrocodonc is a parcotic analgesic and used for
the relief of severe pain. ' |

31, Hvdrocodgx_le [APAP is Schedule ITI controfled substance pursuant to Health and

Safety Code Section 11056 (e)(2) and is a dangerous drug within the meaning of Business and

11
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Professions Code seetion 4211 (a) Hydrocodone /APAP is a drug product combining
Hydrocodone with Acetaminophen (“APAP?),

32. | Buprenorphihe — Buprenorphine, also known by the brand name Subutex - is a
Schedule V conirolled substance pursuant to Health and Safety Code Section 11058 (d) and is &
dangerous drug within the meaning of Business and Professions Code section 4022, used for pain
reiief and in treatment of opioid dependence, Buprenorphine/_N aloxone, also known by the
brand name Suboxone, is & drug product combining Buprenorphine with Naloxone, and is also a
Schedule V drug pursuant to Health and Safety Code Section 11058 (d), used in treatment for
opioid dependence, | '

FACTS COMMON TO ALL CAUSES FOR DISCIPLINE,

33, The following allegations ar¢ common to all causes for discipline in this matter:

a, Atall timeé relevant herein, Respondent Natalya Skye (Respondent Skye) was 100% -
owner and i)harmacist-in—charge of Respondent Michael’s Pharmacy (Respondent Pharmacy) , a
small retail pllafmacy located in Pasadena, CA. _

b, The pro_bationary'status of both Respondents, effective February 14, 2014, resulted in
multiple investigatory visit§ and inspections éf the pharmacy between February and August of
2014, ﬁs detailed below, Additionally, in approximately April of 2014, the Board commenced -
investigation of two anonymous complaints against Respondent Pharmacy which had been posted
on the Board’s inizarnet website in January 2014. The first complaint alleged that the pharmacy

was selling the drug Oxycontin for street use, stating “all sales are cash and no transactions are

shown in (the) database.” The gsecond complaint, similarly alleged that two pharmacy technicians
at Respondént Pharmacy wérc entering the store when Respondent Skye was not present, and
wele conducting largé cash-only sales of narcotics “to street drug dealers who routinely stop bly
the pharmacy (in the evening).” It was further alleged that Respondent Pharmacy was engaged in
fraudulent billing and falsifying telephone prescriptions.

111,

/11

/117

12

ACCUSATION AND PETITION TO REVOKE PROBATION




- W

=] ~1 o -

o

10
1
12
13
14
15

16
17 |

18
19
20
21
22
23
24
25
26
27
28

Oxycodone/Oxycontin Audit

yc. On April 24,2014, a Board Inspector collected Respondent Michael’s Pharmacy’s
biennial inventories, dispensing records and stock on hand records Which he then analyzed to
condugct an audit of the pharmacy’s Oxycodone/Oxycontin traffic.

d.  Oxycodone and Oxycontin are technically the same drug. Oxycontin is an extended
release forn.a of O}?yoodone — resulting froﬁl a chemical fnechanism built into the Oxycpntin
tablet which makes the distribution of medication prolonged instead of immediate.

e, Due to poor record keéping practices of the phérmaoy, different audit dates were used
(Aundit 1: Oxycodone 30mg IR Audit dates ; 12/14/2012 to 01/ 14/2014;‘ Audit 2: Oxycodone
30 mg IR Audit dates: 01/14/2014 to 04/24/2014; Audit 3: Oxycdntin Audit dates; 01/16/2013
to 04/24/2014) — -so that calculations covered OVerlappmg time perlods between approximately
January 2013 and April 2014,

f. Oxycodone Andit Resulfs - Using 2 different audit petiods, this targeted audit
revealed pharmacy drug stock unaccounted for (not in inventory) as follows:

1. Oxycodone 30mgIR ~ For the approxnnately sixteen month perlod between
12/14/2012 and 04/24/2014, Michael’s Pharmacy could not account for/ was short
7, 300 tablets of Oxycodéne (30 mg IR).

2. Oxycontin 20 mg and 80 mg ~ For the approximately fiftecn month period

.between | 01/16/2013 to 04/24_/20‘14, Michael’s Pharnﬁacy could not account/was

short 60 tablets of Oxycontin (20 mg) and 410 tablets of Oxycontin (80 mg).
H.Xdrocodolne Audit

g Onorabout April 25, 2014, a Board Inspecfor collected Michael’s Pharmacy’s.
purchase, inventory and dispénsing records and stock on hand records for a targeted audit of the
pha'rmacy.’s. Hydrocodone/APAP traffic, fdllowdng a-comment by one of the pharmacy
employees that Respbndents “;;)rdel'éd a lot” of Hydrocodone /APAP 10-325,,

h. Hydrocodone /APAP is a drug product combining Hydrocodone with
Acetaminophen (“APAP”). Prior to October 2014, Hydrocodone /APAP had been clagsified as a

Schedule XTI drug, with a reputation for being easier to divert than higher scheduled drugg,
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i, The audit period chosen was for the recent four (4) month period between April 1,
2014 and August 1, 2014, and disclosed as follows: |
Hydrboodone /APAP [5 mg Hydrocbdone - 325mg Acetaminophen]

Purchases Dispensed | Stock on hand | Difference
Y1~ - |4~ 4/1 41—
| 8/19/14 8/19/14 | 8/19/14 8/19/14
2000 769 147 Y

Hydrocodone /APAP [10 mg Hydrocodone- 325 mg Adetaminophen]

Purchases Dispensed | Stock on hand | Difference

4/1 — A/t - 4/1 4/1 -

8/19/14 - | 8/19/14 8/19/14 8/19/14
17,000 5000 | 221 -11,739

i Hydrocodone Audit Results - This targeted audit revealed pharmacy drug stock:

‘unaccounted for as follows;

1. Hvdracodbne /APAP [5 mg Hydrocodone — 325 mg Acetaminophen]

for the 4 months between April 1 and August 1 of 2014, ‘Michael’s Pharmacy could not
account for/ was short 84 tlablets of Hydrocodone /APAP 5-325 |

2. Hydrocodone /APAP [10 mg Hydrocodone ~ 325 mg Acet_aminophenj

for the 4 months between April 1 and August 1 of 2014, Michael’s Pharmacy could not
account for/ was short 11,739 tablets of Hydrocodone /APAP 10-325.
3. Hydrocodone /AI'AP is a drug product combinling Hydrococfone with
. Acetaminophen,
Corresponding Responsibility Analysis
k.  To inyestigate controlled substance dispensing practices of Respondents, a Beard

Inspector obtained and analyied CURES' reports for schedule II through TV controlled

! The CURES (Controlled Substance Utilization, Review and Evaluation System) program
was initiated in 1998, and requires mandatory monthly pharmacy reporting of dispensed schedule
1T controlled substances (CII). Enabling statutes were amended in January 2005 to include '
mandatory weekly reporting of CLI-1Vs. The CURES program requires pharmacies to send data
to a data collection company, which then sends the pharmacy confirmation that the data was _
received and informs the pharmacy if any data was rejected. The data is collected statewide and
can be used by healthcare professionals such as pharmacists and preseribers to evaluate and
determing whether their patients are utilizing their controlled substances correctly, The data may

(continued,..)
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mumbers.

substances dispensed (and transmitted to CURES) by Michael’s Pharmacy from 01/03/2011 to.
02/07/2014 for trends and patterns congistent with diversion activity, These patterns included an
unusually large proportion of cash sales, and that- there was an excessive distance between the
locatioﬁs of the prescriber” and Respondent Phaﬁnaoy. Reviewing the patient list and dispensed
drug list'for' each prescriber identified — the Inspectors derived a list of. prescribing doctors for
further 1nv¢st1gat10n including Dr. Choudhury, Dr, Smith and Dr. Swaby.

I, The Inspector sent Dr. C‘houdhury, Dr, Smith and Dr: Swaby a [ist of d1spensed
controlled substances from Respondent Pharmacy obtalncd from the CURES data, and asked
whether they had actually written the prescriptions listed. Bach provided att_esiatlons to the effect
that he had neither had written nor authorized any of the prescriptions listed, Dr, Choudhury
and Dr. Swaby further noted that they had changed their DEA registration nuinbers, but that

presctiptions dispensed from Respondent Pharmacy showed their old/previous DEA registration

m. On April 24, 2014 , the Inspector conducted an inspection of Michael’s Pharmacy,
during which he requested and obtained hard eopy prescriptions for each controfled substanée :
prescription dispensed under the names of Dr. Choudhury, Dr, Smith and Dr. Swaby, totaling 208
prescriptions, as wlell as inventory records, and dispeﬁsing repérts tlo be used in later analysis.‘.
The Inspectdr further interviewed Respondent Skye about what steps or criteria were used at
Respondent Pharmacy to determine whether a prescripﬁon was medically legitimate, During that
interview, Respondent Skye admitted that she had never spoken to Dr. Choudhury, Dr, Smith or
Dr, Swaby.

(. conlmued)
be used to aid in determining if a patient has been to multiple prescribers and mul’uple pharmacies
to fill controlled substance prc‘icnpilon‘i

2 A pattern of excessive distance between the locations of physician prescubers and
Michael’s Pharmacy was clear from the CURES data analysis, Regarding the 3 physiciang
referenced in this accusation - Dr, Choudhury’s office was approximately 31 miles from
Respondent Pharmacy; Dr, Smith’s office was approximately 11 miles distant, and Dr. Swaby’s
office was approximately 71 miles distant. With the multitude of pharmacies available in this
area, the standard trade distance for a pharmacy is approxinately {ive (5) miles,
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| notations or written documentation suggesting verification by the pharmacy was attempted,

" were not legitimate, including but not limiited to :

28 ||

n.  Based on evidence thus obtained, the Inspector determined that Respondents did not
routinely follow any protocol for prescription verification in day-to-day operation of Respondent
Pharmacy, and had no writteh policies regarding dispensing of controlled substances. Of 125 hard

copy preseriptions reviewed for Dr, Choudhury, Dr. Smith and Dr. Swaby, only 8 showed any

Respondents routinely ﬁll@d prescriptions without appropriately sdrutinizing their own patient
records to verify medical Iegitilmacy of prescriptions, |

0. Based on his training and ekperience, information provided by Respondent Skye, and
hig analysis of Reépondent Pharmacy records related to prescriptions of Dr. Smith, Choudhury
and Swaby as described here, the Board inspector coneluded that Respondents had failed in their
corresponding responsibility to \‘/_erify the medical 'Iegitimacy of presériptions purportedly written

by Smith, Choudhury and Swaby, having ignored key objective factors indicating prescriptions

1. The payment mefhod for controlled substances for Dr. Smith, Choudhury and Swaby
exhibited a 99% cash payment method. |

2. lIrregular pattern of a 1'epéaﬁné group-of patients exhibiting doctor shopping activity
using-prcscriptions from Dr, Smith, Choudhury and Swaby, | |
% Irregular pattern of dispensiﬁg prescriptions from Dr, Swaby and Choudhury whose
offices were a significant distance away from the pharmacy, = |

| 4, . Irregular pattern of nearly all diagnoses in'volved lumbar issues. Th.e diagnoses were
not-varied. | -.
3, Varyi;rlg signatures on prescriptions received, especially for D1, Choundhury.,
6. Lack of specific code signif}:ing a doctor was cettified to prescribe buprenorphine for
opioid tolerance/dependence.
7. Dr. Smith’s prescriptions were Writteﬁ With oddly extended void after dates, In
addition, the pfescriptions found at Michael’s Pharmacy should have not been used after

2006.
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.23

8 Dt S\INaby’s prescriptions initiating patients on the higﬁest doges of oxycodone

without any pharmacy records showing upward tapering,

9, Respondent Pharmacy filled preseriptions invalid on their face due to warning notices

printc;d on the forms (e.g. “prescription is void if more than one (1) controlled substance

prescription is written per blank™), 7

p. Lookin_g ‘at the totality of circumstances regarding Dr. Choudhury, Dr, Smith or Dr,
Swe_tby - including but not limited to the fact that most were cash sales, the location of the
prescriber’s practice in relation to the location of Respondent Pharmacy, the volume of the
prescriptions presented from these prescribers, Respondent Pharmacy’s dispensing history, the
manner in which these prescriptions were presented to the phafmacy, and the use of invalid or
superseded prescription forms — Respondents should have questioned the legitimacy of the 208
prescriptions present@d for these prescribers. The result of Respondents omission to do so was
the lcpeated dlspensmg of controlled substances to persons diverting controlled substances by use
of falsified prescriptions and/or patients engaged in doctor shopping activity,

q. Bupren.orphine Prescriptions - Respondents’ handling of multiple prescriptions for
the drug Buprenorphine pl_‘ovide an example of repeated failure to catch.or investigate obvious |
pres‘onphon GLTOrS, | |

1. Under the Drug Addiction Treatment Act of 2000 (DATA) Buprenorphine producte.

were approved for outpatient treatment for op1o1d depcndence by specially qualified

doctors only. Buprenorphine alone (Subutex) is recommended for induction therapy (i.e.

- the first several days of opioid dependency tréatmeht). Buprenorphine in combination with
naloxone {(Subuxone) is recommended for maiﬁtenance therapy due to the presence of
naloxone, an opioid antagonist. A pharmacist is reasonably expected to .verify that any
Buprenorphine prescriptions received were from specially trained physicians in compliance
with DATA, as 111dlcatcd by a specific code on the prescription,

2. Respondent Pharmacy records show that Buprenorphine was d1spensed to patlcnt
Vasily A, 50 (fifty) times from 04/30/2012 to 01/31/2014, Of the 4 prescribers (Abney,

Choudhury, Swaby and “Unknown™) — only one (“unknown” - identified per DEA number)
17

ACCUSATION AND PETITION TO REVOKE PROBATION




-~ B T~ AR ¥, S G FUR N

o

10
11
12
13
14
15
16

17

18
19
20
21
22
23

24

235
26
27
28

was DATA qualified. Additionally - since Buprenorphine’s most typical use , as noted

above, is for induction therapy (when a patient initiates Wcaning off of opioid products) —

this patient’s purported use of this drug for almost two (2) years is suspicious and |
reasonably required investigation. ‘

3. Hard copy prescriptions obtained by the Inspector (with hand written indications that

these prescriptions were specifically for opioid tolerance/dependence) included; (1)

Choudhuty RX 388600 written with 3 refills; and (2) Swaby RX 379427 writen with

2 refills and RX 381296 written with 2 refills, Michael’s Pharmacy dispensed these

preseriptions and subsequen",c refills although the prescriptions were legally invalid, and did

not bear a specific code identifying authorizéd buprenorphine prescribers.

Practice Without a Valid License (Ai)ril 2014)

r.  Respondent failed to timely submit required.paperwork a,nd-fees to renew her
pharmacist license, resulting in expiration of her licénse on March 31, 2014, Respondent then
continued working, often as the sole pharmacist at Michael’s Pharmacy - without a current, valid
license — during the month between Maroh 31, 2014 and May 1, 2014, wheﬁ the license was
renewed, | | |

s.  After Respondent’s delinquent renewal status céme to the attention of the Board’s
probation -st_aff, a Board Inspedzgo'r made an unannounced yisit to Michael’s Pharmacy, where she
found Respondent wbrking as the only pharmacist clm duty, inside the pharmacy.

t. Resp'qnd'ent’s license had cxﬁirsd on the last day of March, 2014, The Inspector |
discerned that Respondent nevertﬁcless had worked as the only pharmacist on duty at Michael’s -
nearly every day of April prior to April 24, 2014,

u. On April 30, 2014, at apprbximate-ly 1:45 pm the Inspector made a second .
unar;nounoc;d vigit, finding (1) Respondenlt was the only pharmacist on duty ; and (2) Rcspoﬁdent
was observed fo be acting in the capacity of a pharmacist |
| Compounding Violations (Inspection — April 2014)

V. During an inspection of Respondent Pharmacy on April 24, 2014, a Board inspector
observed that Respondents had compounded 89 estradiol/testosterone capsulés‘(l 25/2 5mg)

18
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however no compounding record was found, and the pharmacy technician who compounded the
drug admitted that she did not record the capsules she compounded and had poured them into a
previously used vial. A recording log was found indicating this same product had been
compounded on previous dates. However, the pharmacy did not have a written master formula
record for this compounded product, Additionally, the estradiol/testosterone capsules wete
contained in a bottle with a label indicating the bottle contained 30 capsules — when, in fact, it
was found to actually contain 89 capsules,

Loss of C‘opsc’iousness While Driving (April 2014)

“w, On April_ 28,2014, Respondént Skye had an automobilé accident, in which she
collided with another vehicle on a freeway exit ramp — then was found passed out at the Wheel of
her car, She was arrested at the scene by Califor11ia Highway patrol officers pursuant to Vehicle
Code secti(,;on 23152(A) (driving under the influence of alcohol/drug).

x, On or about April 30, 2014, during an in-person interview about the incident with a
Board Inspector, Responden;c admitted that she had lost consciousness while driving, but stated
that she did not know why. She additionally reported to the inspector that she’d beenin eight (8)
car accidents since Januvary, 2014, Subsequent toxicology testing of a fluid sample provided by
Respondent on the day of the aceident documented that Lorazepam — a drug with a sedative effect
(for which Respor‘xdent had a prescription) — was in her system at the time of the accident,

Overdose at Phai'macy (Auguét 2014)

y.  Onorabout August 1, 2014 at a Pasadena hospital following the apparent drug
overdose of Respondent’s 66 year-old moﬂmr on the premises of Michael’s Pharmﬁoy;
Respondent was arreAstcd pursuant to Health and Sé,fety Code section 11550 (Use/Under the
influence of Controlled Substance). Respondent’s mother wasg treated by paramedics and |
tranéported for emergency treatment following a 911 call from the pharmacy. Respondent was
then arrested at approximately 3;50 pﬁl, after a hospital social worker contacted police to report
hef observations that Respondent appeared altered and was falling in and out of sleep while

attending her mother. Respondent voluntarily provided a blood sample at the time of her arrest,
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That sample tested positive for both “opiates®”

and “benzodiazepines4.”

z.  Respondent was Wdrking ag a phatmacist at Respondent pharmacy on August 1, 2014
prior to the 911 emergency call — though pharmacy employees reported that Respondent was
“acting crazy” and “béhaving differently” that day:, and that she “appeared unsteady and had
lurred speéch.” Phamacy employee L.O sfated that she (LO) 1:1ad arrived late to work that day.
On entering the pharmacy, she observed SR . Respondent’s mother - sleeping in a chair, LO
stated that SR appeared pale and “didn’t look right.” Respondent stated that SR was O_K.:— to just
let her slecp.‘ However, LO noticéd that SR’s lips were turning blue -~ so they tried to wake her,
Finding her unresponsive, they called 911, |

Discovery of Self-Dispensing

aa. Invest‘igating circumstances leading to the 911 call from Respondent pharmacy 6n
August 1, 2014 Board Inspectors reviewed Respondent’s Prescription Profile :from 11172012 -
to 8/19/2014, showed multiple controlled substances, including Lorazepam, dispenséd to

RGSpondeni: from Michael’s Pharmacy as follows:

1.  OxycodonefAPAP 5-325 #20  7/12/2012

2, Oxycodone/APAP 5-325  #30 1]/26/2013
‘3. Alprazolam 0,25mg #30 3/21/2014

4.  Lorazepam 2mg .- #30  4/7/2014

5.

Amphetamine 10mg - #30  5/22/2014

bb, The Inspector was told by pharmacy staff that Respondent Skye “always filled all her

own prescriptions,” information corroborated by pharmacy documents.

Passcode Violation

ce.  During an August 19, 2014 inspection, which occurred while Respondent Skye was
enrolled in the Maﬁimus diversion program, and suspended Jfrom practice per program
requirements, the ‘Bo‘ard inspector inquired of Michael’s Pharmacy staff who was ordering

Schedule I controlted drugs in Respéndent Skye’s absence, An unlicensed employee (1.O)

3 From the class of drugs containing opium or substantially similar in effect,
This term describes a class of drugs that produce central nervous system depression and
are typically used to treat insomnia and anxiety, I.orazepam is a benzodiazepine,
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admitted that she (LO) was ordering drugs — and that Respondent had given her the confidential

CSO0S passcode.” — and provided documents showing two (2) separate purchasés by LO, made

during Respondent’s diversion program suspension

Termination from Diversion (September 2014)

dd. On or about August 13, 2014, she completed a telephonic intake interview and was
accepted into the Board’s Diversion Program (“Maximus”)'.’l‘wenty%wo f22) days later - on or
about September 4, 2014 - Respondent was terminated from the program and deemed a public
risk and “NOT safe to practice” by the Program Manager,

FIRST CAUSE FOR DISCIPLINE,

(Failure to Maintain Operational Standards and Security)

34, ‘Respondents SKYE and MICHAEL’S PHARMACY are subject to disciplinary
action 11nder Businesé and Professions Code section 4300 for unprqfeissional conduct as defined .
in section 4301‘, subdivisions (j) and (o), in conjunction with Title 16, California Code of
Regulations section 1714 subdivision (b ) and/or (d) in that pursuant to Board audits as noted
below Respondents failed to maintain pharmacy security or provide effective controls against ‘
fheft or diversion, resulting in massive inventory losses with no rccor'_ds to account for the
whereabouts or d{sposition of missing; drug stock.‘ |

é.. Hydrocodone/APAY Inventory Losses - Per Board audit for dates between April 1,
2014 and August 19,2014, Respondents had a shortage of 11,739 tabrlets of Hﬁrdrocodone/APAP
10 -325 tablets and 84 tablets of Hydrocodone /APAP 5-325,

b. 0xyc,0nﬁn!0xyc0done Inventory Losses - Per Board audits encompassing the -
approximately sixteen month period between  12/14/2012 and 04724/2014 Respondents had a
shortag‘e of 7, 300 tablets of Oxycodone (30 rhg TR), 60 tablets of Oxycontin (20 mg) and 410
tablets of Oxycontin (80 mg). :
/1

3 Schedule IT narcotics can only be ordered by a pharmacy from a wholesaler by two
methods: 1) signing a DEA issued 222 form, or 2) placing the order electronically using a CSOS
passcode. A CSOS passcode is pharmacist spec1fu, and used w order Schedule II drugs
clectronically from a wholesalet,
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SECOND CAUSE FOR DISCIPLINE

(Failure fo Assume Corresponding Responsibility to Assure Legitimacy of Preseriptions)

35. Respondents SKYE and MICHAEL'’S PHARMACY are subject to disciplinary
sction under Business and Professions Code section 4300 for unprofessional conduct as defined
in section 4301, subdivisions (j) and (o) in conjunction with Health and Safety Code section
11153, suindivision (a) and Title 16 California Code of Regulations section 1761, in that, between
January 3, 2011 ond February 7, 2014, Respondents dispensed controlled substance prescriptions
pursuant to prescriptions which were invalid and/or falsified and/or contained significant errors,
omissions, 1rregular1ues uncertalntles and/or ambiguities, which Respondent failed to observe or
address, due to their failure to operate Respondent Pharmacy in a manner compliant with
corresponding responsibility requirements to verify legitimacy of eontrolled substance
prescriptions, as follows:

a.  Choudhury, Smith and Swaby Preseriptions - Respondents failed in their

corresponding responsibility to venfy the medical legitimacy of 208 falsified oontrolled

substance prescriptions purportedly written by Dr, Choudhury, Dr. Smith and.'Dr. Swaby,

b, Buprenorphine Prescriptions - Respondents failed in their corresponding '

responsibility to verify the medical legitimacy of preseriptions for the drug Buprenorphine

dispensed on 50 (fifty) instances from 04/30/2012 to 01/31/2014 to patient Vasily A.

c.  No Protoco! For Verification - Respondents failed in thelr corresponding

respongibility to verify the medical legitimacy of prescriptions due to the failure to use or

establish any protoeol or implement routine practices for prescription verification in day-to-
day operation of Respondent Pharmaey

THIRD CAUSE FOR DISCIPLINE

(Failure of Pharmacist to Bxercise Corresponding Responsibility) '
36. Respondent SKYE is subject to disciplinary action under Business and Professions
Code section 4300 for unprofessional conduct as defined iﬁ section 4301, subdivisions (j) and (o)
in conjunction with section 4306,5 subdivision (b) in that between Januvary 3, 2011 and February
7,2014, Respondent Pharmacy dispensed controlled substance preseriptions pursuant to

22

ACCUSATION AND PETITION TO REVOKE PROBATION




L R U PO

o ooe =1 Oy

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

23

24
25

26 ]

27
28

prescriptions which were invalid and/or falsified and/or contained significant errors, omissions,
irregularities, uno;:rtéﬁntics and/or ambiguiﬂes, which Respondents failcd to observe or address in
a manner compliant with corresponding responsibility requirements (Héalth and Safety Code
section 11153(a); Title 16 California Code of Regulations section 1761) as described in
paragraphs 33 and 35 abo-\‘fe. As owner and pharmacist-in-charge of Respondent Pharmacy,
Respondent Skye’s failure to establish and/or implement routine practices for preseription
verification in day-to-day operation of Michael’s Pharmacy, or otherwise ensure corﬁpliance
with corresponding responsibility requirements - constitutes acts or omissions that involved the
failure to cxerc;ise or implement her Best professional judgment or corresponding responsibility,

FOURTH CAUSE FOR DISCIPLINE

(Failure to Maintain Records of Acquisition and Disposition)

37. Respondents SKYE and MICHAEL’S PHARMACY are subject to diseiplinary -
action under Business and Professions Code section 4300 for unprofessional conduct ag deﬁned
in section 4301, subdivisions (i) and (o), in.oonjunctio_n with section 4081, subdivisions (a) and
(b) requirirllg that all records of acquisitioﬁ or disposition of dangerous drugs shall be preserved .
and open to inspection for at least three (3) years for reasons as follows:

a.  Hydrocodone/APAP Inventory Losses - Per Board aﬁdit for dates between April 1,
2014 and August 19,2014, Respondents had a shortage of 1 1,739 tablets of Hydrocodone/APAP.
10 -325 tablets and 84 tablets of Hydrocodene /A?AP 5-325 — with no records to account for the
whereabouts or disposition of the missing drug stock.

b. Oxyc;mtin!Oxycodone Inventory Losses - Per Board audits encompa’ssing the
approximately sixteen month period between 12/14/2012 and 04/24/2014 Respondents had a
shortage of 7, 300 tabllets'of Oxycodone (30 mg IR), 60 tablets of Oxycontin (20 mg) and 410
tablets of Oxycontin (80 mg) - with no records to account for the whereabouts or disposition of
the missing drug stock., . '

Fl |
Fhd
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FIFTH CAUSE FOR DISCIPLINE

‘ (Operation of Pharmacy With Unlicensed Pharmacist)

38, Respondents SKYE and MICHAEL’S PHARMACY are subject to disciplinary
action under Busihess and Professions Code section 4300 for unprofessional conduct ag defined
in section 4301, subdivisions G) and (o), in éonjunction with section 4036 (which requires tha
only the holder of an unexpired and active pharmacist license issued by tﬁe Board is entitled to
practice within the licensed pharmacy premises) in that on dates between April 1, 2014 and May
1,2014: | | .

a. - Respondent Pharmacy employed Respondent Skye as pharmacist-in-charge although
her pharmacist license status was delinquent. |

b Respondent Skye maintained her employrﬁent as pharmagcist-in-charge of Respondent
Pharmacy ﬁnd in that capacity and othe:wi.se engaged in acts (set forth in Title 16 California Code
of Regulations section 1793,1%) requiring an unexpired a;ld active pharmacist license

- SIXTH CAUSE FOR DISCIPLINE

7 A (Violations Related to Compounded Drug Products)

' 39, Respondents SKYE and MICHAEL’S PHARMACY are subject to disciplinary
action under Business and Professions Code section 4300 for unprofessional conduct as deﬁnedr
in_ Business and P‘rofessions Codc seétion 4301, subdivisions {j) a.nd (0), in conjunction with

Title 16 California Code of Regulations (CCR) secﬁ‘ons 1735.2 and 1735.3, subdivision (a), in

S Title 16 California Code of Regulaﬁons section 1793.1 provides: Only a pharmacist, ot an intern
pharmaclsi acting under the supervision of a pharmacist, may:
(a) Receive a new prescrlptlon order oralty from a prescriber or other person authorized by law.

| (b) Consult with 4 patient or his or het agent regarding a prescription, either prior to or after

dispensing, or regarding any medical information contained in a patient medication record system
or patient chart,

(c) Identify, evaluats and interpret a prescription,

(d) Interpret the clinical data in a patient medication record system or patient chart.

(e) Consult with any prescriber, nurse or other health care professional or authorized agent

| thereof.

(f Supervise the packaging of drugs and check the packaging procedure and product upon
completion, | _
(g) Perform all functions which require professmnal Judgment
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that during an inspection of Respondent Pharmacy on April 24, 2014, compounded drug products

| prepar ed by the pharmacy wete found to be noncompliant with labeling and record-keeping

requirements as follows

4 16 CCR§ 1735.2 (d) (No Master formula Record) - On or about Apul
24 2014, Rcspondents oompounded 89 estradiol/testosterone capsules (1,25/2,.5mg), and a
recording log Was found indicating this same product had been compounded on previous dates.”
However, the pharrﬁacy did not have a written master formula record for this compmmdgd
product as required by 16 C.C.R.section 1735.2(d).

‘b 16 CCR §1735.3 (a)(Z)(S)(4)(5)(6) {(No Compounding Record) On or about
April 24,2014, Respondents compounded 89 estradiol/testosterone capsules (1.25/2.5mg),
however no compounding record was found, and the pharmacy technician who compounded the
drug admitted that she did‘not record the capsules she compounded and had poured them into a
previously nsed vial,
| R 16. CCR §1735.3 (a) (5) (Incorrect Quantity on Label) — On or about April
24,2014, a bottle'éf estradiol/testosterone capsules prepared for a patient, with a label indicating
the bottle contained 30 capsules — was found to actually contain 89 capsules,

SEVENTH CAUSE FOR DISCIPLINE

" (Self-Furnishing of Controlled Substance(s))
40, Rcqundént SKYLE is subject to disciplinary action under Business and Professions
4300 for merofessional conduct as defined in section 4301, subdivisions (j) and (o), in
conjunction with Health and Safety Code section 11170, in that on dates between J anuary 2012 |
and August 19, 2014, Resiaondent filled her own prescriptions (furnished to berself) controlled

substances as follows::

1

1, Oxycodone/APAP 5325 #20  7/12/2012
2, Oxycodone/APAT 5-325 #30  11/26/2013
3, Alprazolam 0.25mg #30  3/21/2014
4, " Lorazepam. 2mg _ #30  4/7/2014

5. Amphetamine 10mg #30  5/22/2014

{77 S
NN
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EIGHTH CAUSE FOR DISCIPLINE,

- (Use of Controlled Substance(s) to the Extent That Use Impairs Safety)
41, Respdndent SKYE is subject to disciplinary action under Business and
Professions 4300 for unprofessional conduct as defined in section 4301, subdivision (h) in that,

on multiple instances noted below, Respondent used controlled substances to an extent or in g

manner dangerous to herself or any other person or the public, or to the extent that such use

impaired her ability to conduct with safety the practice authorized by her license, by reason of the
following facts: '- |

a.  April 28, 2014 - On April 28, 2014, shortly after leaving work at Respondent
Pharmacy, Respondent Skye had an automobile accident, in which she collided with another
vehicle on a freeway exit ramp — then was found passed out at the wheel orf'her car. She was
arrested at the scene by California Highway patrol officers ﬁllrsuant to Vehide Code section
23152(A) (driving under the Influence of alcohol/drug). In an subsequent interview about the
incldent with a Board Inspector, Respondent admitted that she had lost consciousness while

driving, but stated that she did not know why, Subsequent toxicology testing of a fluid sample

 provided by Respondent on the day of the accident documented that Lorazepam — a drug with a

- sedative effect (for which Respondent had a prescription) — was in her system at the time of the

accident,

b.  August 1, 20id - On Auguét 1, 2014 at a Pasadena hoépital following the apparent
drug overdose of Respondent’s 66 year-old mother on the premises of Michael’s Pharmacy

Respondent was arrested pursuant to Health and Safety Code section 11550 (Use/Under the

“influence of Centrolled Substance). Respondent’s mother was treated by paramedics and

transported for emergency treatment following a 911 call from the pharmacy. Respondent was
then arrested at approximately 3:50 pm, after a hospital social worker contacted police to report

her obgervations that Respondent appeared altered and was falling in and out of sleep while
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attending her mother, Respondent voluntarily provided a blood sample at the time of her arrest,
That sample tested positive for both “opiates”™ and “benzodiazepines®.”

¢, Respondent Was_ working as a pharmacist at Respondent Pharmacy on August 1, 2014
prior to the 911 emergency call — though pharmacy employeés reported that Respondent was
“acting crazy” and “behaving differently” that day, and that she “appeared unsteady and had
slurred speech.” ‘

d. Déemed a Risk to Public Safety - On or about August 13, 2014, Respondent Skye
was accepted into the Board’s Diversion Program for treatment of substance ebuse, Twenty-two
(22) days later - on or about September 4, 2014 - Respondent was terminated from the program
and deemed a public risk and “NOT safe to practice” by the Program Manager,

| NINTH CAUSE FOR DISCIPLINE

.(Practice as Pharmacist While Under the Influence)
42, Resbondent SKYE is sﬁbject to disciplinary action under Business and Professions

Code section 4300 for unprofessional conduct as defined in section 4301, subdivisions (j) and

(0), in conjunction with section 4327, in that Respondent was under the influence of a dangerous

drug while on duty and Wofking as a pharmacist at Respondent Pharmacy on or about April 28,

20114 and on August 1, 2014 (as detailed in paragraphs 33 and 42 above).

TENTH CAUSE FOR DISCIPLINI,
(Violation of Federal Pharmacy Regulations)
43. 'Respondent SKYE is subject to disciplinary action under Business and Professions-

4300 for .uﬁprofessional conduct as defined in section 4301, subdivisions (j) and (o), in

=conjunction with Code of I'ederal Regulations section 1311.30, subdivision (¢), in that in August,

2014, Respondent gave her confidential CSOS passcode to an unlicensed émployee, in order to

allow the employee to make two controlled substance purchases (on August 15, 2014 and August

18, 2014) during a time when Respondent’s license was suspended,

7 From the class of drugs containing opium or substantially similar in effect,
3 This term describes a class of drugs that produce central nervous system depression and

" are typically used'to treat insomnia and anxiety. Lorazepam is a benzodiazepine,
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JURISDICTION FOR PETITION TQ REVOKE, PROBATION

44, 'This Petition to Revoker Probation is brought before the Board of Ph‘armﬁcy .,
(Board), Department of Consumer Affairs pursuant to the Decision and Orcier(s) In the Matter of
the accusation Against Michael's Pharmaey , Inc. d.b.é. Michael's Pharmacy and Natalya Skye,
Case No. 3824, Condition 12 (Michael’s Pharmacy Order ~ Exhibit A) and Condition 14 (Skye
Order- Exhibit B), which term and condition states: |
If a respondent has not complied With any ferm or condition of probation, the board
shall have continuing jurisdiction over respondent, and probation shall automatically be
exteqded, Lmtﬂ.all tézms and conditions have been satisfied or the boaird has taken other
action as deetmed appropriate to treat the failure to comply as a violation of prob-atic._)n, to
terminate probation, and to impose the penalty that was stayed. |
If respondent violates ﬁrobation in any respect, the board, after giving respondent
notice and an opportunity to be heard, may revoke probation and carry out the disciplinéry
' order‘.that was stayed. Notice and opportunity to be heard are not required for those
provisions stating that a violation thereof may Iéad to automatic termination of 'ths stay .
and/or revccat'ion of the license. If a petition to revoke probation or an accusation is filed
against respondent du;ing probation, the board shall have oorﬁinuing jurisdiction and the
period of probation shall be automatically extended until the petition to revoke probation or
' a,ccus‘ation is heard and decided. | |

FIRST CAUSE TO REVOKE, PROBATION

(Respondent Michael’s Pharmacy Only - Failure to Obey all Laws)
45. At all times after the effective daté of Respondent Michae!l’s Pharmacy’s probation,
Condition 1 stated in pertinent part: -
~ “Respondent owner shall obey all state and federal laws and regulations.”
46. Resp(;ndent Michael’s Pharmacy’s probation is subject to revocation because it/its
- owner failed to comply with Probation Condition 1, referenced above. The facts and

circumstances regarding this violation are as follows;:
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a. All allegations supporting the First, Second, Fourth, Fiftﬁ and Sixth Causes for

rDiscipIine in the Accusation filed herewith as alleg&d at péragraphs 33, 34,35,37,38 and 39 above

are re-alleged ag though fully set forth,
| " SECOND CAUSE TO REVOKIE PROBATION

(Respondent Skye Only - Failure to Obey all Laws)
47.  Atall times after the effective date of Respondent Natalya Skye’s probation,
Condition 2 stated in pertinent part: '
“Respondent shall obey all state and federal laws and regulations,”
48.. Respondent Natalya Skye’s probation is subject to revocation because she failed to

comply with Probation Condition 2, referenced above. The facts and circumstances regarding this

violation are as follows:

a. All allegations supporting therl'?ifst, Second, Third, Fourth, Fifth, Sixth, Sei/enth,
Eighth, Ninth and Tenth Causes for Discipline in the Accusation ﬁléd herewith as deseribed in
paragraphs 33 — through 47 above are re-alleged as though fully set forth,

THIRD CAUSE TQ REVOKE PROBATION |

(Respondent Skye Only - Practiced Pharmacy Without & Currént, Valid License)
49, At-all‘tinies after the effective date of Respondent Skye’s probation, Condition 10 of
the probation order stated in pertinent part: |
“Status of License - Respondent shall, at all times while on probaﬁon, maintaill an active,
~ - current ficense with the board, including any period during which suspension or probation s
is tolled, Failure to maintain an active, current license shall be considei'edra violation of
probation,...” |
50, Respondent Skye’s probation is subjéct to revocation because she failed to comply
with Probation Condition 10. The facts and circumstances regarding this violation are as follows:
"a. Respondent fﬁiled to timely submit required -paperwork and fees 1o renew her

phatmacist license, resulting in expiration of her license on March 31, 2014, Respondent then

continued working without a current, valid license, as pharmacist-in-charge and was often the
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sole pharmacist at Michael’s Pheirmacy during the month befween March 31, 2014 and May 1,

2014, when the license was renewed.

FOURTH CAUSE TO REVOKE PROBATION

(Responden.t Skye Only — Violation of Suspension Order)
51, Atall times after the effective date of Respondent Skye g probation, Condition 1 of

the proba’uon order stated;

* Suspension - As part of probation, respondent is suspended from the practice of

pharmacy for forty five (45) days, beginning the effective date of this decision,
| During suspension, respondent shall not enter anty pharmacy area or any portion of
the licensed premises of a wholesaler, veterinary food-animal drug retailer or any other |
distributor of drugs which,is licensed .by the board, or any m#nufacturer, ar where '
dangerous drugs and deVicf-ss' or controlled substances are maintained. Responden;c shall not
practice pharmacy nor do any act involving drug selection, selection of stock,
m;anUfacturilng, compounding, dispensing or patient coﬁsultation; nor shall respondent
manage, administet, or Be a consultant to any licensee of the board, or have access to or
control the ordering, manufacturing ot dispensing of dangerous drugs and devices or
controlled substances,
Respondent shall not engage in any activity that requires the professional Judgment of
a pharmacist, Respondent shall not direct or control any aspect of the practice of pharmacy.
Relspondent‘shall not perform the duties of a pharmacy technician or a designated
representative for any entity licensed by the board, |
-Subject to the above restfiotions, respondent rﬁay continue to own or hold an interest
in any licensed premises in which he holds an interest at the time this decision becomes |
effective u.u'less otherwise specified in this order, |
- Failure to comply with this suspension shalll be considered a violation of probation,”
(emphasis added)
52. .Respondent Natalya Skye’s probation is subject to revocation because she failed to
comply with Probati(.)n Condition 10, which Respondent admitted to her probaﬁq_n monitor during
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an office conference on March 10, 2014, At that time, Respondent stated that she had violated the
Board’s suspension order, and had worked at Michael’s Pharmacy for five (5) days - February 14
through 19, 2014, Respondent claimed she was confused about when the suspension began.

-OTHER MATTERS

53.  Tn order to determine the degree of discipline, if any, to be imposed on Respondents,

Complainant alleges the following:

. Onorabout August 22, 2014, Cardinal Health ( a licensed drug wholesaler) notified

' the Board that it had suspended Michael’s Pharmacy’s account from ordering controlled and

monitored substances based in their determination that continued sales to this customer created an
unreasonable risk of potential diversion. |
| PRAYER

WHERBFORE, Complainant requests that .a hearing be held on the matters alleged in this
Accusation and Petition to Revoke Probation, and that following the hearing, the Board of
Pharmacy issue a decision; | _ _

1. Revoking the probation that wﬁs granted by the Board of Pharmacy in Case No, 3824
and imposing the disciplinary order that was stayed fhereby revoking Pharmacy Permit No. PHY
47549 issued to Michael's Pharmacy, Inc; dba Michael’s Pharmacy;

2. Revoking the.probation that was granted by the Board of Pharmacy in Case No. 3824

and imposing the disciplinary order that was stayed thereby revolcing Pharmacist License Number

RPH 55396 1o Natalya Skye (Respondent Skye).

3. Revokin_g or suspending Pharmacy Permit No, PHY 47549, issued to Michae!'s
Pharmacy, Inc,dba Michael’s Pharmacy;, ' | _
4, Revbking or suspending Pharmacist License Number RPH 55396 issued to Natalya
Skye; ' '

5. Ordering Michael's Pharmacy, Inc. and Natalya Skye to pay the Board of Pharmacy
the reasonable costs of the investigation and enforcement of this case, pursuant to Business and
Professiions Code section 125.3; and - | |
Iy |
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1

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

DATED:; November 21, 2014

LA2014512487
51643850.docx

VIRGINIA HEROLD

Executive Officer

Board of Pharmacy

Department of Congwmer Affairs
State of California

Complainant
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EXTIBIT A
Decision and Order as to Respondent Michael’s Pharmacy
Board of Pharmacy Case No, 3824



EFORE THE

BOA

OF PHARMACY

DEPARTMENT OF CONSUMER ATTAIRS
 STATE OF CALIFORNIA

In the Matter of the Accusation Against:

MICHAEL’S PHARMACY, INC,,
d.b.a, MICHAEL'S PHARMACY
NATALYA SKYE, -
PHARMACIST-IN-CHARGE

960 Bast Green Streetl”

Pagadena, CA 91106

Pharmacy Permit No, PHY 47549

AND

NATALYA SKYE

14569 Benefit 8t., #102

Sherran Oaks, CA 91403
Pharmactst License No, RPH 53396

Respondents,

Case No, 3824
STIPULATED SETTLEMENT AND
DISCIPLINARY ORDER

[AS RESPONDENT MICHAEL'S
PHARMACY INC, ONLY] -

DECISION AND ORDER

The attached Stipuiated Settlement and Disciplinary Order is hereby adopted by the '

Board of Pharmacy, Department of Consumer Affairs, as its Decision in this matter,

Thiz deoision shall become effective on February 14, 2014,

It is so ORDERED on February 7, 2014,

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

By

T"

- STAN C. WEISSER
Board President -
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KAMALA I), HARRIS

Attorney General of California
OREGORY J, SALUTE

Supervising Deputy Attorney General
SUsAN MELTON WILSON

|| Deputy Attorney General

State Bar No. 106902
300 So, Spring Street, Suvite 1702
Los Angeles, CA 90013
Telephone: (213) 897-4942
Facsimile: (213) 897-2804
E-mail; Susan, Wilson@doj.oa.gov
Attorneys for Complainant

BETORE THE
- BOARD OF PHARMACY :
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the Accusation Against:

MICHAEL'S PHARMACY, INC,,
d.b.a, MICHAEL’S PHARMACY
NATALYA SKYE, .
PHARMACIST-IN-CHARGE

960 East (3reen Strest

Pasadena, CA 91106

Pharmacy Permit No, PHY 47549

AND

NATALYA SKYR
14569 Benefit St., #102

Sherman Qaks, CA 91403

Qriginal Pharmacist License No. RPH 55396
Respondents.

IT 1S HEREBY STIPULATED AND AGREED by énd bstween the parties to the above-
entitled proceedings that the following mattérs are frup: '

1. Virginia Herold (Complainant) is the Bxeoutlye Officer of the Board of Pharmacy..
She brought this action solely in her official capacity and is represented in this matier by Kamala-

. D Tarrig, Attorney Cleneral-of the State of California, by Susan Melton Wilson, Deputy Attorney

General,

Casge No. 3824

STIPULATED SETTLEMENT AND
DISCIPLINARY ORDER

IRESPONDENT MICHAEL’S
PHARMACY INC, ONLY ]

2

|

STIPULATED SETTLEMENT- RESPONDENT MICFAFL’S PHARMACY |
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2. Respondent Michael's Pharmacy, Inc., d,b,a. Michael’s Pharmaoy (Respondent),

- whose legally authorized representative is Natalya Skye, i¢ reprasented in this proceeding by

attorney Herbert Weinberg, whose address is: Law Offices of MoGuire Woods 1800 Century
Park East, 8th Floor, Los Angeles, CA 90067 o ‘

-3 On or about November 7, 2006, the Board of Pharmacy (Board) issued Phatmacy
Permit No, PHY 47549 to Michael’s Pharmacy Inc, d,b.a, Michaal’s Pharmacy (Resplondcnt).
Natalya Skye is sm owner of Respondent and has been Pharmaoist-In-Charge of Respondent
since November 7, 2006, The Pharmacy Pemﬁit weas In full force and effoct af all times relevant to
the charges brought herein and will expire on November 1, 2014, unless ranewéd._

JURISDICTION

4, Accusation No. 3824 was filed before the Board of Pharmacy (Board) , Department

' of Consumer Affaits, and i currently pénding against Respondent., The Accusation and all other

statutorily required documents were properly served on Respoﬁde:nt on Axtguét 14, 2012,
Respondent timely filed its Notice of Dcfense contesting the Acousation, .

' 5. A copy of Accusation No, 38i4 is attachod as Bxhibit A and incorporated hetein by
reference, ' ' o

_ ADVISEMENT AND WATVERS
6. - Respondent, by its authorized representative, has carefully read, fully d%ischssad with

counsel, and understands the charges m)d.allcga'tiona in Accusation No, 3824, Respondent has .
also carefully read, fuily discussed with counsel, and understands the effects of this Stipulated
Settlement and Disciplinary Order,

7. Respondent is fully aware of its legal rights in this matter, jmluding the tight to a
hearing on the charges and allegations in the Acousation; the right to bé represented by‘co‘unsél at
its own expense; the right to confront and cross-examine the witnosses against them; the right to
present evidence and to testify on its own behalf; the right to the Jssuance of subpoenas to compel
the attendance of witnesses and the production of dogutments; the right to reconsideration and
court review of an adverse decision; and all other rights accorded by the California

Administrative Procodure Act and other applicable laws,

2
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8, Reapondent voluntarily, knowingly, and Intelligently waives and gives up each and
every right set forth above, , , |
CULPABILITY

9. Respondent admits the truth of each and every charge and allegation in Accusation
No, 3824, | o | |

‘1 0. Respondent agrees that its Original Pharmacy Permit is subject to discipline and they
agros {0 be bound by the Board's probationary terms ag set forth in the Disciplinary Order below,

| CONTINGENCY - |

11, Thig s’cipulation shall be subject to approval by the Board of Pharmacy, Respondent

understands and agrees that counsel for Cornplainant and the staff of the Board of Phatmacy may
communicate directly with the Board 1‘_¢3garding this stipulation and settlement, without notice to
or participatioh by Respondent or its counsel, By slgning the stipulation, Respondent understands
and agi'ees that they may not withdraw itg agreeﬁaent or seck to. rescind the stipulatioﬁ prior to the
time the Board oonsiders and acts upon it, If the Board fails to adopt this stipulation as its
Degision and Order, the Stipulated Settlement and Disciplinary Order shal) be of no foree or

. é‘ffeét except for this paragtaph, it shall be inadmissible in any lepal action befween the partfes,
and the Board shall not be. dlsquahﬁcd from forther autxon by having considered this matter,

12, The patties undetstand and a,grae that facsimile coples of thig Stipulated Settlement
and Disciplinary Order, inoluding facsimile signatures theteto, shall have the same foroe and
effect as the or} ginalg, '

13, This Stipulated Seftiement anci'Discipiinmy Order is intended by the pﬁ'ties to be an
integrated writing rcpresehting the complete, final, and exclusive embodiment of thett agraement.
It supersedes any and all prior or contemporaneous agreements, understandings, discussions,
negotiations, and commitments (written or oral). This Stipulated Settlement and Disciphinaty
Order may ﬁot be alterad, amended, modlfied, supplemented, or othorwise changed except by &

writing executed by an authorized representative of each of the parties,

3

STIPULATED SETTLEMENT- RESPONDENT MICHAEL'S PHARMACY

| 4

B

= e

e TR

P TER—
i T

At or st B

T

T

T f MRy




10
11
12
13
14
15
16
17
18

19
20 1|

21
22
23
24
25
26
27
28

Wt -3 oh ot

14, In consideration of the foregoing admissions and stipulations, thé parties agree that
{he Board may, without further notico o formal pl‘oc;tieding, i9sue and enter the following
Disciplinary Ordet: ' .
DISCIPLINARY ORDER »
IT I8 HEREBY. ORDERED that Original Pharriacy Permit No, PHY 47549 issued to
R;aqundsn't Michael's Pharmacy, Ine.; IS REVOKED, Héweve:r, the revocation is stayed and

Respondent is placed on probation for five (5) years on the following terms and conditions, .
L | Obey All La;ws |
Rg:spondeni owner shall obey all state and fedoral laws and régu]atiéns.
Respondent ownet shall teport any of tﬁ;: folléwing cocurrances to the bbard; in writing,
within seventy'»two (72) houss of such occurfence:
[ an arrest or issuance of a eriminal complaint for violation of any p'rovision of the
. Pharmacy Law, state and federal food angd d;ug laws, or state and fcgléral controlled
substanoes laws o o
O & pleaof guilty or nolo qontendi'e it any state or federa! oriminal procccdiﬁg 1o any
criminal complaint, information or indictment
[ aconviction of any crime
o ciseipline, citation, or other administrative action filed by any state or federal agency
which involves respondent’s phariﬁwy license or which is related to the pmotice'. of
_pharmacy or the rrimufa,ctu_rin’g, obtaining, handling or ciisﬁ*ibﬁting, billing, or
| charging for any drug, device or controlled substance,
Failure to timely report any sw‘h oocm;renoﬁ shall be cansidered a violation of probation.

2.+ Report te the Board

or its designee, [‘he report shall be made sither in person or in wrflting,,l. ag directed, Among other
requirements, respondent owner shall state in each report under penalty of perjury whefHor there
has been complisnce with all the terms and conditions of probation, Faﬂure 1o submii timely
reports in a form as direoted shall be considered a vielation of probation. Any period(s) of

4
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Respondent owner shall report to the boatd guarterly, on a schedule as dire_cted by the board .
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delinguency in submission of reports as directed may be added to the total period of probation,
Moreover, if thé final probation report 13 not made ag directed, pl;obation shall be automatically
axteﬂded_unﬁl such time as the ﬁnal"'report ig made andr accepted by the board,

3. Interview with the Board

Upon receipt of reagonsble prior notice, respondent owner shall appear in person for

interviews with the board ot its designes, 4t such intervals and locations as are determined by the -

board or its designee. Failure to appéar for any Scha(iuled interview without pridr notification to
board staff, or failure to appear for two (2) ot more scheduled interviews with the boarci or its
designee during the period of probaiion, shall be considered 2 violation_ of probation,

4. Cooperate with Board Staff

Respondent owner shall cooperate with the board's inspection prbgram end with the board's
monitoring and investigation of respondent's compliance with the terms and conditions of their
probation. Failure to bﬁéperata shall be considered a violation of probation,

5. Relmbursement of Board Costs '

" Respondent shall be jolntly aund severally lable with co-respondent to Accusations 3824, .

Natalya Skye for reimbursement to fhe Boéxd of its costs of investigation and pl_*Osecuti'on in the

total sum of Eleven Thousand Dollars ($11, 000.00), Payment of the total sum shall b a

| condition precedent to suceessful completion of probatien, Respondent shall make said payment

within sixty (60) days of the effective date of ti'lis decision,

.There shall be no deviation from this-sehedule absent prior wri_tteh apprové.l by the board 61"
its.designee, Failure to pay costs by the deadline(s) as directed shall be considered a violation of
probation, _ | .

The ﬂiing of balﬂcrtiptcy by respondent owner shall not relieve L'cspondént of their
responsibility to reimburse the board ifs costs of investigaﬁoﬁ and prosecution,

6.  Probation Monitoring Costs

Respondent owner shall pay any costs associated with probation monitosing as determined

by the board each and évery year of probation, Such costs shall be pa}}able to the borrd on a

sohedule as ditected by the bonyd or its designes. Tailure to pay.such costs by the deadline(s) as

-5
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direoted shall be considered a violation of probation,

7. Status of License | r ‘

Respondent owner ghall, at all times while on probation, matntain current licensure with the
board, If respondent owner submits an application lo the board, and the application i§ approved,
for a change of Jocation, ohange‘o:[" pcmit oi' change of ownership, the board shall rctaﬁn
contiﬁuing jurisdiction over the Hoenge, and the respondent shall romain on probation as
determined by the board. Failure to maintain current licensure shall be congidered a violation of
probation, - ) o ,

If respondent owner's license cxp.ires or ig cancelled by operation of law or otherwise at any
time during the period of probation, including aﬁy extensiong thereof or otherwise, upon rencwal
or reaﬁplidﬁtion responident owngr's ficense shall 'ba subjeot to all terms and conditions of thig
probation not prev{ouély satisfied,

8 License Surrender While on Pfobﬁtion/Sus‘pension

Fo]iowing the effective date of this decision, should respondent owner digcontinue
business, respondent owner may tender the premises license to the boa;d for sun-cndef. The
board or its designee shall have the discretion whether to grant the request for surrender or take
any other action it deems appropriaté and reasonable, Upon formal acaeptan;}e of the suerender of
the loense, respondent will no fonger be subject to the terms and conditions of probation,

Upon acoeptarce of the surrender, reépondeﬂt owner shall I‘élinquish the premises wall and
renewal license io the board within ten (10} days of notification by the board that the surrender is
accepted. Respondent owner shall further submit a completed Discontinuance of Business form
acoording to board guidelines and shall notify the board of the records inventory transfer,

Respondent owner shall also, by the sffoctive date of thig decision, arrange for the

continuation of care for ongolng patients of the phartnacy by, at minimum, providing a written

notice to ongoing patients that speeifies the anticipated closing date of the pharmacy and that

identifies one or more ares pharmacies capable of taking up the patients' care, and by cooperating
as may be necessary In the trangfer of records or prescriptions for ongoing patients. Within five
days of its provision to the pharmacy's ongoing patients, Respondent owner shall provide a copy

6

STIPULATRD SETTLEMENT- RESPONDENT MICHAEL'S PHARMACY

% 7




]

10
11
12

13

14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

oo 1 e B oW

“conditions of probation by posting a notice, citeulating a notice, or both, Additionally,

 signed and dated statements from its owners, including any owner or holder of ten petoent (10%)

of the written notice fo the board. For the purposes of this provisior, "ongolng patients" means
those patients for wlllom the pharmacy has on file eipresoription with one or more 1‘éﬁlls
outstanding, or for whom the pharmacy has filled a prescription within the preceding sixty (60)
days, | .

Respondent vwner may not apply for any new licensure from the board for three (3) yoars
from the effective date of the surrender, Respondent owtier shall meet ail requirements applicable
to the license sought as of the date the application for that license is submitted to the board,

Respondent owner further stipulates tflat he or she shall reimburse f:he board fot its costs éf
iﬁvestigation and prosecytion prior to the acoeptance of the surrender,

9. Notice to Employees

Respondent owner shall, upon or before the effective date of this decision, ensure that all
employeas Iinvolved in permit operations are made aware of sl the terms and conditlons of
probation, sither by posping a notice of the terms and cqnditions, circulating such notice, or both,,_'
If the notice required by this provision is posted, it shall be posted in & prominent pléce and shall
remain posted throughout the probation period. Respondent owner shall ensure that any -

employees hited or used after the effective date of fhis decision are made sware of the terms and

respondent owner shall submit wﬁtten notification to the "board,. within fifteen (15) days of the
effective date of this decision, that this term has been safisfied, Failure to submit such
notification to the board shall be considered a violation of probation.
- "Employees” as nsed in this provision includes all fuli-time, part-time,
voluntes, terporary and relief employées and independent contractors employed or
hired af any time during probation, | '
10, Owners and Officers; Knowledge of the Law
Respondent shall provide, wihin thirty (30) days after the effective date of this decision,

or more of the interest in respondent or respondent's stock, and any officer, stating wnder penalty

of petjury thet said individuals have read and-are familiar with state and feders] laws and

7 | 8
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raguiations goverﬁing the practioe of pharmacy, The failure to timely provide said statéments
under penalty of perjury shall Be considered a violation of probafion, |

11, Posted Notice of Probation ‘

Respondent owner shall prominently post a probation notice provided by the boeu'd. ina
place conspicuous and readeble to the public, The ptobation notlee shall remain posted during
the entire petiod of probation,

Rssp‘ondent owner shall not, directly or indirectly, engage In any conduct or make any
gtatement which 13 intended fo mislend or is likely to have the effect of misleading any patient,
oustomer, membet of the public, or other person(s) as to the nature of and reason for the probation
of the loenged entity. . '

Failure to post such nojcioe éhall be considered a violation of probation,

12, Violation of Probation

If 2 respondent owner has not complied with any term or condition of probation, the board
shall have continuingjurisdiction over respondent license, and 'probétio_n shall be automatically
extended unti! all ferms and conditions have been satisfied or the board has taken other action as -
deemed appropriate to treat the faflure to comply as & violation of probation, to torninato
prol:?ation, and to Impose tﬁe penalty that was stayed, |

If respondent owner violatos probation in any rospect, the board, after plving 1-espondént
owner notice and an opportunity 1o be he:arci, may revoke probation and carry out the disciplinary
order that was stayéd. Notice and opportunity to be heard are not required for those provisions
stating that a violation thereof may lead to sutoraatic termination of the stay and/or revocation of
the-license, If a petition to revoke probation or an accusation js filed against respondent during
probation, the board shall have continuing jurisdietion and the period of probation sﬁail be
automatically extended until the petition to revoks probation of acousation i8 heard and decided,

13, Completion of Probation |
Upon wiitten notice by the board or its designee indicating successful completion of
probation, respondent license will be fully restored, |

14, Community Services Program’ |

8
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Wifhin stxty (60) days of the effective dale of this deolsion, respondent ownet shall submit
to the board or its designeo, for prior gpproval, a comrhm1ity service brogram in which respondent
shall provide free health-care related services to & coxﬁinunity ot charitable facility or agency for
al least seventy five (75) hours during the period of probation,

Within thirty (30) days of boa.rd approval thereof, respondent owner shall submit
documentation to the board detnonstrating commencement of the sommunity service program, .
R@spoﬁdem owner shall report on progress with the community ssrviéé program in the quarterly
reports, | ‘ |

Fatlure to timély submit, commence, or comply with the program shéll be considered a
violation of probation, |

15, Separate File of Records

Respondent owner shall maintain and make avgﬂafole for inspeétion a separate file of éil

records pertatning to the acquisition ot disposition of all controlled substances, Failure to

“maintain such file or make it dvailable for ingpoction shall be considered a violation of probation,

16, Administrative Penalty

Respondent shall be jointly and severally ligble with co-respondent to Accusation 3824, :
Natalya Skye, to pay an Administrative Penalty in'‘the sum of Twenty Five Thousand Dollars _
{($25,000.00) Payment of the assessed administrative penalty shall be completed -during the first
four years of probaﬁon, in aceord with a payment pls,ﬁ ,appnovéd by the Board or its designee,
Respondent miay pay the full 1'emﬂiping wnpaid balance of the assessed administrative penalty at
gy time, It shall be Respondent’s reSponsibility to toail or otherwisq deliver cach payment

directly to the Board af the Board’s Sactamento address in a timely manner, Pailure to-make any

payment when du shall be considered # violation of probation,

ACCHPTANCE

I am an owner and legally authorized representatlve of Respondent Michael’s Pharmacy
Ine., corporate license bolder of Pharmacy Permit No, PHY 47549, 1 have cargfully read the
above Stipulated Settloment and Disciplinaty Order and have fully discussed it with attorney,

Herbert Weinbetg, I understand the stipulation and the effect it will have on Pharmacy Permit

9
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No, PITY 47549, On behalf of Respan;ient Michuel's Phatmacy Ino, I sntey ftfo {his Stipaiated
Seitlernent ond Discipinary Order voluntarily, knowingly, and Intelligently, and paree that
Michael’s Pharmacy Inc. will be bound by the Declsion and Order of the Board of Pharmsoy.
DATED: . G ,,
NATALYA S T
Authoyized Representative of
- MIC 'S PIIARMACY, INC.
&.b.a MICHABL'S PHARMACY
< Respondent
I have read and fally discussed with the legally aunhprizeg representative(s) of Respondent
Miohas!'s Phaxmacy, Ine., &)l terms axd conditions and otber matters confhined in the abovo
Stlpulated Setilepaent and Disciplinary Ordes, Tapp. A ' nitent,
patee M //) /3 ,
. T T THEREER BEKG R
Altorogy fpr Respondent
ENDORSEMENT
The foregioing Stipulated Settlement apd Disciplinaty Order i hereby respectflly
subrmitted for consideration by the Board of Pharmacy of the Departmaent of Gongumer Affairs.
Dated:  J/ - ' /6 - rE Res;:cctﬁxﬂy submitbed,
' KaMaL&D, HARRIS
Astorney Gonern) of Culifornia
(GrEGORY J, SALUTE
Supervising Deputy Attaxpsy General
} i tr————.
SUSAN MELTON WILSON
Doputy Attorney General
Attorneys for Complainant
14201060086
. 51405387 doc
B 10 . _l .
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KAMALA D, HARRIS

Attorney General of California

OREQORY [, SALUTE

Supervising Deputy Attorney General

SUSAN MBLTON WILSON

Deputy Attorney Genceal

State Bar No. 106902
300 So, Spring Street, Sulte 1702
Los Angeles, CA 90013
Tele{:hone. (213) 897-4942
Facsimife: (213) 897.2804

© Bemall: Susan, Wilson@doj.ca.goy

Attorneyy Jor Comploinan

BEFORE THE
: BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
: STATE OF CALIFORNIA
In the Matter of the Accu'sa.tion Agalnst: Case No, 3824
MICHAEL'S PHARMACY IN,,., : .
NATALYA SKYE, - ACCUSATION

PHARMACIST-IN-CHARGE
960 Bast Green Strool

Pasadena, CA 91106

Pharmacy Petinlt No, PHY 47549

AND

NATALYA SKYE

14569 Benefit St., #102 _

Sherman Oaks, CA 91403

Origina! Pharmacist Liconse No, RPH 55396

Respondents,

Complainant alleges!
PARTIES
1. Vilgln!a Horold (Complmnanl) brings this Accusation solely In her officlal oapaoity
as the Executive Officer of the Board of Phar macy, Department of Consumer Affalrs,
2. On or aboul November 7, 2006, the Board of Pharmacy (Board) tssued Pharmacy
Permil No, PHY 47549 o M-ichael’s Pharmaoy (Respondent Pharmt}cy).Nglta!ya Skye 1s and has
been Pharmacist-In-Charge of Respondoent Pharmacy since November 7, 2006, The Pharmaocy

Aocusatlon
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Permit wag {n full force and effect at all times relevant to the charges brought herein and wiil
expire on November 1, 2012, unless rencwed, |
3, On ot; about June 23, 2004, the Board of Pharmacy lssved Orlginat ﬁharmaclst
Lioense Number RPH 55396 to Natalya Skye (Respondent Skye). The Original Phatmacist
Llaonéc was in full force and effect at all times relovant to the charges brought hereln and will
exptre on March 31, 2014, unless renewed, '
| JURISDICTION

4,  This Accusation is brought before the Board, Department of Consumer Affairs, under
the guthority of the following laws, All seotion references arg to the Business and Professions
Code uniess otherwise indicated.

STATUTORY PROVISIONS

5. Section 118, subdivision (b), provides that the suspoension, expiration, surrender, or

cancellation of & license shall not deprive the Board of jurisdietion to proceed with a disclplinary

actlon during the period within which the license may be renewed, restored, reissued or
reinstated,

6, Section 4300 of the Caode states;

“(a} Every license issued may be suspended or revoked,

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

"(1) Suspending judgment. .

"(2) Plaging him or her upon probation,

"{3) Suspending his or het rightl to practios for 4 period not exeeeding one your,

"(4) Revoking hig or her license.

"(5) Taking any other action Tn relation to disciplining him or her as the board in s
discrotion may desm proper,

"(c) The bord may reflise a license to any applicant gullty of unprofessional conduct, The

board may, in 1ts sole discretion, issue a probeticnary lleense to any applioant for a license who is

2
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guilty of unprofessional conduet and who has met all other z'équirements for licensure, The board
may Issuo the lloense subject to any terms or conditions not contrary o public polioy, Including,
but not lmited to, the Tollowing; o '

"(1) Medical or paychiatrie eyaluation,

"(2) Continving medical or psychiatric treatment,

"(3) Restriction of type or circymstances of practice,

“(4) Continuing participafion in & board-approved rehabilitation program.

"(é) Albstention from the use of alcohol or‘drugs. -. _ |

1(6) Random fluld testing for aleohol or drugs,

"(7y Compliance with laws and regulations governing the practics of pﬁarmacy.

"(d) The board may initiate diselplinary proceadingls to revoke or suspend any probationary

certificate of liconsure for any violation of the terms and eenditions of probation, Upon

 satisfactory completion of prdbation, the board shall convert the pi‘obationary certlficate to a

regular certificate, free of conditlons,

"(e) The propeedings under this article shall be condycted in accbrdance witk: Chapter 5
(commencing with Seotion 11500).of Part 1 of Division 3 of the Government Code, and the boatd
shall have all the powers granted therein, The action shall be final, eﬁccpt that tiie propriety of
the action is subject to revia’w by the supérior court pursuant fo Sectién 1094.,5 of the Code of
Civil Procedure,” _ | |

.-7. Section 4301 of the Code states:

"The board shall take action against Ay holder of a licenso who is guilty of unprofessional
gonduct or whoge license haé been prooured by t‘rﬁud or mistepresentation or issued by mistake,
Unpirofessional condyct shall include, buf 1s not lmited to, any of the following:

"(f) The commission of any act involving moral turpitude, dishonesty, frand, decelt, or
uoi'rubtlon, whether the act is committed 1n the course of relations als a licensee or otherwise, and
whether the act is & felony or misdemeanor or not,

LI |
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"(}} The violatlon of any of the statutes of this state; or any other state, ot of the Unhed

States regulating controlled substances and dangerous drugs.

") V'i_o]ating or attempting to viclate, directly or indirectly, or assisting in or aBetting the

violation of or conspiring to violate any provision or term of this ohapter or of the applicable

- foderal and state laws and regulations governing pharmacy, ihcludiﬁg regulations estabiished by

the board or by any other state or federal regulatory agency.
8. Section 4059 of the Code states, in pertinent part, that & person may not furnish any

dangerous drug exoept upon the prescription of a physician, dentist, podlatrist, optometrist,

veterinarian, ot naturopathic doetor pursuant.to Section 3640.7, A porsori may not furnish any

dﬁngeroué daylos, except upon the prescription of a physiclar, dentist, podiatrist, optometrist,
veterinarian, or naturopathic doctor pursuant to Sectl,oh' 36440.7,

8 ‘Sect.ion 4076 of the Code states: . "

o) A Elllarmaoist shall not dispense any preseriptlon exeept in a containerr that meets the
requirements of state-and federal law and is correotly labeled with all of the following: *

{1)  BExcept whore the preseriber or the sertified nurse-midwife who functions pursuant to
a standgrdized F'}'rpceclure or protogol deseribed in Section 2746.51, the nurse practitioner who
funetions pursuant to a siandardized proceduro deseribed (0 Seotton 2836.1; pr prdt_ocol, or the
physlcian assistant who functions pu‘rsﬁant fo Seetion 3502.1, the naturepathic doetor who -
functions pﬁrsﬂam to a standacdized proowdure or protocol described in Section 3640,5, or the

pharmacist who functions pursusnt to a polisy, procedure, of protocdl pursuant to elther

subparagraph (D) of paragraph (4) of, or clause (1v) of subparagraph (:"-\) of paragraph (5} of,

“subdivision (a) of Seetion 4052 orders otherwise, pither the manufasturer's trado name of the dug |

or the generlc name and the namie of the manufacturer, Commonly used abbreviations may bo

used. Preparat-ions containing two or more active Ingredients may be identified by the

-manufactorer's trade name or tho commonly used name or the principal actlve Ingredients,

(2)  The directions for the use of the drug,
‘ »

Acousatlon

16

p—




10
11

12

13

14

6
17

18

19
20
21
22
23

24

25
26
27
28

- - - N N Y

“(3) ‘.The name of the pationt or patients,

(4)" The name of the p:‘b&orib@r ot if applicable, the name of certifiod nun‘se=1_rnidwil’e who
functions pursuant to 8 standardized procedure cor protocol describcd in Section 2746.51, the
nurse prgotitlonﬂr who 'ﬁlﬁctions pursuant to a standardlzed procedure desoribed In Seetion
2836,1, or protocol, the physician assistant who fanctlons pursuant to Section 3502.1,, the
natgropathiu doctor who functions pursuant to 8 standardized procedure or protoco! deécﬁbéd in
Section 3640.5, or the pharmaoist‘who functions putsuant to a polioy,.pi'oo.edum, or protocol
pursuant to either subpal'agt'aph (D) of paragraph (4)'0f, or clanse (Iv) of subparagraph (A) of.
paragraph (5) of, subdiyision (&) of‘Secﬁon 4052,

(8) 'The date of Issye, - .

(6) The name and address of the pharmacy, and presoription numbey or othgr means of
Identifying the preseription, '

{7y The strength of the dmg or drmgs dlspenscd

(8  'The quantity - of‘thc drug or drugs dxspensed

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

(10 ' The condition for which the dmg wis pwscrlb@d if requested by the patient and the
condition ls Indicated on’ the presor lptl(}n '

(11)(A) Commencing January 1, 2006, the physical description of the dispensed
medication, Including its co[’or, shape, and any dentification code that appears on the tablets or -
capayles, sxoept as follows;

(i) Presoriptions dispensed by a vetetinarian,

(i} An exem; stion from the requirements of this paragraph shali be granted 10 a new drug
for the first 120 days that the drug ls on the market and for the 90 days dumng which the national
l‘ef‘cmnce file has no deseription on file. | ' '

(i) Dispensed medioations for which no physical description exists in any commcrc_:idl]y
available database, ' ‘

(B) Thls paragraph epplies to cutpatient phnrmaoms only

i ‘

Acousatlan

17

Cer o m e et

gt oy




[C o T - - L ¥ T U 5 EE o T —

P T B S T - S S S N
DOHJO\M%‘J-‘N'—‘O\DQG“QG\UE_-&WM—‘D

{€) The information’required by this paragraph may be printed on an auxiliary label that Is
afflxed to the prescription container,

(D) This paragraph shall not become opel'gtivé if the board, prior to January 1, 2006,
adopis regulations that mandate the same labeling requlrements set forth In this patagraph,

"(b) If & pharmacist dlspenses a presoribed drug by means of-a ynit dose medication system,
ag defined by administrative regulation, fora patienf in g sEi]ied nursing, intermediate caro, or
other health care I”aoliit)‘z, the requirements of this section will be satisfied if the unit dose
medicatlon systom contains the aforementioned information or the Information Is otherwise - -
readily available at the time of drug admlnistration, '

"(o) If & pharmacist dispenses a dangerous drug or deviee In a facility licensed pursuant to
Section 1250 of the Health and Safety Code, it Is not necessary to Inglude on individual wnit dose
containers for a{speciﬁe patient, the name of the oertiﬁed nurse-midwife who funotioris pursyant
toa sténdar'dized prosedure or protocol deseribed in Section 274651, the nurse pradtitioner who
functions pursuant to a stanclm'diz.ad procedure desoribed in Seotion 2836, 1, the physician
assistant who funétlons pursuant to Seetion 3502, 1, the naturopathic doctor whe fanctions
pursuant o a standardized prooedure or protocol deseribed "inISection 3640.5, or the phanmgeist
who functions pursuqnt 'to # polioy, prooa'd.ure, or protoco] pursuant to cither subparagraph (Dj of
patragraph (4) o'f,. ot clause (iv) of subparagraph (A) of paragraph (5) of, subdivision (a) of Section
4052, | | o

"(d) Ifa pharmaclst dispénses a prestription drug for use ina fucil‘ify licensed pursuant to
Seotion 1250 of the I-Iéa]th and Safefy Code, it Is not n@oessélry fo include the information
required in pa;agraph {(11) of subdivision (a} when thclpresoription drug is administered to g
patient by a gersoﬁ licensed under the Medioa) Practice Act (Chapter 5 (commenclng with
Section 2000), the Nursing Préetics Act (Chapter 6 (commencing with Section 2700}, or the
Voeatlonal Nursing Act (Chapter 6.5 (commenoing with Section 2840), who is acling within his
or her scope of practloe," _ '

10, Sestlon 4081 of the Code statos;

I
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I Instlfutions Code who malntalns a stock of dangerous drugs or dangerous devices,

< b o

by law .

“(a) All records of manyfacture and of sale, acqulsition, or disposition of dangerous drugs
o dangerous devices shall bo af all times during business hours open to Inspection by authorized
officers of the law, and shall bo presetved for at least three years from the daté of making. A
gurrent inventory shall be kept by every manufacturer, wholesaler, pharmacy., veterinary
food-animal drug retailer, physician, dentist, podisfrist, yetoringrian, laboratory, olinfe, hospital,
lnstitution,. or establishment holding a purrently val_ld and Lin_mvoked certlficate, lioense, permit,
reglstration, or exémption under Division 2 (commencing with Seation 1200) of the Health and

Safety Codé or under Part 4 (commencing with Sectlon 16000) of Division 9 of the Welfare and

"(b) The owner, officer, and partner of any pharmacy, wholesaler, or veterinary food-anlma)
drug retaller shall be jointly fesponsible, with the pharmacist-in-charge or reprcsentativew-in-
chargs, for maintaining the records and Invéntory deseribed in this seotion, ,

"(c) The pharmacist-in-charge or representativo-in-charge shall not be criminally
respongible for acts of the owner, oﬁ‘ioer, partner, or employee that violate this section and of
which thé« pharmacist-in-charge or l'epresentative-imoharge héd no knowledgs, or In whish he or
sho did not knowingly participate,” ' |

1. S“ecti.cm 4126,5 of the Code states:

“(a) A pharmacy may furhjsh dangerous drugs only to the following:

(N A wholesaler owned or under common contro! by the by the wholesaler from whom the
dangerous drug was acguired, | '

(2) The pharmaceutic&] manufacturer from whom the dangerous drug was acquired,

(3) A licensed wholesalor acting as a reverse digtributor.

(4) Another pharmacy or wholesaler to alleviate a temporaly shortagelo.f a dangerous drug
that could result in the denlal of health care, A pharmacy Turnishing dangcrous drugs pursusnt to
ihis paragraph may only fumish a quantity sufficlent to glleviate the temporar); shortage,

(5) A patient or o another pharmagy pursuant to & preseription or as otherwlse authorized

I . : ) )
. T Acousatlon
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(6) A heaith care provider that is not pharmacy but that is authorized to purchase dangérouz;

drugs, N '
" (7)To another pharmacy wnder common control,

- (d) Por purpose of this sectlon, “oommon control” means the power to dirgct or cause the
direction of the management and polleles of ancther psrson whether by ownorship, by voting
rights, by contract, or by other means, '

12 Section 4105 of the Code stafes:

"(a) All records or other documentation of the acquisition and disposition of dangerous
drugg and dangerous devices by any entity llcensed by the board shali be retained on the licensed
premises in 4 readily retriovable form, |

"(b) The licenseo may remove the original records or documentation from the lioensed
premises on a temporéry basis for license-related purposes, However, a dupllcate sef of those
records ot other documentation sha!l be retained on the licensed premises,

") The recordslrequired by this sectlon shall be retained on the licensed premises for a
period of three years from the dase of making, | '

_ "(d) Any records that are maintained slectronleally shall be maintained so that the

pharmasist-in-charge, the pharmacist on duty if the pharmacist-in-charge Is not on duty, or, in the

‘case of & veterinary food-animal drug retatler or wholesaler, tivo designated reprogentative on

duty, shal‘-l, at all times during which the licenged premises are open for business, be able to
produce a hard copy and electronic copy of all records of éoqulsition ot disposition or other drug
or dispensing-related records malntained elecironleally.

"(e)¥(1) Notwithstanding subdivislons (a), (b), and (c), the board, may upon written request,
grant ic a licensee g Wai.vm- of the requirements that the records deseribed in subdivisions (a), (b)),
and (¢) be kopt on the ficensed premises, |

(2) A waiver granted pursuant to this subdivislon shail not affect the board's authority

under this sectlon or any other provision of this chaptoer,”

1t
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13, California Codo of Regulations, title 16, gection 1714 states:
(8)  All pharmacies (except hospital Inpatient pharmacies as dofined by Business and
Professions Codg seotion 4029 which solely or predominantly fﬁrnish drugs to Inpatients of the '

hospltal) shall contain an area which is sultable for confidentlal patient counseling,

(b) Each pharmacy licensed by the board shall maintain its facifities, space, fixtures, and
equipment o thal drugs are safely and propetly plepmccl malntained secured and distributed,
The pharmacy shall be of suffictent size and unobstructed area to acaommodate the safe practice
of phatmacy. .

(¢) The pharmacy and fixtures and equipment shall'be maintained in & clean and orderly
condiiion, The pharmacy shall be dry, well-ventilated, free from rodents end insects, and properly
lighted, The pharmacy shall bo equipped with a sink with hot and cold ranning water for
pharmaceutical purposges, ‘

(dy Bach pharmacist while on duty shall be responsible for the seourity of the preseription
dépariment, including provisions for effoctive control apgainst theft or divers.ion of dangerous
drugs and devices, and records for such drugs and devices, Possession of 8 ]mﬁz to the pharmacy
where dangerous drugs and eonirolled substanoes are stored shall be restricted to a pharmaeist.

(¢) The pharmacy owner, the bullding owner or mané;gel'; or a family member of a

phatmaeist owner (but not more than ene of the aforementioned) may possess a key 1o the

| pharmacy that Is maintained in a tamper svident contalner for the putpose of 1) delivering the key

' to a pharmaclst ot 2) providing seocss in caso of emergoncy. An emergency would Include fire,

flood or earthquake, The signature of the pharmaoist—in—oharge shall be present i such a way that
tha pharmaolst may readlly determing whether the key hag been removed from the container,
(t) The board shall reqmrs an applicant for a licensed premise or for renewal of that
license to certify thal it meets the requirements of thlS section at the time of livensure or lenewal
(g) A pharmaoy shali maintain a saudlly awe-:auble mslroom The restroom shall contaln
a toilet and wash basin supplied with mnmng water,
RN
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14, California Code of Regulations, title 16, sectlon 1718 states:

‘ "Cyrrent Inventory' as used tn Sections 4081 and 4332 of the Business and Professions Code

shall be congldered tol include cdmplete agcountability for.all dangsrous diugs handled by Bvory
licensee enumerated in Sections 4081 and 4332, "The controlled substances jnventorios required
-by'Title 21, CTR, Seotion 1304 shall be avai_lablb for Inspeotion upon request for at least 3 years
after the date of the |nvsntofy." - '

“13,  Californla Code of‘ Regulatlons, title 16, sectlon 1717, statos: _

“ay No medication shall be d‘ispansed on presoription except in a new container which
conforms with standards cétablishec_l in the official compendia,

"Natwithstanding the_abové, a ph’ahﬁacisf mzi){ dispense and refill  presoription for
nonnliquid-oral pI'OdU(.}tS In g clean multiple-drug patient medicetion package (patient med pak),
provided; _ |

(l) - apatletit med pak Is reused only forthe éame patient;

(2} nomore than a ono-ménth supply is dispensed at one time; and

(3)  each patient med pak bears an suxiltary label which reads, store in a cocl, dry place.

") In additionto the requirements of Section 4040, Business and Professions Code, tho |

following information shalf b maintained for each proseiiption on file aﬁd shall be readity "~
reievabler
- (1) The dats dispensed, and the name or initials bf the cﬁspénsin g pharmaclst, All

prosotiptions filled or refilled by an intetn pharmaclst |;nust also be indtialed by the supervising
pharmaclst before they are dispch_séd. -

(2} The brand name of the drug ot device; or if a generic drug or dovice 1s dispensod, the
distributor’s naﬁne which appears on tho commercial package Iabs]{ and

(3) Ifa prcécription for a drug or device is refilled, a récprcl of each refill, quantity
ﬁispensad, if different, and the initials_ oi' name of the digpensing pharmaclist,

(4) A new preseﬂption must lre o(ented if thete is a change in the drug, strength,
presoriber or direotions for use, unless cémplete record of all such changes is othorwise
malnt‘alncd. : |

10°
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{o preseriptions or electronic filos that have been created or verified by & pharmacist at the

"(o) Promptly upon receipt of an ovally fransmitted presoription, the pharmacist shail reduce
it to writing, and Inltlal it, and ident_ify it as an orally transmitted prescription, If the proscription
is then dispansed by another pharmaoist, the dispensing pharmacist shall also l-n!tlal the
presoription to Identify hirm or herself.

Al orally transmitted presoriptions shall b_e received and transeribed by a pharmacist prior
to compou'nding‘, Tilling, dispensing, of firnighing, ‘ '

"Chart orders as defined in Section 4019 of the Business and Professions Code are not
subject to the [E)rovlsions. of this subsection, -

"(d) A pharmacist may furnish & drug or dovice pursuant to a written or oral order from a
preseriber licensed in a State other than California In accordance with Business and Professlons
Clode Seotion 4005, -

| "(e) A pharmacist may fransfor a proseription for Schedule U1, TV, or v controlled
substances to Eli’lOthGI.‘ pharmacy for refill purpoges In aegordance with Title 21, Code of Federal
Rogulations, scotlon 1306.26. | |
"Proscriptions for other dangerous drugs which are not controlled substances may also be

transforred by direct communication betweon pharmacists or by the receiving pharmacist's accoss

transferring pharmaey, The receiving pharmacist shall create a Mltten préscrlptjon; identitfying it
as a (ransfereed presoription; and record the date of irangfor and the original breﬂcriptton number,
When a preseription transfor is uccomplished via dircet access by the recelving pharmacist, the
reoéiving pharmiacist shall notify the teansferring phafmac;f of the transfer. A pharmadi-st.at the
transferring pharmacy shall then assure thet thers is a record of the prescription as having been

transforred, and the date of ttansfer, Each pharmacy shall maintaln inventory accountability and

phaémacist' acoountability and dispense in avcordance wlith the proviglons of soetion 1716 of this

Divigion, Information maintained by each pharmacy shall at least include!

R Identifieation of pharmacisi(s) traneferring Information;

(2) Name and identification code or address of the pharmaoy from whioh the prescription
was recelved o1 to whick the proseription was transferred, as appropriate;

\
L
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(3)  OQriglnal date and last dispensing date;
(4)  Number of refllis and date originally authorized;
(5)  Number of refills remalning but not dispensed;
(6) Number of refills transferred,
. "(f) 'The pharmacy must have written procedures that idenitfy each individual pharmacist

responsible for the filllng of a preseription and a corresponding entry of information into an

“automated data processing system, or & manual record system, and the pharmacist shall create in

his/het handwriting or throwgh hand-initializing a record of such filling, not later than the begin-

ing of the pharmacy's next operating day. Such record shall be maintained for at least three years”
16, Section 125.3 provides that the Board may request the adm-l-niétrative law judge to

dircot a licéntiate found to have committed a violation or violations of the licensing act to pay a

sum not to exceed the roasonable costs of the investigation end enforcement of the case.

F&CTS COMMONTO ALL CAUSES FOR DISCIPIM
17, The followlng allegations are common to all cauises for disuiﬁiine in this malter;
“a, Atall times relevant hern;in, Respondent ‘Natalyq Skye was an owner and the
pharmacist-in-charge of Michael’s Phafméey, Ine,, lovated in Pasadena, CA,
BOARD INSPECTION - JULY 7, 2009
b, Onorabout July 7, 2009, & representative of the Board inspected Respondent
Pharmagy, | |
| o, The Inspector observed that _Réspondcnt pharmacy had no self-assessment form,
and found thfee proseriptions ready o be—disbensad which had no description'of the drugs on the
label, She also cqllcctad reoords from the pharlﬁacy Tor later anal)ﬁ:;iﬁ.
d.  Inlater review of preseription records obtalned during the July 7 inspection, the

Inspector observed that 22 preseriptions purportedly “original telephone presotiptions” wero

12
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pharmacy,

‘documented on & teiephonic prescr‘ip‘tilon document with s computer print out, The pharmacist did
not redues the felsphonic prescriptioh 1o writing,
BOARD INSPECTION - NOVEMBR 19, 2009
e.  On ot about November 19, 2009, a second inspection was conduoted at the
£, Arlying at 9:00 am, th_e l_nspector observed that a pharmaocy technician was |
already nslde th(;, Pharmacy — but that the doors were locked and the lights were off, The
Inspector asked the Tech o leave and wdlt with her outside the pharmacy. A second ’lfech‘thcn
arrived and let herse!f frito the pharmacy, Again, the Ingpector asked the Tech to leave and walt
with her outside the phﬁrmaqy. A third Tech then arrived, Respondent Skye did not arrlve at the
phatmacy -unti] dpproxlmately 10:00 am, Later, two of the pharmacy techniclans admtited that
they had a key to the pharmacy | |
g When asked about rout’i'ne procedures for drug delivories at Reapondent
pharmacy, ull three pharmacy technicians elaimed only the pharmaclst on duty signed for divg
deliveries, However after later mvle;# of repords obtained from vendoz{s making deliverlesto
Respondent pharmagcy, the Inspector found non-pharmacists bad §igﬁed for deliveries on Eat least
twenty nine (29) ovoasions,
h,  Once inside the p’ﬁarmacy, the Inspeotor observed large quantities of drugs in
odd containers ‘ﬁu'oughoufc the pharmraoy: | |
(I) rl‘h: Inspector notioed paper shopping bag filled wit_h drugs - which Rcspondenf
Skye idsnﬁﬁed ag expired “sample” Im'edleations which had bepn given to Respondent
: bt'xarmaoy by 8 physician 1“61‘ disposal, The Inspector doctmented numerousg dangerous
drugs In the Bag which were not explred, 1ncludiﬁg;

1. Tekiuna HCT 300/25
2, Imitrex 100mg *

13

Acousutlon

25

et Psin LS

e n o e

A B | R o e P o AT A, P T A




—_—

o o =} ~3 o wn s w3 fuv] — < D -] | N LV, S w o]

- 21
22
23
24
25
26
27
28

3, Relpax 40mg

4, Maxalt 10mg

5. Mlcardies 40mg and 80mg

6. Aggrenox 25/200

7, Simeor 500/20

B, FEnablex 15 mg :

9. Exforge 5/320 and 5/160

10, Seroquel XR 150mg

11, Micardis HCT 80/12,5

12, Aricept 10mg and Smg

13, Atigept ODT 5mg,
(2)  The Inspector also observed large amber vials of medieation — some unlabeled ang
containing more than one type of medication - and some which had a sample medication
lgbel taped to the side of the container, Respondent Skye claitned th:at the medlcation In
the amber vials had been given to the pharmacy by a batleni whose husband had died ~ for
disposal, However, she was unable to produce 4 patient profile aecounting for the
medicatlons she elaimod had beon returned,
(3)  The Inspector also observed a large quantity of drugs stored in plastlo baskets and
begs full of drugs to‘ be destroyed and/or credited,
i, The Inspector farther observed that the small restroom in the facility had storage

shelves immediately adjavent to the totlet, and that pharmacy bottles and caps were stored on the

floot next to the totlet,

1 Further investigation disclosed that on or about December 28, 2009, Respondents

illggally transferred pharmaceuticals for “disposal” as medlcal waste by an unlicensed entity

named “EnservWest™ Jocated in Vernon, CA,

FIRST CAUSE FOR DISCIPTINE

(Fallure to Comply with Records Requirements)
18,  Respondents MICHAEL’S PHARMACY and NATALY A 8KY'E are subjoct to

subject {o disolplinary actlon under gection 4300 for unproféssional conduct as defined In section

4301, subdlvislons () and (o), ih conjunetion with section 4059, subdivisicn “b” in that during an

14
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Inspoction of the Pharmacy on or about November 19, 2009, a representative of the Board
discovered a bag of sample medicalions and drugs allegedly returned from a physician and/or a
deoeased patlent - however, Respondent did not have or could not otherwise show documents

required by pharmacy law (e.g. sales and purchase records) to est#blish where and how the

- pharmacy acquired the drugs, as desorlbed more fylly in paragraph"l 7 above,

SECOND CAUSE FOR DISCIPLINE,

(Failure to Maintain Complote Acquistiion/Disposition :Records)

19, Respondents MICHAEL'S PHARMACY and NATALYA SKYTE are subject
disciplinary action under section 4300 for un‘professional conduct as defined in section 4301,
subdivisiona-(j) and (o), in con_ju'nctlon with sectlons 4081, subdivision (a), and 4]‘05 for fatlure to
maintain all records of acquisition and disgposition for three (3) years from date. of making and to

lceep a ourrent inventory of dangemus drugs, in that at the time of 8 Board inspection on or about

' November-19, 2009, Respondonts were found to have haphazard and d’Isof-ganized storage of

medications, with no organized, acourate and immediately aocessible inventory records, ag
desoribed more fully in paragraph 17 above, ' ’

THIRD CAUSE FOR DISCIPLINE

- (Alloying a Non-FPharmacist to Ordor and Receive Controlled Substances)

20, Respondents MICHAEL’S PHARMAGY and NATALY A SKYE are subjest to
disciplinary action under seotion 4300 for unprdfessional sonduct as defined In seetion 4301,
subdlvision (0), In conjunstion with seotion 4059.5, subdivision (a), which requlres thet only a
pharmacist may sign for the delivery of sonirolled substances and dangerous drugs, in that on
each of the following dates, Respondents allowed a nompharnﬁacist to sigﬁ for deltveries at

Respondent Pharmacy:

) 182009
%) 1/16/2009
3 1/21/2009
14 1162009
5) 4162009

15
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i

6) 472009

7 4972000

8) 4/28/2009

9) 4/29/2009

10)

11/2/2009

1)

11/30/2009

12)

11/3/2009

13}

11/4/2009

14)

11/5£2009

i5)
16)

4/13/2000

4152009

17)

4/20/2009

18)

4/10/2009

11/13/2009

|RE2
[ 20)

11/16/2009

21)

11/18/2009

22)

117102009

23)

11/11/2009

24)

11/12/2009

25)

11/6/2009

26)

42102009 .

27

4/23/2009

28)

11572009

29)

17712009
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FOQURTH CAUSE FOR DISCIPLINE .
(Providing Unapproved Employee With Pharmacy Key)
21, Rasbonden;s MICHAEL’S PHARMACY and NATALYA SKYE are subjeet fo
subject to disciplinary action under section 4300 for unprofessional condust as defined in section-
4301, subdivisions (J) and {0), in conjunction with Titlé 16, California Code of Régulations.

section 17 14, subdivislons “d” and g which limita Individuals who may Iegalrly POSSess a kéy to

‘e pharmacy, in that on or abowt November 19,.2009, two pharmacy technicians employed at

Respondent Pharmaty admitiod that they had been given a key to the ﬁ]larmaoy by Respohdent
Skye, which had been In thleir possession for an apprectable period bf time priar to the Inspeetion,
a3 described more fully in paragt‘a'p'h 17 above. |

' FIFTH CAUSE, FOR DISCIPLINE

_ " (No Self Assessment Form Du ring Inspection)
22, Respondpnts MICHAEL'S PHARMACY and NATALYA SKYE are subject to
subject to disciplinary actlon under section 4300 for unprofessional conduct as defined In seetlon

4301, subdivisions (1) and (0), in conjunction with Title 16, California Cede of Regulations

_soction 1715, subdivislons “d which requires that a pharmacy must have a self-assessment form |

on file for three years, In that during a Board inspection on or about July 7, 2009, Respondent
were unable to locate or produce 4 self assessment form, as described more fully in paragraph 17

above,

SIXTH CAUSE FOR DISCIPLINE

_ (Incorreefly Labeled Prescription Bottles) ‘ _
23, - Respondents MICHAEL’S PHARMACY and NATALY A SKYE aro subject fo

dlseiplinary action under seetion 4300 for unprofessional conduct as defined n sectlon 4301,

| subdivision (o), in conjunction with seotion'ﬂli)?G. subdivision (a)(1 I)CA) requiring thé-

presoription contalner must be labeled with a description of tha.mec[idatloh dispensed, in that,
during a Board Inspection en July 7, 2009, the Inspector notjiced Respondent Pl-mrma,oy had
117 '
Fr/
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19 |
20 |

dispensed incorreotly labeled medication as follows:
Prescription 343671

&,

24,

subdivision (o), In conjunction with section Title 16, California Code of Regulations seotlon 1717
subdivision “¢” which requlres that an orally fransmitted prasoriptioh must be promptly reduced
to weiting and initialed, in that during a Board ingpection ori July 7, 2009, the inspector found

that prcécripfions which had originated as oral prescriptions, had been filled — but had not been . '

No deseription of medication

Prescription 341530

No desoription of medication

Preseription 342438

No deseription of medloation

Respondents MICHABL'S PHARMACY and NATALY A SKYE are subject to

SEYENTH CATSE FOR DISCIPLINE,
(T'elophone Order Not R_educed to Writing)

 disciplinary actlon under section 4300 for unprofessional ‘conduct as defined in section 4301,

reduced to writing in at least 22 Instances, as follows:”

1)
2)
3
4)
5)
6)
7
8)
9)
10
1)
12)

340550
137639
337633

340553

340551
337638
337636
3137634
337640
337628
337637
337636

Acousation
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13) 337635
14) 337614
15) 340650
15) 340555
17) 340549
18) 340547
19y 340546
20) 340545
21) 340544
2) 340554
l EIGHTH CAUSE FOR DISCIPLINE
(F‘ailure to Mainiain Operational Standards)

25, Respondents MICHAFL’S PHARMACY and NATALYA SKYE are subject o
disciplinary action under section 4300 for unprofessional conduct as defined In seetion 4301,

subdivision (o),'in conjunction with section Title 16, California Code of Regulations section 1714

subdivision “b” (which requlres that Respondeits maintain the pharmacy facility, and equipment |.

so that drugs ate safoly and properly prepared, maintained; secured and distributed) and -

_subdivision “¢” (whioh requires that equipment shall be maintained o a clean and orderly

condition) in that during a Board inspection oh November 19, 2009, the Inspector found -
prescription bottles and caps stored on the floor of the small restroom hext to and below the tollet,

NINTH CAUSE FOR DISCIPLINE

{Unnuthorized Furnishing)
26, Regpondents MICHABL’S PHARMACY and NATALYA SKYE are subject o
disciplinaty aotlbn under seetion 4300 for uniprofossional conduct as defined in secilon 4301,

subdivision (o), ln conjunctlon with seation 4163, subdivision (a), and section 4126.5, which

- limit the POISONS OF organizations that 4 pharmacy may logally furnish or'transfer drugs $0, in thay

on of about December 28, 2009, Respondents illegally ‘dlsposed of? pharmaceuticals through
“BnservWesl”, and unlicensed entlty, in violation of pharmacy law, as described more fully in

19
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paragraph 17 above,

DISCIPLINARY CONSIDERATIONS

27, To determline the degres of penalty Yo be impesed on Respondent(s), If any,

| Complalnant makes the foliowlng additional allegations:

‘ Prior Citatlon — Respondent Michael’s Pharmacy
- On or about November 13, 2008 a represontative of the Board inspected
Respdndent Michael’s Pharmacy, Pursvant to that Ingpection, on April 23, 2009, Adminisirative
Citation/Assessment of Fine No. CT 200830793 was issued to Respondent for violating Codes and
Regulations as.set forth below, resultlng In the issuance of a § 5,000,00 fine, which Respondent

pald in full, The cltation is now final.
Code/Regulations Violated | Description

Stocking dangerous drugs lacking guality or strength
Medication containers were found containing
compounded drugs lacking expiration dates
(Progesterone 100mg #15 and 50mg #76 Supp.) or drugs
that had been expired (Estradiaol 230 Vag, Supp #16
expired 3/21/07, Progesterone 400mg #9 Supp expired
7/7/05 and 25mg #46 Supp expired 8/4/05, Borie acld
Yag. Supp #16 explred in 10/21/06)

g, Bus, & Prof, Code §4342

¢, CCR, title 16, §1716.%

v a  |'Variation from Prescription
b. CCR, title 16, §1716 On 12/06/2006, Respondent furnished preseription
' 301673 for Hydrocodons/APAP 10/500mg #120 to LC
when the instractions on the face of the prescription
stated “Do not dlspense before 12/12/06”, Specifically,
on 4/2/08, Mlchael’s Pharmacy furnished Rx 324777
Oxycontin 80mg #90, Rx 324778 Oxycontin 40mg #50
to L.C when the prescription wag dated 4/3/08,
Failure to comply with Records requirements for
compounded medieations
Precedurss to take actlon when Tleensed Individual is
tmpalred.or known to have diverted or used drugs,
writien policies; Report; Immunity
v . For sgeh presertption Tor & Schedule 1X or Schedule HI
o Hoalth & Safety Code §11165 | o0 oheg substance, the dispensing pharmacy shall
sub (d)(1-10) report to the Department of Justice . . . Data required . .,

fr—n,

d. Bus, & Prof, Code §4104

Partia) filllng of Schedule 11 prescriptions/Partial filling

£ CCR, fitle 16, §1745/ Title 21| jo o coriptions.

CFR §1306,13 sub_d. (a)

20
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Prior Cifation ~ Respendent Slye
b O;n or about November 13, 2008 a reprosentative of the Board inspected Respandent
Michael’s Pharmacy Pursuant to that Iﬁ,spection, on Aptil 23,.2009, Administrative
Cliation/Assessmont of Fine No, CI 200839793 wag issued to. Raspond‘entlfor violating Codes and
Regulations as set forth below, resuliing in the lssuance of a $ 5,000,00 fing, which Respondent

pald iy full, The cltation is now final,

Code/Regnlations Violated Deseription

Action by board to prevent saje.of
preparations or drugs lacking quality or
strengthy penaliles for knowing or willful
violation of regbiations govering those
sales,

Yariation from Prcscriptlon

a. Bus, & Prof, Codo §4342

b, CCR, title 16, §1716

Record requirements—oompounding for

o, CCR, titlo 16, §1716.2 futare farnishing

| Procedures to take action when licensed

individual is impaired or known to have
diverted or uged drugs, Written policles;
Report, Immunity

d. Bus, & Prof, Code §4104

For each presoriptlon for a Schedule I or
Schedule 1T controlied substance, the
dispensing pharmacy shall report o the'
Department of Jugtice . ., Duata required,

¢. Hoalth & Safety Code §11165

Partial filling of Schedule 11

f CCR’ title 16, §1745/Title 21 CFR prescriptions/Partial filling of prescriptions,

§1306013 subd, (a)

ERAYEE
WIIEREFORE Complainant requests that a hearing be held on the matters heretn alieged

and. that following the hearing, the Board of Pharmacy issue a declsion:
I, Revol_cing or suspending Pharmacy Permit No, PHY 47549 issued to Respondent
Michael's Pharmacy; ' 7 _
2. Rewking or suspending Otlginal Pharmacist License Number RPH 35396, issued
to Respondont Nalalya Skye ;
| 21
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3, - Ordering Respondent Michael’s Pharacy to pay the Board of Pharmacy the
reasonable coste of the investigatiorn and enforcement of this cass, pursuant to Business and
f’l'ofossior;s Cod}a section 125.3;

| 4, Ordering Respondent Natalya Skye to pay the Board of Pharmacy the ressonable
costs of the. Investigation and enforcemont of this Gase, pursvant to Business and Professions
Code éecltion 1253, - |

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

MIA HEROLD

we Offloer

- Board of Pharmacy
Dopartment of Consumer Affalrg
Stats of Califoinia
Complainant

LA2010600860
50662819 doox(ev)

22
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. EXHIBITB
Dec1s1on and Order as to Respondent Natalya Skye
Board of Pharmacy Case No. 3824



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

In the Matter of the Accusation Against:

MICHAEL’S PIHARMACY, INC,,
d.b.a, MICHAEL’S PHARMACY
NATALYA SKYE,
PHARMACIST-IN-CHARGE
960 Best Green Street

" Pasadena, CA 91106
Pharmacy Permit No, PHY 47549

AND

NATALYA SKYE

14569 Benefit St,, #102

Sherman Qaks, CA 91403
Pharmacist License No, RPH 55396

Respondents,

Clase No. 3824
STIPULATED SETTLEMENT AND
DISCIPLINARY ORDER

[AS AGAINST RESPONDENT
| NATALYA SKYF, ONLY]

_ DECISION AND ORDER
The attached Stipulated Settlement and Disciplinary Ordér is hereby adepted by the

Board of Pharmacy, Department of Consumer Affairs, as it Decisfon in this matter.

This decision shall become effective on February 14, 2014, -
1t is 30 ORDERED on February 7, 2014,

BOARD OF PHARMACY |
DEPARTMENT OF CONSUMIR AFFAIRS
STATE OF CALIFORNIA

Bourd President ' %

By

STAN C. WEISSER
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KAMALA D, HARRIS S

Attorney General of California
GREGORY J, SALUTE
Suporvising Deputy Attotney Gleneral
SUSAN MELTON WILSON
Deputy Attorney General
State Bar No, 106902
300 Se. {Jrlng Street, Suite 1702
Los Angeles, CA 90013

 Telephone! (213) 897-4942

Facsimile: (213) 897-2804
F-mail: Susan, Wilson@dof ca., gov
Attorneys for Complainant

BEFORE THE |
. BOARD OF PHARMACY - ;
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA.

_ AND

"Original Pharmacist License No, RPH 55396 -

-

1 In the Matier of the Accensation Against; Caso No, 3824

Sa MICHALL 'S PHARMACY. STIPULATED SETTLEMENT AND
d.b.a MICHAEL’S PHARMACY ‘ f .
NATALYA SKYE, , DISCIPLINARY ORDER

PHARMACIST-IN-CHARGE  [AS AGAINST RESPONDENT

960 East Green Street o NATALYA SKYE ONLY]
Pasadena, CA 91106 C L

Pharmacy Permit No PHY 47549 .

NATALYA SKYE
14569 Benefit St., #1.02
Sherman Qeks, CA 91403

Respondents,

IT 18 HEREBY STIPULATED AND AGREED by and batween the parties to fhe ghove- .
entitled proceedings that the following matters are trye;
PARTIES
1. Virginia Herold (Complainant) is the Exc;;butive Officer of the Board of Pharmacy,
She bronght this aétion solely in her official capacity and is repregentod in this matter by Kamala
D. Hatrls, Attorney General of the State of California, by Susen Melton Wilson, Deputy Attorney
Ueneral. |

STIPULATED SETTLEMENT (3824) .
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9. Respondent Natalya Skye (Respondent) 1s reprosented in this proceeding by attorney
He;bert Wei_nbarg, whose address is: Law Offices of .MoGuirc Woods 1800 Century Park West,
8th Floor,l Los Angeles, CA 950067 | ‘

3, Onor about June 23, 2()'04, the Board of Pharmacy issued Original Pharmacist
License No.. RPH 55396 to Natalya Skye (Respondc{:lt). Respondent _Sl{ye is and has been
Ph&ﬁ'macistuln-ﬂhal'ge 6f Michas]’s Pharmacy, (Pharmacy Permit No, PHY 47549) since
Noveraber 'f, 2006, Her Original Phqrmaoist License was in full forée and effect af all timey
relevant to'the charges brought in Accusation No. 3824 and will expite on March 31, 2014, unless
renewed,

JURISDICTION

4 Accusation No. 3824 was filed before the Board of Pharmacy (Board) , Department
of Consumer Affairs, and is currently pending against Respondent. The Acousation and all other
statntorily required documents were properly served on Respondent on Septetnber 14, 2012,
Respondent ﬁmeiy filed her Notice of Defense contesting the Acovsation,

5. Avcopy of Accusation No, 3824 g altached as Exhibit A and incoxporated herein by ~
reforence, S | :

ADVISEMENT AND WAIVERS

6, Respondent g camfullly read, fully discussed with counsel, and understands the
charges and ailegations in Accusation No, 3824, Respondent has also carefully road, fully
digoussed with counsel, and understands the effécts of this Stipulated Settlément and Digciplinary
Order, . | |

7. Respondentis fully aware of her legal rights in this matte;:, includiﬁg the right to a
hearing on the charges and allegations in ﬂlé Accusation; the right to be represenied by counsel at
her own expense; the right to oonfront and cr*;’:ssuexeunine the witnesses against her; the tight to
present evidence and to testify on her own behalf; the right to the lssuance of Bubpoenas to
compel the attendance of witnesses and the production of doouments; the right to recongideration
and cowrt review of an adverse ’dec‘isidn; and all other rights acéor.ded by the Californpia
Administeative Procedure Act and other applicable laws. o |

2

g
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. 8 Respondent voluntélrily, knowingly, and Intelligently waives and givés up each and
every right set forth above,
9.  Respondent admits the truth of sach and gvery 6ha;rge and allegation in Acoupation
No, 5824.
10, Respondent agrees that her Orlginal Pharmacist License is subject to discipline and
she agrees.to be bound by the Boarcl‘é pro-batidnary terms as set forth in the Diseiplinary Order
below. ' L

CONTINGENCY

11, This stipulation shall be subject to approval by the Board of Phé&macy. Resporident
understands and agrees that counsel for Complainant and the staff of the Board of Pharmacy may
communicéte directly with the Board regarding this sﬁpﬂation and gettlement, without notice to
or participaﬁon by Respondent or her coungel, By signing the stipulation, Respongdent |
understands and agfees- that she may not withdraw her agreement or seek to rescind the stipulation

priot {o the time the Board considers and acts upon it, If the Board fails o adopt this stipulation

cffect, sxcopt for this paragfaph, it shall be inadmissible in any legal action betwoen the parties,
and the Board shall not be disqualified from further action by having considered this matter,

12, The parties understand and agree that facsimile obpies of thiy Stipulated Settlement

and Digciplinary Order, including facsimile signatures thereto, shall have the same foree und

effect as the originals,

integrated wriling representing the complete, final, and exclugive embodiment of thelr a-greanﬁent.
It supersedes any ElI_ld‘ all prior or contemporancous agreements, understandings, discussions,
negotiations, and commitments (written or c.rral).' This Stipulated Seitlement and Disclplinary
Ordet may not be alfered, améndad, modified, supplemented, or otherwise changed except by a

wiriting exeouted by an guthorized representative of qﬁch of the parties, -

4

N

a8 its Deolsion and Order, the Sﬁpﬁlated Settlement and Disciplinary Order shall be of no foree or | *

TN e T

13,  This Stipulated Settloment and Disciplinary Order is intended by the parties to bu, Bn |

" STIPULATED SETTLEMENT (3824) |
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14, In consideration of the féregoing admissions and gtipulations, the parties agree that
the Board may, without further notice or formal proceeding, issue and enter the following
Diseiplinaty Order; | )

DISCIPLINARY ORDER
IT I8 HEREBY ORDERED that Original Pharmacist License No, RPH 55396 igsued to

Respondent Natalya Skye (Respondent) 1S REVOKED. However, the revocation is stayed and
Respondent is placed on probation for five (5) years on the following termg and conditlons,

1. Suspension ‘ |

As part of probation, resporglent is sugpended from the practice of pharmacy for 3{)‘(thirty)
days beginning the effeciive date of this deciglon,

Dui’ing susp.eﬁsion, respondent shall not enter any bharmaqy area or any portion of the
}-iceﬁsad premises of & who losaler, veterinary food-animal drug retailer or any other distributor of
drugs which is licensed by the board, or any manufacturer, or whete dangerous drugs and devices
or controlled substances are maintained, Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation; nor shall respondent manage, adminisier, or be-a congultant to any licenses of the
board, or have access to or control the ordering, manufactuting or dispensing of -dang@réus drugs
and devices or controlied substances, o |

~ Respondent shall not engage in 'an_y activity that requires the professional judgment of a
pharmacist. Respondent shall not direct or control any aspect of the practice of pharmacy.
Respondent shail not petform the duties of a pharmacy technician or a designated representative
for any entity ﬁcansed by the board., o

Subject to the above restrictions, respondent may continue to own ot hold an interest in z}ﬁy
licensed premises in'which she holds an interest at the time this decision becomes effective unless
ofherwisc specified in this ordet.

* Failure torcomp‘ly with thds suspension shall be considered a violation of probation, .

2. Obey All Laws |

Respondent shall obey all state and federal laws and regriations,

4

STIPULATED SETTT RMENT (28744
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Respondent shall report any of the following occurrences o the Board, in writing, within
seventy-two (72} hours of such cocurrence: |

«  anatrest or fssuance of g criminal compléxlint for violation of any provision of the -

Pharmacy Law, state and federal food and drug laws, or stete and federal controlled
substances laws ' '

' a ploa of guilty or ndlo contendye in any state or federal oriminal prooeeding to any

| criminal complaint, information or indictment

+ ' goonviction of any crime

. disoipling, citation, ot other a_dministraﬁve action ﬁled.by an;lv state or federal agency

. which invoh;es respondent’s pharmaciét license or which is related to the practice of
pharmacy or the manufacturing, obtaining, handling, distributing, billing, ot charging
for any drug, device or controlled substance, |

Failure to timely report snch occurrence shall be odnsidered a violatioﬁ of probation.

"3, Report to the Board _ ,

Respondent shall report to the board quarterly, on a schedule as directed by the board or its
designee, The feport shall be rﬂade either in person or in w1"1tihg, ag directed, Among other
requirements, respondent shall étata in each report under penalty of perjury whethet there has
been compliance with al] the terms and conditions of probation, Fz_xilurc to submit timely reports
in a form as directed shall be considered a violation of probation. Any petiod(s) of delinquency
1 submission of reports us direoted may be added to the total period.of probation. Moteover, if
the final probation teport is not made as ditected, probation shall be automatically extended until :
such time as the final report Is made and accepted by the board,

4. Interview with the Board L

Upon receipt of reasonable prior notice, respondent shall appear in person for interviews

with the board or its designee, af such infervals and ioogﬂonﬂ Bs Ao determinéd by the boaxd or its

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

or failure to appear for two (2) or more scheduled inferviews with the board or its designse during

the petiod of probation, shall be considered a violation of probation, l(

6
3
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- (15) days of respondent undettaking any new employment by or through a phatmacy employment

5, ~Cooperate with Board Staff

Respondent shalf cooperate with the board's inspection program and with the board's
mo;:ﬁtoring and investipation of respondent's.compliance with the terms and conditions of her
probatior, Feilure to cooperate shall be considered a yviolation of probation,

6. Continuing Educatioi_l |

Respondent shall provide evidence of efforts to malntain skill and knowledge as a
ﬁha::macist as dirested by the board or its designee,

7, Notice to Employers

During the period of probation, respondent éhall notify all lpresent and prospective
employers of the decision in case number 3824 and tho terms, conditions and restrictions imposed
on respondent by the decigion, as follows: _

Wi;chin thirty (3 0) days of the effective date of this decision, and within fifteen (15) days of
respondent undertaking any new employment, respondent shall cause her direct supervisor,
pharmacist-in-chergé (including each new pharmacist-in-charge smployed during respondent’s
tenure of employment) and owner to report to the board in writing acknowledging that the listed
individual(s} hag/hsve read the decision in case number 3824, and terms and conditions imposed
thereby, It shall be respondent’s responsibility to ('an sure that her employer(s) and/or supervisor(s)
submit timely acknowledgmeni(s) to the board. ‘

If respondent works for or is employed by or through a pharmacy em1310yment service,
respondent must ﬁotify her direct supervisor, pharmacist-in-charge, and owner at every entity
licensed by the board of the terms and conditions of the decision in case number 3824 in advance
of the tespondent commencing work at cach loensed entity, A record of this notification mugt be
provided to the board upon request, |

Purthermaore, within thitty (30) days of the effectivé date of this decision, and within fifieen

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

repott to the board in writing acknowledging that she has read the decision In case number 3824

7
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| and the terms and conditions imposed.thereby, It shall be respondent’s responsibility to engure

prosecution in the total sum of Eleven Thousand Dollars ($l 1, 000,00.) Payment of the total

_sum shall be a condition precedent to suooessful completion of probation, Respondent shall malke

ity designoe, Failure to pay costs by the dcadliﬁe(s) as directod shall be considered a violation of

]
S

that her employer(s) axid/or supervisor(s) submit timely ‘acknowledgmeht(s) to the board,
Failure to timely hotify present or prospeotive employer(s) or to cause that/those
employer(s) to submit timely aoknowledgmenfs to the board shall be considered a violation of
probation, |
"Employment" within the ﬁteanin'g of this provision éhall Include any full-time,
part-time, temporary, relief or pharmeacy managément serviee as a phatmacist ot any
position fO'I‘ which a pharmacist license ts a-requirerhent or eriterion for employment,
whether the respondent is an employee, independent contractor or volunt_eer.'
8,  Reimbursement of Board Costs
Respdndant shall be joirtly aﬁd severally liable with co-respondent o0 Accusation 3824,

Michaels® Pharmacy Inc,, for reimbursernent to the Board of its costs of investigation and

satd payment within sixty (60) days of the effective date of this decision.

There shall be no deviation from this schedule absént prior written approval by the board or

probation, ) | _
The filing of bankruptey by respondent shall not relieve respoﬁdcnt of her responsibility to
relmbursé the board its costs of invéstigation and prosecution, |

| 9. Probation Monitﬂring,(fosts-

Respondent shall pay any costs aSSoéi-ated‘with pmbaﬁon monitoring a,ls‘ determined by the
board each and evety year of probation, Such costs shall be payable to fhe board on & schedule as
directed by the béard or its désignea. Paiture o pay such costs by thoe deadline(s) as ditected shall
be considered a violation of pmbﬁtion. | |

10,  Status of License

. | $
7 I | ‘
STIPULATED SETTLEMENT (2824)
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Respondent shall, at all times while on probation, maintain b active, cutrent licenise with
the board, including any perlod during which suspension or probation is tolled, Failure to
maintain an active, cutrent Heense shall be considered a violation of probation,

If respondent's license expires or is cancelled by operation of law or otherwise at any fime

-during the period of probation, including any extensions thereof due.to tolling or otherwise, upon

renewal or reapplication respondent's license shall be subject to all terms and conditions of this
probation not previously satisfied, |

11, License Surrender While on Probation/Suspension |

Followihg the effective date of this decision, should rGSpondeﬁt cease practice due to
retirement or health, ot be otherwise unable to satisfy the terms and conditions of probation,
respondent may tender her license to the boerd for surrender, The board or its designee shall have
the disoretion whether to grant the request for surrender or take any other action it deoms '

approptiate and reasonable, Upon formal acceptance of the surrender of the license, respondent

_will no longer be subj ect o the fetms and conditlons of probation, This surrender cohstitutes s

recotd of discipline and shall become & part of the respondent’s license history with the board,

- Upon acceptance of the surrender, respondent shall relinguish her pocket and wali Hoense to

[ the board within ten {10) days of notification by the board that the surrender Is accepted,

Respondent may hot reapply for any license from the board for thees (3) years from the effective
date of the surrender, Respondent shall meet all requirements applicable to the livense sought )
of the date the.application for thai ficense ts submitted to the boatd, including any outstanding
costs. |

L 12, Nﬂtificfition of a Change in Name, Residence Address, Mailing Addresy or
Employment .

Respondent shall notify ﬁm board in writing within ten (IOj days of any change of
smployment, Said notification shall include the reasons for leavinng, the address of the new

employer, the name of the supervisor and ownor, and the work schedule if khown, Respondent

| shall further notify the board in writing within ten (10) days of a chenge in name, residence

address, mailing address, or phone number,
B 9
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 Failure to timely notify the board of any change in employet(s), name(s), address(es), or

phone number(s) shall be considered & violation of probation,

13, Tolling of Probation o

" Bxcept durlng periods 'of‘éuspension, respondent ghall, af all times while on probation, be

employeci ag & pharmacist in Californie for a minimufn of forly (40) hours per calendar month,
Ahy month during‘ which this minimum is not met shall toll the pm‘iéd‘ of probation, .., the
period.of probation skall be extended by one month for each month dﬁring which this reinimym is
not met, During dny suoh period of tolling of probation, respondent must nonetheless comply
with all ferms and conditions of probation, |

Should respondent, regardless of residency, for any reason (including vacation) cease
practicing as a pharmacist for éminimum of forty (40) houts per calendar month in California,
respondent must hotify the board in writing within.ten (10) days of the cegsation of practice, and
must further -notify the board in writing within ten (L0) days of the resumption of practice. Any
failure to provide such notification(s) shall be cdnsidered a violation of probation, .

' It is & violation of probatidn for respondent's probation to remain tolled pursuant tb. the
ptovisions of this condition for a total pertod, counting conseeutive and ngn—'consec.uﬁve months,
oxcceding thirty-six (36) months, ' |

| "Cessation of practice” means any calendar month during which respondent is
not practicing as a pharmacist for at least forty (40) hours, as déﬁnﬂd by Business
and Prdfessions Code section 4000 et seq) . _“R.asuinpﬂon of practice" means any
 calendar month during which respéndcnt Is practicing as a pharmacist for at lcést -
-+ forty (40) hours as & pharmacist as defined by Businesé and Proféssions Code section
4000 6iseq. |
14, Vielation of Probation .

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

have contimiing jurisdiction over respondent, and probation shall antomatically be extended, until |

all terms and conditions have been satigfied ot the board has taken other action as deemed

e e R & e
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appropriate to treat the failute to comply as a violation of pmbation to tsmunate probation, and
to impose the penalty that was stayed.

If rogpondent violates probation in any respect,.the board, 'a"fter piving respondent notice
and ai opportunity to be heard, xﬁay revoke probation and carry out the disciplinary order that
was stayed., Notloe and opportuaity to be heard are not reciuired for those provisions stating that a
violation thereof may lead to automatic tetmination of the stay and/or revoeation of the licenss, If
a petition to revoke probation ot an accusation is filed against respondent during probation, the
board shall have continuing jutisdiction and the period of probation shall be automatically
extended untll the petition to revoke probation or accysation is heard and decided,

15,  Completion of Probation

Upon wtitten notice by the board or itd designee indicating successful completion of
probation, respondent's lioensé will be fully restored.. '

16, Commumty Services Prograin .

Within sixty (60)- days of the effective date of this decxsmn, respondent shall submit {o the
board or its designee, for pn or approval, a communiiy service program in which respondent shail
provide freo health-care related services on a regular basis to a community ot chatitable facility or
agoney for at least veventy five (75) hours during the term probation, o

. Within thirty (30) days of board approval thergof, zespondent shail submit decumentation

 to the board demonstrating commencement of the comumunity service program. A record of this

' notification must be provided 1o the board upon request, Respondent shall report on progress

with the community service program in the _quarterlf reports, Failure to timely submit,
commence, or comply with the program shall be considered a violation of probation,

17, Remedial Edueation . '

Within s’ixty-(GO) days of the offective date of this decision, respondent shall submit fo the
board or its designee, for prior approval, an approi;riate progream of remaedial education related o
the grounds for discipline, The program of remedial education shall ooﬁsist of at least ten (1 Oj
hours, which shall be completed within the first three (3) years of probation at respondent’s own
expense, All remedial education shall be in addition to, and shall net.be credited toward,

10

11
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' | continuing education (CE) coutses 'u?ed for lloengs fenewal purposes.

'respondent, at her own expense, to take an approved examination to test the regpondent's

- manager, administrator, member, officer, director, trustes, assoelate, or pariner of any additional

Fajture to timely submit or oompicte tho approvf:d remedlal education shall be congidered 2
violation of probation, The period of probation will be automatically extended vntil such
remedial sducation is successfully completed and witten proof, ina form acceptable fo the board,
is provided to the board or its designee. |

Following the completion of each course, the board or iy desighee may require the

knowledge of the course, If the respondent does 1ot achieve a passing soore on the examination,
this failure shall be considered a violation of probation. Any such ekaminatiﬁn failure shall .
require respondent to take another course approved by the board in the same subject area,

18.  No New Ownership of Licensed Premises |

Respondent shall not acquire any new ownership, legal or beneficial interest nor serve asa -

business, firm, .partnership, ar corporation licensed by the board, If respondent currently owns or
has any legal or beneficial interest in, or serves as amanagar, administrator, member, officer,
director, trustee, &Ssoc'iate, or partner of any business, firm, partnership, or corporation currently
o hereinafter licensed by the board, respondent may continue to serve in such capaicit'_s; or hold
that interest, but only to tim extent of that position or interest as of the affective dato of this
decision. Violation of this restriétion shall be considered a violation of probation,

19, Consultant 'f()-l' Owner or Pllarnlacist~lh-0hai'ge

'Dﬁrin g the period of probation, respondent shall not supervise émy intern pharmacist or
serve as a consultant to any entity licensed by thé board: Respondent may be dpharmacist-in- i
charge, However, if during the petiod of probation respondent SeTVes as a pharmacist-in-charge,
respondent shall rotain an independent consultant at her own expense who shall be tesponsible for
reviewing pharmacy opsrations on a monthly basis for somplianoe by respondent with state and
federal laws and regulations governing the practice of pharmacy .and'for compliance by
respondent with the obligations of a phatmacist-in-charge, -

After the frst yoar of probation, so long as Respondent is fully compliant with all terms and

11
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‘by the Board. The report shall be co-signed by the consultant, if any, allowed under Condition 19

“be considered a violatlon of probation;

conditions of probation, the Board or its designes may. permit the review of pharmacy opetations
by & consultait ot a quarterly hasis,. | _

The consultant shall be a pharmaclst licsnsed by and not on probation with the board and
whose name shall be submitted to the board or its designee, for pxjior approval, within thirty (30)
days of the effectivo date of this decision, Respondent shall not be a pharmacist-in-charge at:
more than one pharmacy or at any pharmacy of which she is not the sole owner, Failure to timely
retain, seek epproval of, or ensﬁrc timely reporting by the consultant shall be congidered a
violation of probation,

20, Self Agsessment Rpport Musi Be Made Quarterly

Respondent shall complete a self assossment report to be submitted quarterly or as directed

as ot forth above. The report shall be delivered or mailed to the board no later than ten (10) days

following the end of the reporting period. Failure to timely ptepare or submit such reports shall

21,  Tolling of Suspengion

Dhring the period of suspensioh, respondent shall not leave California for any period
exoesding ten "(1 () days, regardless of purpese (including vacation), Any such absence in excess
of the (10) days during suspensi;an shall be considered a violation of probation. Moteover, any
absonce from California during the poriod of suspension exceeding ten (10) days shali toll the-
suspengion, i.e., the suspension shall be extended by one day for each day over ten (10) days
respondent is absent from California, During any such period of tolling of suspension,
respondent muét nonetholess coniply with all terms and conditions of probation,

Respondent must notify the board in writing within ten () O) days of departure, and must
ﬁmhcr notity the board in writing within ten (10) days of return. The failure (o provide such
notification(s) shall copstitute a violation of probation, Upon such departure and return,
1‘esp0ndcrit shall not resyme the practice of pharmacy until notified by the board that the period of

suspension has been satisfactorily completed,

22,  Administrative Penalty '
13
12
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Raspondent shall be jointly and severally liable with co-respondant to Accusation 3824,
Michael's Phatmacy I, to pay m Aﬂminlatm;ivn’f’emlty i the sum of Twenty Flye Thougand
Doflars ($25,000,00) Tayment of the assessed adrtinisteative penalty shall be completed dwring
the first four years of probation, in accopd with. & payment plan approved by the Board ox its
designee, Respondent may pay the Rlj remaining wapaid balance of the assessed sdpdnistvative
penaliy af woy time, It shell be Respcm_mt‘s rguponsibilﬂy to meil oy otherwiss deliver e»aéh
paymsnr dixectly to the Board at the Board's .ﬂac;ramenla nddiress in 2 tioaly manner. Failurs to
makes sny payment whon due shall be considered a violation of probation,

23, Etfiles Cotrse

Within, sixty (60) oulenidar days of the effective dete of his degision, sespordent shall envoll
In & course in ethics, ar yespondent's-axpenss, approvad it artvancn by the boaxd o its designee.

" Failure to witlate the courss during the first year of probetion, and complets it svithin the ga00pd
yeor of probetion, is a violation 61‘ probat;'nn. ‘

‘Respondent shall gubmit & certifieste of completjon to the board or its designee within five
days after conpleting e course, ' |

| ACCEPTANCE

[ have carefully read the hove Stipulated dotzjsment and Dissiplivacy Order and have fully
disonssed it with my attommiey, Herbert Wetoherg, Tunderstond the stipulation and the effect it
will have on my Originel Pharmaoiat License, I enter into this Stipulated Bettlement and
Disciplinary Order voluotarily, knowingly, and jorelligently, and agres 1o be bound by the

‘ Decision and Order of the Board of Pharmacy,
DATED: _
-~ NATALYA SK

Respondent

other matters contained in the above Stipulatsd Settlewmen ﬁ

1 huve vead and fally disoussed with Respondent Natalys Skye the verrs and ooxdlitions aad

form and eoutent.
pATED. - (/)Y
‘ ! HERBERL
Attorpey
1
il o o STIFULATED SETTLEMENT (3824)
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ENDORSEMENT

The foregoing Stipulated Seltlement and Discipiinary Order Is hereby respectiully

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

Dated:

LA2010600860
51288597 doe

a

L

P-4

14

Respectiully submitted,

KAMALA D, HARRIS

Attotney. Goneral of California
GREGORY J, SALUTE

Supervising Deputy Attorney General

SuUsaN MaLToN WILSON

Deputy Attorney General
Attorneys for Complainant

STIPULATED SETTLEMENT (3824)
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Accusation No, 3824
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KamatA D, FARRIS

Attorney General of California

GREGORY I, BALUTE

Supervising Deputy Attorney General

SUSAN MELTON WILSON

Deputy Attorney General

State Bat No, 106902
300 So. Spring Street, Suite 1702
Los Angeles, CA 90013
Telephone: (213) 897-4042
Facsimile: (213) 897-2804
BE-mail: Susan, Wilson@doef on,goy

Atiorneys for Complainant

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

In the Matler of the Accusation Against:

MICHAEL’S PHARMACY, INC,,
NATALYA SKYE, '
PHARMACIST-IN.CHARGE

960 Bagt Green Street

Pasadena, CA 91106

Pharmacy Permit No, PITY 47549

AND

NATALYA SKYE

14569 Benefit St., #102

Sherman Onks, CA 91403 _

Orlgine) Pharmacist License No. RPH 55396

Respondents, '

I Case No, 3824

ACCUSATION

Complaimant alleges:

PARTIES

1, V'u"gin'ia Herold (Complainant) brings this Accusation solely in her offielal capacity

a8 the Executive Officer of the Board of Phermacy, Department of Consumer Affalrs,

2. On or about November 7, 2006, the Board of Phermacy (Board) issved Pharmacy

Permit No, PIY 47549 to Michael’s Pharmacy (Respondent Pharmacy). Natalya Skye is and has

been Pharmasist-In-Chargs of Respondent Pharmaey since November 7, 2006, The Pharmacy

1
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- the authority of the following laws. All section references are to the Business and Professions

Perm It was in full foroe and effeot af all times relevant fo the eharges brought hereln and will
gxplre on November l 20132, unless renswod. |
3, Onor about June 23, 2004, the Board of Pharmacy Jssued O:igina] Pharmacist
Li‘cense Number RPH 55396 to Natalya Skye (ReSpond@nt Siye). The Original Pharmaclst
License wag in full foroe and effect at all times relevant 1o the charges bvough? herein and will
expire on March 37, 2014, unleds renswed,
. JURISDICTION

4. This Aocusation is brought before the Board, Department of Consumer Affalrs, under

Code unleas otherwlse Indicated, '
STATUTORY PROYISIONS

5, Sestion 118, subdivision (b), prowdes that the suspension, expiration, surrender, or
cancellatmn of s Hoense shall not dapnva the Board of jurisdiction to proceed with a disglplinary
action during the period within which the license may be renewed, restored, relssued or |
reinstated, - | '
| 6. Sectlon 4300 of the Code states! .

"(m) Bvery ficense issued may be suspended or revoked, _

"(b) The board shall discipline the holder of any license issued by the board, whose dofault
has been entered or whose case ha.é been heard by the board and found guilty, by eny of the
following methods: ‘ -
"(1) Suspending Judgment, -

"(2) Placing him or-her upoen probation,

“(3)'Suspending his or het right so practice for a period not exsesding ong year,
"(4) Revoking his or her hoensa.

"(5) Taking any other action In relatipn to disciplining him or her as the board In its

disoretion’may.deem proper,
"(e) The board may refuse a license ko any applicant gullty of unprofessional conduct, The

board may, In its sole disoretion, lasus a probationary lleense to any applicant for a Heense who is

. . . .
T ‘ Avcugation

18

e

4 ez peeem e




i} o | o N ey w pan) — < o o0 -3 L=} A Lo [Wh] ] —_

L= - DY - U . T N ¥ Y

guilty of unprofessiona) conduet and who has met all other requirements for licensure, The board
- may lssue the llesnse subject to any terms or conditions not contrary to public poliey, ctuding,
but not Himited to, the following; | |
"(13 Medical ot peychiatric evaluation,
"(2) Continving medical or psychiatric treatment,
“(3) Restriction of type or circumstances of ‘prao'tloe“
"4} Continuing ]qat'ticipation in a board-approved rehabilitation program,
- (5) Abstention frem the use of Ialoohol or drugs.
- "(6) Rendom fluid testing for nleohol or drlugs,
“(7) Comipliance with laws and regulations governing the practice of pﬁarmaoy.

"(d) The board may initiate disciplinaty proceedings to fevoke or suspend any probationary

certificate of licensure for any violation of the terms and oonditiqns of pr'obati,on. Upon
| satlstactory completion of probation, the board shall conyert the probationary certificate to
regular cortificate, free of conditlons,

"(e} The proceedings under this article shall be condueted in accordance with Chapter 5
(commencing with Section 11500) of Part ) of Division 3 of the Government Code, and the board
shall have ali the powers granted therein, The aot-ion- shall be final, exaépt that the propriety of
the action is subject'to review by the superior court pursuant to Section 1094,5 of the Codg of | |
Civl] Procedure.” - | |

7. Bection ;4301 of the Code states: _

"The board shall take action against any holdaf of s license who is g;ruilty of unprofossional
conduct or whose license has been progured by fraud or misrepresentation or lssued by mistake,
Unprofessional conduct shall ir_acmda, but is not limited ﬁ), any of the '['o.llow'l‘ng: L

"(1) The sommissiot of‘any aet involving moral turpltude, dishonesty, fraud, decelt, or
corruption, whether the act s committed in the course of relations ds a licensee or otherwise, and

whether the act is-a felony ot misdemeanor ar not,

Acousatlon
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 physictan assistant who fnctions putsusnt to Section 35021, the naturopathic doctor who
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"(}) The violation of any of the statutes of this state, or any other state, or of the United
States regulating controlled substances and dangerous drugs.
"0y Violating or attempting to violate, dirsetly or iﬁcllrectiy, or asslsting in or abotting tho

violation of or conspiring o violate any p:"ov':s'ion or term of this chapier or of the applicable

fedesal and state laws and reulations governing pharmacy, including regiilations established by

the board or by any other state or federal regulatory sgency.

- 8, Soctlon 4059 of the Code states, in pertinent part, that & person may not furnish any
dangerous drug except upon th‘e prescription of a physician, dentlst, podliatrist, optometrist,
veterinarian, or naturopathic doctor pursuant to Section 3640.7._ A person may not furnish any
dangerous device, excopt upon the presoription of a physician, dentist, podiatrist, optomstrist, '
yeterinarian, or naturapathic dootor pursuant to Sectlon 3640.7,

9. Sectlon Y76 of the Code states:

”(a) A pharmacist shall not dispense any prescription exeept in a coniainer that mosts the
requirements of giate and foderal law and s correctly labeled with all of the following; _

(17) Except where the p:‘eséi'iber or the oceriified nurse-midwife Qho functions pursuant to
a standardized ]31‘(}seduré or protocol deseribed in Sectien 2746.51, the hurse practitioner who

functions pursuant to & standardized procedure deseribed 1n Section 2836.1, or protoool, or the

functions pursuant to a standardized procedure or protoco] deseribed int Sectlon 3640.5, or the

pharmaclsl who furretlons pursuant to a policy, progedure, ol protocol pursuant to either
subparagraph (D) of puragrmﬁh (4) of, or clause (iv} of subparagraph (A) of paragraph (3) of,
subdivision (a) of Section 4052 orders otl‘mrwisa, efther the manufacturer's trade natme of the drug

or the ?enano name &nd the name of the manufacturor, Commoniy used abbroviations may be

1 used, P1 eparations containing two or mare gotlve 1ngladlents may be identified by the

manufacturer’s frade name ot the commonly used name or the prineipal active Ingredionts,
{2)  'The directions for the use of the drug,
| 4
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(3)  The name of the patient or paiisnts.
(4} The pame of the presoriber or, if applicable, the name of certifled nurse-mldwife whe
functions pursuant ko & standardized procedure or protocol deseribed In Section 2746,51, the

nurse practittoner who fubetions putsuant to a standardized procedure described in Section

- 2836.1, or protocol, the physician assistant who functions pursuant to Section 3502.1., the

naturopathlo dostor who functions pursuant to 4 standardized procedure or protocol deseribed in
Seotion 3640.5, or the pharmacist who functlons pursuent o a policy, procedure, or protocol
pursuant to e.ithgr subpamgraph (13) of paragraph (4) of, or olause (Iv) of subparagraph (A) of
paragraph () of; subdivision (a) o‘r‘Sactioﬁ 4052, | '

(5) The date of Issue, | '

(6) *The name and address of the pharmaoy, and prﬁsoﬁpﬂon numbér or other means 61“
{dentifying the prssoripﬁon. ’

{7) The strength of the drug or drugs dispensed, -

'(8) 'f‘he quantity of the drug or drugs disbenscd. _

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

(10) The condltion for which the drug was presurlbod i rsqllested by the paﬂcm and the
oondition is Indicated on the prescription.

(1IXA) Commencin_g Jenuary 1, 2006, the physicaj deseription of the dispensed
medication, including its color, shape, and any identification code that appesrs on the iablets or
capsules, @xcapt 83 foilows . '

(1) Preseriptions digpensed by a veiarmartan

(i) An exsmyption from the requirements of this paragraph shaf! bé granted to a new drug
for the first 120 days thal the drug {8 on tiw market and.for the 90 days durihg which the national
reference file hias no doscription an i, ‘

| (i1i) Dispensed me’d\uations for which no physical desorlption exiats in any commenolally
available dafabasa. |

(B) This paragraph applies to outpatient pharméuies only.

Hid
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(C) The information requirsd by this paragraph fna’y b.c printed on an auxiliary label thet is
affixed to the pregeription containar, | .

() This ﬁ}aragraph shall not become operative if the board, [prior to January 1, 2006,
adopts regulations that mandate the same labeling requircments set forth In thls paragraph.

- "(b) If o pharmaolst dlsjaenses 8 p'rcscﬂ%d drug by means of & unit dose medication system,
as defined by administrative regulation, for & patient In a akilled nursing, Intermediate care, or
other health care facility, the requirements of this‘scction will be satlsfied if the unit dose
mcdlcation.'systemroontains the aforementloned Information or the information is otherwise
readlly available at the time of c;rug adminlstration, ‘

' o) if g .pharmacist dispensaé a dangerous drug or device in a facllity licensed pursuant o
Section 1250 of the Health and Safety Code, jt is-not necessary to 1nolude.on Individual unit dose
containers for a specific patlent, the name of the certifled nurséumidwife who functions pursuant
to & standardized procedure or protoool desérlbcd in Section 2746.51, the nurscrpractit'ioncér who

functlons pursuant to & standardized procedure described in Sectlon 2836.3, the physieian |

.assistant who functions pursuant to Section 35021, the namrop&thic‘doctor who funclions

pursient to a standardized procedurg or profocol described in Section 3640.3, or the pharmacist
who functions pursuant to & policy, procedure, or protocol pursuant to either subparagraph (1) of

paragraph (4) of, or clause (iv) of subparagraph (A) of paragraph (3) of, subdivision (a) of Secj;ticm

"(cl) 1f & pharmacist dlapenses a preseription drug for uée ine faoi]ity liconsed pursuant to
Seotlon 1250 of the Health and Safety Code, it is not nevessary to inglude the information '
required in paragraph (11) of subdivision tn) when the preseripiion drug is administered o a
patient by a porson Heensed under the Medioal Practioe Act (Chapter 5 (commensing with
Sectlon 2000), the Nutsing Praotice Act (Chapter 6 (commenoing wilh Section 2700), or the |
Yocationat Nursing Aot {Chapter 6,5 (commencing .with Seqt'}ol? 2840}, who I8 aoting‘within hig

or her scope of practios.”

10, Seciion 4081 of tiie Ccde,stat'es:
pir
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"(a) All rovords of mannfacture and of sale, asquisition, or disposition of dangerous drugs
or dangerous devioes shall.be at all times during business hoﬁrs open to inspection by authorized |
officers of the law, and shall be preserved for at ]eﬂéf three years from the daie of making. A
current inventory shall be. kept by every manufacturer, wholesaler, pharmacy, veterinary -
1"ood~'animal drug retailer, physioi.an dentist, pod'iatrist; vatarinéxrinn, inboratory, olinic, hogpital,
nsﬂtut:on, or ostablishment holding a cur renﬂy valid and unrevoked certificate, lmense, permit,
ragistra’mon, or gxemptlon under Diwsion 2 (commencing with Section 1200) of the Heallh and
Safety Code or under Part 4 {commencing with Section 16000) of Dlvlsmn 9 of the Welfare and
Institutions Code who maintains s stock of dangerous drugs or dangerous deyices, ‘

| (b} The owner, officer, and partner of any pharmacy, wholesaler, or velerinaty food-atimal
drug retaller shall be jointly résponsible, with the ph-armacisf;—in-oharge or representative-in-
charge, for maintaining the records and inventory described in this section, _

"(0) The pharmacist-in?charge or representative-in-cherge shall pot be criminally

responsible fot acts of the owner, officer, partner, or employes that violate this section and of

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

she did not knowingly participate,”

11, Seotion 4126.5 of the Code states:

“(a) A pharmacy may furnish dangerous drugs only to the following .

(1) A wholesaler owned or under comman control by the by the wholesaler from whom- the
dangerous drug was acquired. | '

(2) The pharmaceutical manufacturer from whom the dangcrous drug wes aoquiied

(3) A licensed wholesaler actmg, a3 & reverge distributor,

{4) Another pharmacy or wholesaler to alleviata a temporary shortage of & dangorous dmg
that could result in the denlal of heulﬁn care, A pharmaey furnishing dangerous drugs pursuani to
this parugraph may only furnish a quantity sufficient to alleviate the temporary shortage.

(5) A patient or to another pharmagy pursuant to a prescription or as otherwise authorized
by law,

I
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premises in a readily retrieveble form,

“duty, shall, a al-l times during which the licensed 'premises are open for business, be able (o

under this section or any other provision of this chapter.”

' ) : Anuusalloﬂ

(6) A health care provider that ;s not pharmacy but that is suthorized to purchase daﬁgarous
drugs.
{(7) To another pharmacy under common control,

() For purpose of this section, *commen control” means the power to direct or OBUS0 the
dlrecti(‘m of the managemeht and policies oF another pergon whethor by ownership, by voting
rights, by oontract, or by other means,

12, Sectlon 4105 of the Code states;
"(a) All repords or other documentation of the aequlsition and dispoéition of dangerous

drugs and dangercus devices by any entily licensed by the board shall be retained on the llesnsed

"(b) The licensee may remove the_originél rocords or docuinentation from the liconsod
premises on a temporary basts for license-rslated purposes, However, a dupllcat:c set of those
records or other documentation shall be rétained -én_ the licensed premises;

“(e) The records required by this section shall be retained on the licensed prerﬁlscs fora
period of thres years from the date of making,

"(d) Any records that .ara maintained electronically shall be mainiuined so thaet the
phartacist-in-charge, the pharmacist on duty if the pharmacist-in-charge Is not on duty, or, iﬁ the

oaso of a veterinary food-animal drug retaller or wholesalet, the designated representative on

‘produce a hard oopy and electronic copy of all records of aequisition or dlspositlon or other drug

0r dismnslng-rehﬂed reomds maintained Blwtmmoally

"e)(1) Notwlthstand ng subdivislons (8); (b), and (c), the board, may upon wrliien request,

grant to a licenses a wajver of the requirements that the records deseribed in subdivisions (a), (b),
and () be kept on thé livensed premisos, |

" (2) A waiver granted pursuant to this subdivision shall net affoot the board's authorlty

f
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of pharmacy.

“where dangerous drugs and controlled substances are stored shall be testrioted fo a pharmacist,

| atollot and wash basin supplied with running water,

13, California Code of Regulations, title 16, section 1714 states:
(n)  All pharmacies (except hospital inpatient phasmacies as defined by Business and
Professions Code section 4029 which solely or predominantly furnish drugs to inpatients of thé

hospitaf) shall contain an area which 1s suitable for confidential patient counseling,

{b)  Each pharmacy licensed by the board shall maintain itg facilities, space, fixtures, and
equipment so that drugs are safely and properly prepared, maintained, secured and distributed,

The pharmacy shall be of sufficient size and uncbstructed ares to accommodaie the safe practice

(o) The pharmagy and fixtures and equipment shal} be mainiained in a olean and crderly
condition, The pharmacy shal<l be dry, well-ventilated, free from rodents and inseots, and 'pi'operly
lighted. The pharmacy shall be equipped with a sink with ho”t and cold ruﬁn'mg wator for
pharmaceutical purposes.

(d) Each pharmaci'st while on duty shall be respensible for the seourity of the presoription
department, inefuding provisions for effective control against theft or diversionloi’ dangerous

drugs and devices, and records for such drugs and devices, Possession of a key to the pharmacy

(&) The pha-rrﬁacy owner, the building owner crlmén'ag@r,' or a family member of a
pharmacist owner (but not more than one of the aforementionedj may possess a key 1o the
phiarmacy that iz maintained in a tamper evident contalner for the purpose of 1) defivering the key
fo & pharmacist or 2) providing access in case of emergenty, Aﬁ emetrgency would inchde fire,
fiood or earthquake. The stgnature of the pharmacist-in-chargé shall be present in such g way that
the. pharmacist ma_\:f readily determine whether the key has been removed from the container,

~ (fy  The board shall require an applicant for a licensed premise or for rencwal of that

Hloense to oertify that it meets the requivements of this section at the time of licensure or renewal,

(g) A pharmacy shell maintain a raadily' accessible rostroom, The restronm shall conigin

I
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12
13

14

15

16 .

17
18
19
20

21-

22
23
24
25
26
27
28

14, . Callfornia Code of Regulations, title 16, section 1718 states:
"Current Inveniory’ as used in Sections 4081 and 4332 of the Business and Professions Code
shall be considered to ihelude complets accountabllity for all dangerous drugs handled by every

lioenges enumerated in Sectlons 4081 and 4332, "The controlled substances inventories required

| by Tlile 21, CFR, Section 1304 shall be availabls for Inspection upon request for ot least 3 years

after the date of the inventory,"

15, California Code of Regulations, fitle 1 6,. seetion 1717, states:

"(a) No medication shall be dispensed on preseription exoept in a new container ‘whluh
conforms with standards established in the officipl gompendia,

"Notwithstanding the sbove, & pharmacist may dispense and refil a .prescriptlun for
non-liquid oral pi'oduﬁts in g clean myltiple-drug patient medication package {patient med pak),
pr.ovlded: | |

(1) & patient med pgk is reused only for the same patient;

(2)  no more than a ohe-month supply is dispensed at one time; and

(3‘) each patlent med pak bears an auxillary label which reads, store in a coal, dry-place,

{b) ]ﬁ addition fo the requirements of Section 4040, Business and Professions Code, the
following Information shall be maintained for each preseription on file and shel] be readily
retricvable: -

(1) 'The date dispensed, and the name or Initials of the diﬁpensiﬁg pharmacist, Al _
preseriptions filled or refilied by an .intcrﬁ pharmacist must also Be initialed by the supervising

pharmaclst before they are dispensed,

(2) The brand name of the drug or devios; or if'a generie drug or devies Is dlspensed, the |

distributor's name which appears on the commercial puckage label; and

(3) I apresoription for a drug or device is refilled, a record of sach rpﬁl], quantity
dispensed, if different, and the {nitials or name of the dispensing pharmacist, .

{(4) Anew jorasoription must be created if there 1s 8 change in the diug, sirength,
preseriber or directions for use, unloss a oomplete. record of all sueh changes Is atherwise
malnfalned.

10
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"(c) Promptly upon recoipt of an orally transraitied prescription; the pharmacist shall reduce
it to writing, and Initial it, and identify it as ﬁn orally transmitted presoription, If the presceription
Is then d_ispensed by another pharmacist, the dispensing phai1ﬂaciét shall elso ilnlt!al the
preseription to identify him or herself, -

Al orally transmitted presertptions shall be recelved and transcribed by a pharmacist prior
to compounding, ﬁ-]llng, dispensing, or furnighing, '

"Chartorders as deflned in Section 4019 of the Business and Profossions Code are not
subject to the provisions of this subsection, -

"(d) A pharmaclst may furnish a drug or device pursuant to a written or oral arder from g
prescriber lloensed in 4 State other than Callfornia in accordance with Business ana Professions
Ciode Section 4005,

"e) A pharmacist may trangfer a prescription for Schedule 111, 1V, or ¥V controljed

| substancaé 1o another phatmacy for refill purposes in acoordance with Title 21, Code of Federal

' 'Regulatims. section’ 1'306,26.

"Prescriptions for other dangerous drugs which are not controlled ‘substances may also be
transferred-by direct communloation between pharmaclsts or by the recelving pharmacist’s access
to prescriptions 0;' slectronio files that have beon creatod or vorified by a pharmacist at the
wransforring pharmacy. The recelving pharmacist shall oreate a written prescription; Identifying it
as a transferred progeription; and .record the date of transfer and the oriélnﬂl preseription number,
When a preseription transfer is ascomplished vla direct aceess by the recelving pharmaclst, the
recelving pharmacist shall notify the transferring pharmacy of the transfer, A pharmaoist at the
transferring pharmaoy shall the;n assure that there 15 a record of th‘@ presoription as having beon
trangforred, -an;:l the date of transfor, Each pharmacy shall maintain'lnwm;cry gocountabllity and
pharmacist accountabllity and dispense in accordance with the provisions of sectioh 1716 of this
Division, Information maintained by each pharmacy shall at least Include:

(1) Identification of pharmacisi{s) transferring information; ,

@)y Name and identi'ﬂcatio.h code or address of the pharmaoy from which the preseription
v;fas recelved orto whiﬁh the prescription was transferr‘ed, as appropriate;

L
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_autometed deth processing systom, or a manual record systom, and the pharmacist shall create In

direot a licentiate found to have committed a violation ot violations of the licensing actto pay a

(3) Original date and last dispensing dats;
~ (4)  Number of refills and date originally authorlzed;
(5) Number of refills remalning but not dispensed;
(6) Number of refills transforred.
") Th_"' pharmacy must have written procedures that identlfy each individual pharmacist

responslble for the filling of a preseription and-g corresponding entry of information into an

his/her handwriting or through hand-initializing a record of such filling, not later than the begin-
Ing of the pharmacy's next operating day, Such record shall be malntained for at lenst thres years”

16, Section 1253 provides that the Board may request the administrative law judge fo.

sum not to exceed the reasonable costs of the investigation and enforcement of the case.,

FACTS COMMON TO ALL CAUSES FOR DISCIPLINE

17, The following allegations are common te all causes for discipling in this matter:
A Atall times relevant horein, Respondént Natalya Skye was an owner and the
pharmacist-in-charge of Michsel's Pharmagy, Inc, located in Pasadens, CA. | |
BOARD INSPECTION » JULY 7, 2009 |
b.  On or about July 7, 2009, n representative of{hc Board nspected Respondant
Pharmaey,
¢ The Inspector observed thal Respondent pharméoy had no self-assessment form,
and found threo preseriptions ready to be dispensed which had no deseription of the drugs on the
label, She also collected records thom the pharmacy for later anulysls. |
d. In later review of preseription-records obigined }:iuring.fhle July 7 Inspection, the
Inspector observed ﬂhat 22 preseriptions purpartedly “original telephone presoriptions™ were

12
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doonmentsd on a telephonic prescription document with a somputer print out, The pharmacist did

not reduce the telephonic preseription to writing.
_BOARD INSPECTION - NOVEMBER 19,2009
&, On or about November 19, 2009, a second inspection was condvcted af the
| pharnacy, |
f,  Arlving al 9:00 am, the Inspector obseg'ved that a pharmaocy techniclan wes

already insidé- the Pharmacy — but thet the doors were locked and the llghts wete off, The
TInspeotor asked the Tech to leave and ‘\.Nait with her outslde the pharmacy, A second Tech then
arrived and let herself into the pharmasy, Agalh, the Inspector asked the Toeh to leave and wait
with her outside the pharmacy, A third'Tach then arrived, Respondent Slcye did not arrive at the
pﬁnrmacy antil approximately 10:00 am, Later, two of the phar;mac‘,y technicians admitted that
they had & i«:y 1o the pharmét@ |
| T | When agked about routlne procedures for drug deliveries at Respondent
pharmaey, all tﬁree pharmacy echnicians olalmed only the phﬂ,rmao{st on dutjr signed for drug
_delivcﬁes. However after laier review of records obtained from vendors malking deliveries to
Respendent pharmacy, the Inspsctor found non~pha'wmaois'ts had :%'l-gned for deliveries on st Jeast
twonty nine (29) oooasjoné. : |
h, Once inside the pﬁurmacy, the Inapector observed large quahtities of drugs in
odd containers éhmughout the pharmaey:
(M -’i"he Inspector noticed & paper shopping bag filled with drugs - whioh Respondent
' Skjwe identified as expiraci “sample” medlcations which had been given to Respandant
ﬁharmacy by a iohysic:ian For disposal. The Inspector documented UMErous dangerous
- drugs in the bag whioh were hot expired, including!

1. Tektuna HCT 300/25
2. Imirex 100mg -

13
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Rolpax 40mg
Maxalt 10mg
Micardies 40mg and 80mg
Aggrenox 25/200
Simeor 500/20
Enablex 15 mg
\ Exforge 5/320 and 3/160
10, Seroquel XR 150mg
11, Micardls ICT 80/12.5
o 12, Aricept 10mg and Smg
13 Aricept ODT Smg,

= B

" {2)  The Inspestor also observed large amber vials of medleation — some unlabeled and

containing more that ong type of medication — and some which had a sample medication
label taped to the side of the container. Respondent Skye clalmed that the medication in

the amber vlals had been given to the pharmacy by a patient whose husband had died — for
disposal. However, she was unable to preduce a patlent profile accounting for the
medications she ¢laimed hiad been returned,
(3) The Inspector also observed a large qgantity of drugs s't.ai'cd in piastle baskets and
bags full of drugs fo be destroyed and/or oredited,

I “The Inspector futther 'observed that the small restroom in the facility had siorage

shelves immediatoly ddjacent to the tollet, and that pharmaoy bottles and caps were stored on the. |

Tloor next o the teilet, 7

R TFurther 'i11véstigatio11 disclosed that on or about December 28, 2009, Rqspﬁndents
liegally transforred pharmaceuticals for “dlsposal” as medical waste by an unlicensed entity
named “Enseerest“ Joeeied In Vernori, CA, | ‘

FIRST CAUSE FOR DISCIPLINE

(Faitare to Comply with Records Requirements)
18, Respondenis MICHAEL’S PHARMACY and NATALY A SKYE are subject to

subject 1o disciplinary action under section 4300 for unprafessional conduct as defined in sootion

4301, subdivisions () and {0), in oonjunc{ion with sectlon 4059, subdivision “b”™ In that during an

14
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inspection of the Pharmacy o.ﬁ or about November 19, 2009, a representat!ve of the Board |
fiscovered & bag of sample medjcations and drugs allegedly roturned from a physician and/or a
deceased patient - however, Respondent did not have or could not otherwise show documents
requlred by pharmacy law (s.g. sales anld pIchase recerds) to sstablish where and how the
pharmacy acquired the drugs, as deseribed more fully in paragraph 17 above,

SECOND CAUSE FOR DISCIPLINE

(Failure fo Maintain Complete Acquisition/Disposition Records)
19, Respondents MICHAEL'S PHARMACY and NATALYA SKYE are subjeot
diseiplinary aetion pnder section 4300 for unprofas_sioﬁal conduct as defined in seotion 4301,
subdivislons {J) and (o), in conju_nction with seetlons 4081, subdivision (), and 4105 for faiture to

ynalntain all records of asquisitlon and disposition for three (3) years from date of making and to

keep a current inveniory of dangerous drugs, in that at the time of a Board Inspection on or about |,

November 19, 2009, Respondents were found to-have haphazard and disorganized storage of
medications, with no organized, accurate and irrimediately sceossible inventory records, as

deseribed more fully in peragraph 17 above.

THIRD CAUSE FOR DISCIPLINE,

(Allowing a Nou-Pharmacist to Order auﬁ Recelve Contmllgd Suhstances)

20, Respondents MICHAEL'S PHARMACY and NATALYA SKYE are subject to
diseiplinary action under sectlon 4300 for unprofessional conduet as defined in sectlon 4?;(}],
subdtvision (o), in conjunction with seetion 4059, 5, subdivision (a), which requires that only &
pharmacist may sign for the dellvery of controlled substances and dangerous drugs, in that on
enoh of the following dates, Respondents allowed a non~phanﬁao‘mt to sign for deliveries at

Respondent Pharmacy;

1) 1/8/2009
2) 1/16/2009
T 1/21/2009
4 171612009
Sy 4/6/2009

15
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P
11
11

0 4/’7/2909

7) 41972000

8) 4/28/2009

9} fl;{?_9/2009

10)

11/2/2009

A1)

12)

11/30/2000

13)

11/3/2009
11/4/2009

14}

11752009

15)

471312009

16)

4/15/2009

17}

4/20/2009

18)

_f}_/10!2009

19)

11/13/2009 -

20)

11/16/2009

21)

11/18/2000

22)

11/10/2009

23)

11/11/2009

1 1

24)

11/1242009

25)

11/6/2009

26)

4102009

27)

Af23/2009

28)

1/5/2009

29)

17742009
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- .FOURTH CAUSE FOR DISCIPLINE
(Providing Unapproved Employee With Pharmauj’ Key)
23, Respondents MICHAEL'S PHARMACY and NATALYA SKYI‘ aro sublect 0
subjeot to disciplinary action under ssetlon 4300 for unprofessional conduct as doﬁncd in section
4301, subdivisions (J) and (0), in conjunctlon wlth Title 16, California Code of Regulations

sectlon 1714, subdivigions “d” and “o™ which Jimits individuais who may Jegally possess a key 10

"a pharmacy, in that on or about November 19, 2009, two pharmacy technicians employed at

Respondent Pharmaty admitted that they had been givén a key 1o the pharmacy by Respondent
Skye, which had been in thelr ﬁossesslon for an appreciable peried of time prior to the inspection,
as deseribed more Fu Iy in peragraph 17.above.,

FIFTH CAUSE FOR DISCIPLINE

{No Sclf Assessment Form During Inspectio.n).
~ 22, - Respondents MICHAEL’S PHARMACY and NATALYA SKYE are subject to

subject to disciplinary action under section 4300 for unprofessional conduct as defined n section

4301, subdivisions () and (o), in conjunction with Titls 16, California Code of Regulations

soction 1715, subdivisians “d which requires that a pharmacy must have a self-assessment form

| on file for three years, in that during a Board- inspection on or about July 7, 2009, Respondaht

were unable-to locate or produce a self assessment form, as deseribed more fully in paragraph 17

above,
SIXTH CAUSE FOR DISCIPLINE

“(Incerrectly Labeled Proscription Bntfles)'
23, Respondents MICHAEL'S PHARMACY and NATALY A SKYE are subject to

! disciplinary action under sectlon 4300 for unprofessional conduct as defined in section 4301,

subdivision (o), in conjunction with seetion 4076, subdivision (a)(F1)(A) ‘rc;quiri ng the
presotiption container must be labeled with a description of the medication dispensed, in thal,
dur lng a Board inbpoctmn on July 7, 2009, the Inspector noticed Respondcnt Pharmagy had
117
I
| 17

|
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dispensed incorrectly Iabeled medication as follows!
a.  Preseription 343671

No description of medication
b,  Preseription 341530 |
No deseription of medication
¢, Preseription 342438 |
“No description of medication
SEVENTH CAUSE FOR DISCIPLINE
(Telephone Order Not Reduced to Writing)

24, Respondents MICHAEL'S PHARMACY and NATALYA SKYE are subject fo

disciptinery action under seetion 4300 for unprofessional conduet as defined in section 4301,

'subdiv_ision (o), in conjunction with section Title 16, California Code of chulatioﬁs gectlon 1717

subdivision “c” which requires thatan oraliy transmlited prescription must be promptiy reduced

to writing and initialed, in that duting a Board inspection on July 7, 2009, the Inspoctor found

that prescriptions which had orlginated as oral prescriptions, had been filled — but had not been

roduced to writing In at least 22 instances, as follows:

1) 340550
2y 337639
3) 337633
4) 340553
5) 340551
6) 337638
N 37636
8 337634,
9) 337640 -
10) 337628
1y 3.37637
12) 337636
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| disciplinary aotion under seation 4300 for unprofessional conduct as defined in section 4301,

“subdivision #b” (which requires that Respondents mainsain the pharmacy facllity, and equipment

.“Enseercst”, and unlicensed entlty, In violation of pharmaey law, as deseribed more fulty o

13) 337635
14) 337614
15 340650
16) 340555
17y 340549
18) 340547
19) 340546
20) 340545
21y 3403544
22) 340554

S EIGHTH GAUSE FOR DISCIPLINE

{(Failure to Maintain Operational Standards)

25, Rospondents MICHAEL'S PHARMACY and NATALYA SKYE sye subject to

subﬁivision (0}, inn conjunction with section Title 16, Californla Code of Regulations sectjon 1714

80 that drugs are safely and properly prepared, maintained, secured and distributed) and
subdivisibn %o (which requires that equipment shall be malntained in a clean and orderly
condition) in that during a Board inspeeﬁon on November 19, 2b09, the lnspactor found
proseription bottles and caps stm'ed on the floor of the small restroom next 10 and below the tollet.’

NINTH CAUSE FOR DISCIPLINE

_ | (Unauthorized Furnighing)

26, Respondents MICHAEL'S PHARMACY and NATALYA SKYE aye subjeot to
cllsoiplinafy action under section 4300 for nnprofessional conduet as defined in section 4301,
subdivision (0}, in‘conjunctlon with section 4163, subdivision (a), and séotinn 4126.5, which
limit the persons or organizatiéns that a pharmacy may legally furnish or fransfer drugs to, in. that

on of abput December 28, 2009, Respondents lllegally *dlsposed of? pharmaceuticals through

9
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paragraph 17 above,
DISCIPLINARY CONSIDERATIONS

27, To determine the degree of penalty o be imposed on Respondant(s)l, if any,
Complalnant makes the follawing additional allegations:
Prior Citation — Rospondent Michae!’s Pharmacy
a On orabout November 13, 2008 a representatiye of the Board inspected
Reqpondent Miohael’s Pharmacy. Pursuant to that inspection, on Aprii 23, 2009, Administrative
Cnationf‘Assessmcnt of Fing No, C1 200839793 was issved to Respondent for violating Codes and
Regulatlons as st forth below, resulting in the issuance of a § 5,000,00 fine, which Respondent

paid In full, The citation is now final,

Code/Regulations Violated | Description

Stocking dangerous drugs lacking quality or strength
Medication containers were found containing
“compounded drugs lacking expiration dates
(Progesterone 100mg #15 and 50mg #76 Supp.) cr drugs
thet had been expired (Estradiaol 250 Vag, Supp #16
expired 3/21/87, Progesterone 400mg #9 Supp expired
707105 and 25mg #46 Supp gxpired §/4/05, Boric acld
Vag, Supp #16 expired in 10/21/06)
. Variation from Presoription
b. CCR, title 16, §1716 On 12/06/2006, Reqpol;denl furnlshed presoription
301673 for Hydrocodone/APAP 10/500mg #1720 to LC
when the lngituctions on the face of the presoription -
stated “Do not dispense before 12/12/06”, Speclfically,
on 4/2/08, Michael’s Pharmacy furnished Rx 324777
Oxygontin 80mg #90, Rx 324778 Oxycontin 40mg #50
to LC when the prescription whs dated 4/3/08,
Failure to comply with Records recuirements for
compounded madicgtions
- Procedures to-take netion when Hoensed individual is
4. Bus. & Prof, Code §4104 impaired ar known to haye diverted or used drugs,
written policies; Report; Immunity '
‘ N . . . For each prescription for 4 Schedule IV or Schedule 11

¢, Health & Sefety Code §1 ]165 oontrolled substance, the dispensing pharmacy shall

sub (d)(L-10) ) report to the Department of Justles , . . Data required . .

Partia) filling of Sehedule 11 prescriptions/Partial filling
of prescriptions,

8, Bus. & Prof, Code §4342

¢. CCR, tltle 16, §1716.2

S—

f, CCR, title 16, § 1745/ Title 2]

| CFR §1306.13 subi. (8)

20
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Prior Citation — Respondent Skye
b, Onor about November 13, 2008 a representative of'the Board Inspested Respondent -
Michael's Pharmagy Pursuant fo that ingpection, on April 23, 2009, Adminisirative
Citatfon/Assesélnent of Fine No, CI 200839793 was issued to Respondent for violating Codes and
Regulations as sst forth below, resuliing in the issuance of a § 5,000.00 fine, which Rcspondent

pald in full. ’!‘he citation Is now final,

Code/Regulations Violated _ Description

Action by board to prevent sale of
proparations or drogs lacking quality or
strength; penakties for knowlng or wiilful
violation of regulations governing those
sales.

4, Bus. & Prof, Code §4342

b, CCR, title 16, §1716 Yariation from Preseription

- Record rcqtllrelnerltwoampounding for
e COR, iitle 16, {17162 . . future furnishing

Prooedures 1o take action whon licensed |
individual is impaired or known to have’
diverted or used drugs, Written polioles'
Roport; Immunity

d. Bus. & Prof. Code §4104

For each preseription for a Schedule 1T or
Schedule 1T gontrolled substance, the
dispensing pharmacy shall report fo the' -
Department of Justice , . . Data tequirsd,

e, Health & Safety Code §11163

. CCR, title 16, §1745/Title 21 CFR
§1306013 subd, (a)

“Partial filling of Sehedule 11
preseriptions/Partlal filling of prescriptions,

10 Respondent Natalyn Skye |

PRAYER
WHEREFORE, (?Dmplainan’[ requests that a hearing be heid an the mattors herein atleged,
and that following the hearing, the Board of Pharmacy lssue a decision; _
1. Revoking or suspending Pharmacy Permbt No, PHY 47549 Issued to Respondent

Milchael’s Pharmacy;

2 Revoking or suspending Original Pharmacist License Number RPH 55396, issued
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3.+ Ordering Respondent Michael’s Phatrmacy to. pay the Board of Pharmacy th'c
reasonable costs of the investigation and enforcement of this case, pursuant to Business and
Professions Codle goction 123.3;

4, Ordering Respondent Natalya Skye 1o pay the Board of Phﬁrmaey the reasonable
costs of the lnvastigatlibn and enforoement of this case, pursuant o Buslness and Profesgions
Code section 1253 | .

5. Taking such other and further action as deemed nocessary and propet,

DATED: 59/31'/!?..

Board of Pharmacy .
Department of Consumer Affairs
State of California

Complainant

LAZ0T0600860
50562819 doox(rey)
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