BEFORE THE :

BOARD OF PHARMACY P
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the First Amended Accusation and | Case No. 5303 :

Petition to Revoke Probation Against:
OAH No. 201502912

NATALYA SKYE
14569 Benefit St,, #102 STIPULATED SURRENDER OF
Sherman Oaks, CA 91403 LICENSE AND ORDER AS AGAINST
NATALYA SKYE ONLY
Original Pharmacist License No. RPH 55396
Respondent.
DECISION AND ORDER

The attached Stipulated Surrender of License and Order is hereby adopted by the Board
of Pharmacy, Department of Consumer Affairs, as its Decision in this matter,

This Decision shall become effective on October 16, 2015,

It is so ORDERED on September 16, 2015,

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

Amy Gutierrez, Pharm.D.
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

o | Case No. 5303
In the Matter of the First Amended Accusation | QAT No. 201502912
and Petition to Revoke Probation Against:

STIPULATED SURRENDER OF

NATALYA SKYE LICENSE AND ORDER

14569 Benefit St,, #102
Sherman Qaks, CA 91403 1
Original Pharmacist License No. RPH 55396 | INATALYA SKYE ONLY]

Respondent,

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

entitled proceedings that the following mattérs 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, Attorﬁey General of the State of California, by Susan Melton Wilson, Deputy Attorney
General.,.

2, Natalya Skye (Respondent) is represented in this proceeding by attorney Herbert L.
Weinberg, Esq., whose address is Fenton Law Group, LLP, 1990 S. Bundy Drive, Suite 777
Los Angeles, CA 90025,

! This matter was initially filed by the Board of Pharmacy against Respondents Natalya
Skye and Michael’s Pharmacy In¢. dba Michacl’s Pharmacy. A final order resolving this matter
as against Michael’s Pharmacy Inc. dba Michael’s Pharmacy only was issued by the Board
effective July 11, 2015.

Stipulated Surrender of License (Case No, 5303)
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3. Onorabout June 23, 2004, the Board of Pharmacy issued Original Pharmacist
License Number RPH 55396 to Respondent Natalya Skye. The Original Pharmacist License
expired on March 31, 2014 , was renewed on May 1, 2014, and is renewed through March 31,
2016, though currently under an Interim Suspehsion Order?,

JURISDICTION

4. The original 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 documenis were properly served on Respondent on November 21, 2014, Respondent
timely filed her Notice of Defense contesting the Accusation and Petition to Revoke Probation .
The First Amended Accusation and Petition to Revoke Probation was filed and duly served to
Respondent on July 23, 2015. A copy of the First Amended Accusation and Petition to Revoke
Probatioﬁ No. 5303 is attached as Exhibit A hereto and incorporated by this reference.

ADVISEMENT AND WAIVERS

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

6.  Respondent Skye is fully aware of her legal rights in this matter, including the right to
a hearing on the charges and allegations in the First Amended Accusation and Petition to Revoke
Probation ; the right to be represented by counsel, at her own expense; the right to confront and
cross-examine the witnesses against her; the right to present evidence and to testify on her own

behalf; the right to the issuance of subpoenas to compel the attendance of witnesses and the

% On or about October 29, 2014, pursuant to petition of Complainant under Government
Code section 494, an Ex Parte Interim Suspension Order was issued, suspending Respondent’s
Pharmacist License (RPH 55396), with an assigned effective date of October 31, 2014, On or
about November 7, 2014, following noticed hearing of said petition, an Interim Suspension Order
was issued, suspending Respondent’s license until such time as a final administrative decision
and order is made in this matter,

Stipulated Surrender of License (Case No. 5303)
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production of documents; the right to reconsideration and court review of an adverse decision;
and all other rights accorded by the California Administrative Procedure Act and other applicable
laws.

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

CULPABILITY

8. Respondent Skye admits the truth of each and every charge and allegation in First
Amended Accusation and Petition to Revoke Probation No. 5303, agrees that cause exists for
discipline and hereby surrenders her Pharmacist License No. RPH 55396 for the Board's formal
acceptance.

9. Respondent Skye understands that by signing this stipulation she enables the Board to
issue an order accepting the surrender of her Pharmacist License without further process.

CONTINGENCY

10. - This stipulation shall be subject to approval by the Board of Pharmacy. Respondent
Skye understands and agrees that counsel for Complainant and the staff of the Board of Pharmacy
may communicate directly with the Board regarding this stipulation and surrender, without notice
to or participation by Respondent or her counsel. By signing the stipulation, Respondent
understands and agrees that she may not withdraw her agreement or seek to fcscind the stipulation
prior to the time the Board considers and acts upon it. If the Board fails to adopt this stipulation
as its Decision and Order, the Stipulated Surrender and Disciplinary Order shall be of no force or
effect, except for this paragraph, it shall be inadmissible in any legal action between the parties,
and the Board shall not be disqualified from further action by having considered this matter.

11, 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,

2. This Stipulated Surrender of License and Order is intended by the parties to be an
integrated writing representing the complete, final, and exclusive embodiment of their agreement.

It supersedes any and all prior or contemporaneous agreements, understandings, discussions,

Stipulated Surrender of License (Case No, 5303)
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negotiations, and commitments (written or oral). This Stipulated Surrender of License and Order
nriay not be altered, amended, modified, supplemented, or otherwise changed except by a writing
executed by an authorized representative of each of the parties.

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

ORDER

IT IS HEREBY ORDERED that Pharmacist Licen_se No. RPH 55396, issued to Respondent
Natalya Skye, is surrendered and accepted by the Board of Pharmacy.

1. The surrender of Respondent’s Pharmacist License and the acceptance of the
surrendered license by the Board shall constitute the imposition of discipline 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 Pharmacist in California as of the
effective date of the Board’s Decision and Order.

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

4, If she 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 understands and
agrees that if he or she ever files an application for licensure or a petition for reinstatement in the
State of California, the board shall treat it as a new application for licensure. Respondent may not
apply for any license, permit, or registration from the board for three years from the effective date
of this decision. Respondent stipulates that should he or she apply for any license from the board
on or after the effective date of this decision, all allegations set forth in the First Amended
Accusation and Petition to Revoke Probation shall be deemed to be true, correct and admitted by
respondent when the board determines whether to grant or deny the application, Respondent shall
satisfy all requirements applicable to that license as of the date the application is submitted to the

board, including, but not limited to taking and passing the California Pharmacist Licensure

Stipulated Surrender of License (Case No. 5303)
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1 || Examination prior to the issuance of a new license. Respondent is required to report this surrender
2 li as disciplinary action.
3 5. Respondent shall pay the agency its costs of Investigation and enforcement in the
4 || amount of $55,586.00 prior to issuance of a new or reinstated llcense.
5 6. IfRespondent should ever apply or reapply for a new license or certification, or
& {i petition for reinstatement of a license, by any other heslth care licensing agency in the Stste of
7 ) California, all of the charges and allegations contained in First Amended Accusation and Petition
8 || to Revoke Probation , No. 5303 shalf be deemed 1o be true, correct, and admitted by Respondent
9 || for the purpose of any Statement of Tssues or any other procesding seeking to deny or restrict
10 |} licensure. '
11
12 ACCEPTANCE ,
13 I have carefully read the above Stipulated Surrender of License and Order end have fully
14 || disoussed it with my attomey, Herbext L, Weinberg, Bsq.. 1 understand the stipulation and the
15 || effect it will have on my Pharmacist License, 1 enter into this Stipulated Surrender of License
16 |} and Order voluptarily, knowingly, and intelligently, and agree to be bound by the Decision and
17 || Order of the Board of Pharmacy.
18 || DATED:  July 27, 2015
19 NATALY YE
. Respondent
20
21 I'have read and fully discussed with Respondent Natafya Skye the terms and conditions and
22 | other matters contained in this Stipulated Surrender of Licensg and Order, T approve its form and
23 || conteut.
24 | DATED:  July 27, 2015 7
25 HERBERT L. WEINBEEG, ESQ.
26 Attorney for Respondent
27
28 \
‘ |
- s

Stipulated Surrender of License (Case Na. §3 01)
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ENDORSEMENT

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

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

Dated:  July 27, 2015

LA2014512487
5184706%.doc

Respectfully submitted,

KAMALA D. HARRIS

Attorney General of California
THOMAS L. RINALDI

Supervising Deputy Attorney General

L
SAN MELTON WILSON
eputy Attorney General
Attorneys for Complainant

Stipulated Surrender of License (Case No. 5303)
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First Amended Accusation and Petition to Revoke Probation No, 5303
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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

In the Matter of the First Amended Accusation | Case No. 5303
and Petition to Revoke Probation Against:

FIRST AMENDED
NATALYA SKYE ACCUSATION AND PETITION TO

14569 Benefit St., #102
Sherman Oaks, CA 91403 REVOKE PROBATION

1
Original Pharmacist License No. RPH 5539¢ | [Respondent Skye Only]

Respondent.

Complainant alleges:
PARTIES

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

Natalya Skye

~ 2. Onor about June 23, 2004, the Board of Pharmacy issued Original Pharmacist

License Number RPH 55396 to Natalya Skye (Respondent Skye). The Original Pharmacist
License expired on March 31, 2014 , was renewed on May 1, 2014, and is renewed through

March 31, 2016, though currently under an Interim Suspension Order, as described below.

! This maiter was initially filed by the Board of Pharmacy against Respondents Natalya
Skye and Michael’s Pharmacy Inc. dba Michael’s Pharmacy. A final order resolving this matter
as against Michael’s Pharmacy Inc, dba Michael’s Pharmacy only was issued by the Board
effective July 11, 2015.

1

FIRST AMENDED ACCUSATION AND PETITION TO REVOKE PROBATION
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3. Effective February 14, 2014, Respondent Skye’s Pharmacist License was placed on
probation, per the Board’s disciplinary decision "In The Matter of the Accusation Against
Michael's Pharmacy etc. and Natalya Skye" case no. 3824, in which the license was revoked,
revocation stayed and placed on probation for five (5) years with certain terms and conditions. A
copy of this disciplinary decision is attached hereto as Exhibit A and incorporated by this
reference.

Interim Suspension Orders

4. Onor about October 29, 2014, pursuant to petition of Complainant under
Government Code section 494, an Ex Parte Interim Suspension Order was issued, suspending
Respondent’s Pharmacist License (RPH 55396), with an assigned effective date of Qctober 31,
2014. On or about November 7, 2014, following noticed hearing of said petition, an Interim
Suspension Order was issued, suspending Respondent’s license until such time as a final
administrative decision and order is made in this matter,

Michael’s Pharmacy

5. On or about November 7, 2006, the Board issued Pharmacy Permit No. PHY 47549 |
to Michael’s Pharmacy Inc. dba Michael’s Pharmacy. At all times after issuance of this permit,
Respondent Natalya Skye was 100% owner of Michael’s Pharmacy Inc., as well as designated
Pharmacist-In-Charge of Michael’s Pharmacy.

6. Both Respondent and Michael’s Pharmacy Inc., dba Michael’s Pharmacy were
disciplined, effective February 14, 2014, as a result of disciplinary case no. 3824, referenced in
paragraph 3 above. Said permit was revoked, revocation stayed and placed on probation for five
(5) years with certain terms and conditions. A copy of this disciplinary decision is attached hereto
as Exhibit B and incorporated by this reference.

7. Both Respondent and Michael’s Pharmacy Inc., dba Michael’s Pharmacy were
subject to Interim Suspension Orders described at paragraph 4 above, which were issued pursuant
to petition of Complainant under Government Code section 494, on or about October 29, 2014
and November 7, 2014.

Lty

2

FIRST AMENDED ACCUSATION AND PETITION TO REVOKE PROBATION
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Michael’s Pharmacy Permit Surrendered

8.  Onorabout April 28, 2015, Respondent Natalya Skye agreed to surrender Pharmacy
Permit No. PHY 47549 in order to conclude this disciplinary matter as against Michael’s
Phaimacy Inc., dba Michael’s Pharmacy. Effective July 13, 2015, the Board issued its order
accepting the surrender of the permit, in final resolution of this disciplinary matter as against
Michael’s Phar.macy Inc. dba Michael’s Pharmacy only.

JURISDICTION AND STATUTORY PROVISIONS FOR ACCUSATION

9. The original Accusation herein, filed concurrently with a Petition to Revoke
Probation, was filed on or about November 21, 2014, and duly served to Respondents, each of

whom filed a timely Notice of Defense. This First Amended Accusation is brought before the

| Board of Pharmacy (Board), Department of Consumer Affairs, under the authority of the

following laws.

10. Business and Professions Code 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 rﬁay
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 déprive the board of jurisdiction to
commence or proceed with any investigation of, or action or disciplinary proceeding against, the
licensee or to render a decision suspending or revoking the license."

12.  Business and Profession Code section 4300 states:

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

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

(1)  Suspending judgment,

3

FIRST AMENDED ACCUSATION AND PETITION TO REVOKE PROBATION
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(2) Placing him oi her upon probation,

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

(4) .Revoking his or her license,

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

(c)  The board may refuse a license to any applicant guilty of unprofessional conduct,
The board may, in its sole discretion, issue a probationary license to any applicant for a license
who is guilty of unprofessional conduct and who has met all other requirements 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.

(2) Continuing medical or psychiatric treatment.

(3) Restriction of type or circumstances of practice.

(4)  Continuing participation in a board-approved rehabilitation program.

(5) Abstention from the use of alcohol or drugs.

(6) Random fluid testing for aloohol or drugs.

(7)  Compliance with laws and regulations governing the practice of pharmacy,

{d) The board may initiate disciplinary proceedings to revoke or suspend any
probationary certificate of licensure for any violation of the terms and conditions of probation.
Upon satisfactory completion of probation, the board shall convert the probationary certificate to
a regular certificate, free of conditions.

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

13.  Business and Professions Code section 4301 states:

4

FIRST AMENDED ACCUSATION AND PETITION TO REVOKE PROBATION
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The board shall take action against any holder of a license who is guilty of unprofessional
conduct or whose license has been procured by fraud or misrepresentation or issued by mistake.

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

(fy The commission of any ac_t_involving moral turpitude, dishonesty, fraud, deceit, or
corruption, whether the act 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 |

drug or of alcoholic beverages to the extent or in a manner as to be dangerous or injurious to
oneself, to a person holding a license undet 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.

(k) The conviction of more than one misdemeanor or any felony, involving the use,
consumption, or self-administration of any dangerous drug or alcoholic beverage, or any
combination of those substances.

()  The conviction of a crime substantially related to the qualifications, functions, and
duties of a licensee under this chapter. The record of conviction of a violation of Chapter 13
(commencing with Section 801) of Title 21 of the United States Code regulating controlled
substances or of a violation of the statutes of this state regulating controlled substances or
dangerous drugs shall be conclusive evidence of unprofessiqnal conduct. In all other cases, the
record of conviction shall be conclusive evidence only of the fact that the conviction occurred.
The board may inquire into the circumstances surrounding the commission of the crime, in order
to fix the degree of discipline or, in the case of a conviction not involving controlled substances

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

5
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qualifications, functions, and duties of a licensee under this chapter. A plea or verdict of guilty or
a conviction following a plea of nolo contendere is deemed to be a conviction within the meaning
of this provision. The board may take action when the time for appeal has elapsed, or the
judgment of conviction has been affirmed on appeal or when an order granting probation is made
suspending the imposition of sentence, irrespective of a subsequent order under Section 1203.4 of
the Pen.al Code allowing the person to vvifhdraw his or her plea of guilty and to enter a plea of not
guilty, or sefting aside the verdict of guilty, or dismissing the accusation, information, or

indictment.

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

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

14, Business and Professions Code 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, Withiﬁ or
outside of a licensed pharmacy as authorized by this chapter.

15. Business and Professions Code section 4306.5 provides at sub-section “b” that
unprofessional conduct for a pharmacist may include:

(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 servi-ces.

16. Business and Professions Code section 4323 states:

Any person who, while on duty, sells, dispenses, or compounds any drug while under the

influence of any dangerous drug or alcoholic beverages shall be guilty of a misdemeanor.

6

FIRST AMENDED ACCUSATION AND PETITION TC REVOKE PROBATION




e ~1 O L LB W

O

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

17, Business and Professions Code section 4081 provides :

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

(b) The owner, officer, and partner of a pharmacy, wholesaler, or veterinary food-
animal drug retailer shall be jointly respousible, with the pharmacist-in-charge or designated
representative-in-charge, for maintaining the records and inventory described in this section,

(c) Thé pharmacist-in-charge or designated representative-in-charge shall not be
criminally responsible for acts of the owner, officer, partner, or employee that viclate this section
and of which the pharmacist-in-charge or designated representative-in-charge had no knowledge,
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
regulations pertaining to 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 practitioner acting in the usual course of his or her professional practice.
The responsibility for the proper prescribing and dispensing of controlled substances is upon the
prescribing practitioner, but a corresponding responsibility rests with the pharmacist who fills the
prescription. Except as authorized by this division, the following are not legal prescriptions: (1)

an order purporting to be a prescription which is issued not in the usual course of professional

7
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treatment or in legitimate and authorized research; or (2) an order for an addict or habitual user of
controlled substances, which is issued not in the course of professional freatment or as part of an
authorized narcotic treatment program, for the purpose of providing the user with controlled
substances, sufficient to keep him or her comfortable by maintaining customary use.

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

20, Health and Safety Code section 11170 provides:

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

STATE REGULATIONS

21.  Title 16 California Code of Regulations section 1714 provides in pertinent part:

(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. The pharmacy shall be of sufficient size and unobstructed area to accommodate the

safe practice of pharmacy.

(d) Each pharmacist while on duty shall be responsible for the security of the prescription
department, including 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 pharmacist.

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

(a) “Compounding” means any of the following activities occurring in a licensed pharmacy,
by or under the supervision of a licensed pharmacist, pursuant to a prescription:

(1) Altering the dosage form or delivery system of a drug

(2) Altering the strength of a drug

(3) Combining components or active ingredients

8
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(4) Preparing a drug product from chemicals or bulk drug substances

(b) “Compounding” does not include reconstitution of a drug pursuant to a manufacturer's
direction(s) for oral, rectal topical, or iﬁjectable administration, nor does it include fablet splitting
or the addition of flavoring agent(s) to enhance palatability,

| (c) “Compounding” does not include, except in small quantities under limited
circumstances as justified by a specific, documented, medical need, preparation 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 compounding practices. Additional parameters and requirements applicable solely to sterile
injectable compounding are stated by Article 7 (Section 1751 et seq.).

23.  Title 16 California Code of Regulations section 1735.2 provides at subdivision (d) .

(d) A drug product shall not be compounded until the pharmacy has first prepared a written
master formula record that includes at least the following elements:

(1) Active ingredients to be used.

(2) Equipment to be used.

(3} Expiration dating requirements.

(4) Inactive ingredients to be used,

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

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

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

24.  Title 16 California Code of Regulaigions section 1735.3 provides:

(@} For each compounded drug product, the pharmacy records shall include:

(1) The master formula record.

(2) The date the drug product was compounded.

(3) The identity of the pharmacy personnel who compounded the drug product,

(4) The identity of the pharmacist reviewing the final drﬁg product.

(5) The quantity of each component used in compounding the drug product.

9
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(6) The manufacturer, expiration date and lot number of each component. If the
manufacturer name is demonstrably unavailable, the name of the supplicr may be
substituted. Exempt from the requirements in this paragraph are sterile products
compounded on a 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 (USP-NF) (35th Revision, Effective May
1,2012), hereby incorporated by reference, to an inpatient in a health care facility licensed
under section 1250 of the Health and Safety Code.

{(7) A ﬁharmacy élssigned reference or lot number for the compounded drug product.

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

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

(d) Pharmacies shall maintain and retain all records required by this article in the
pharmacy in a readily retrievable form for at least three years from the date the record was
created. |

25.  Title 16 California Code of Regulations section 1774 provides:

(a) Unless otherwise directed by the Board, any pharmacy permit which is on probation 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 its officer, partners or owners, shall report to the Board or its
designees quarterly, either in person or in writing as directed; if the final probation report is
not made as directed, the period of probation shall be extended until such time as the final
report is made;

(3) Cooperate with the Board in its inspectional program;

(4) Post or circulate notice of conditions of probation so 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;

10
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(6) Provide evidence that owners or officers are knowledgeable in the laws pertaining to
pharmacy if deemed necessary by the Board.

(b) When the circumstances of the case so require, the Board may impose conditions of
probation in addition to those enumerated 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 provides :

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

(b) Even after conferring with the prescriber, a pharmacist shall not compound or dispense
a contfolled substance prescription where the pharmacist 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, subdivision {(a) provides that
the person identified as the pharmacist-in-charge of a pharmacy shall be employed at that
location and shall have responsibility for the daily operation of the pharmacy.

COST RECOVERY

28. Business and Profess_ions Code section 125.3 provides, in pertinent part, that the
Board may request the administrative law judge to direct a licentiate found to have commiited a
violation or yiolations 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 subjecting the
license to not being renewéd or r;:instated. If a case settles, recovery of inifestigation and
enforcement costs may be included in a stipulated settlement.

DRUG CLASSIFICATIONS

29.  Oxycodone / Oxycontin - Oxycbdone is a Schedule II controlled substance

pursuant to Health and Safety Code Section 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. Oxycodone is marketed

11

FIRST AMENDED ACCUSATION AND PETITION TO REVOKE PROBATION




e 1 Oy

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

either alone or in controlled release formulations, or in combination with non-narcotic analgesics
(e.g. aspirin or acetaminophen). Oxycontin (OxyContin) is a brand name for a popular extended
release formulation of oxycodone,

30. Hydrocodone - Hydrocodone is a Schedule II controlled substance pursuant to
Health and Safety Code Section 11055 (b)(1)(J) and is a dangerous drug within the meaning of
Business and Professions Code section 4211(a). Hydrocodone is a narcotic analgesic and used for
the relief of severe pain.

31. Hydrocodone /APAP is Schedule I1T controlled substance pursuant to Health and

Safety Code Section 11056 (e}(2) and is a dangerous drug within the meaning of Business and
Professions Code section 4211 (a) Hydrocodone /APAPisa drug product combining
Hydrocodone with Acetaminophen (“*APAP”).

32. Buprenorphine — Buprenorphine, also known by the brand name Subutex - is a

Schedule V controlled substance pursuant to Health and Safety Code Section 11058 (d) and is a
dangerous drug within the meaning of Business and Professions Codc section 4022, used for pain
relief and in treatment of opioid dependence. Buprenorphine/Naloxone, also known by the
brand name Suboxone, is a 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 are common to all causes for discipline in this matter:

a.  Atall times relevant herein, Respondent Natalya Skye (Respondent Skye) was 100%
owner and pharmacist-in-charge of Michael’s Pharmacy, a small retail pharmacy located in
Pasadena, CA.

b,  The probationary status of both Respondent and Michael’s Pharmacy effective
February 14, 2014, resulted in multiple investigatory visits and inspections of the pharmacy
between February and August of 2014, as detailed below, Additionally, in approximately April of
2014, the Board commenced investigation of two anonymous complaints against Michael’s

Pharmacy which had been posted on the Board’s internet website in January 2014. The first

12
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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 second complaint, similarly

alleged that two pharmacy technicians at Michael’s Pharmacy were entering the store when
Respondent Skye was not present, and were conducting large cash-only sales of narcotics “to
street drug dealers who routinely stop by the pharmacy (in the evening).” It was further alleged
that Michacl’s Pharmacy was engaged in fraudulent billing and falsifying telephone

prescriptions.

Oxycodone/Oxycontin Audit

c.  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
conduct an audit of the pharmacy’s Oxycodone/Oxycontin traffic,

d.  Oxycodone and Oxycontin are technically the same drug. Oxycontin is an extended
release form of Oxycodone — resulting from a chemical mechanism built into the Oxycontin
tablet which makes the distribution of medication prolonged instead of immediate.

e.  Due to poor record keeping practices of the pharmacy, different audit dates were used
(Audit 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: Oxycontin Audit dates: 01/16/2013
to 04/24/2014) — so that calculations covered overlapping time periods. between approximately
January 2013 and April 2014, ,

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

1.  Oxyvcodone 30mgIR — Between 12/14/2012 and 04/24/2014, Michael’s

Pharmacy could not account for/ was short 7, 300 tablets of Oxycodone (30 mg IR),
2, Ogxycontin 20 mg and 80 mg — Between 01/16/2013 to 04/24/2014, Michael’s

Pharmacy could not account/was short 60 tablets of Oxycontin (20 mg) and 410 tablets of
Oxycontin (80 mg).

117
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Hydrocodone Audit

g.  Onorabout April 25, 2014, a Board Inspector collected Michael’s Pharmacy’s
purchase, inventory and dispensing records and stock on hand records for a targeted audit of the
pharmacy’s Hydrocodone/APAP traffic, following a comment by one of the pharmacy
employees that Respondents “ordered a Iot” of Hydrocodone /APAP 10-325..

h, Hydrocodone /APAP is a dmg product combining Hydrocodone with
Acetaminophen (“APAP”). Prior to October 2014, Hydrocodone /APAP had been classified as a
Schedule III drug, with a reputation for being easier to divert than higher scheduled drugs.

1. The audit period chosen was for the recent four (4) month period between April 1,
2014 and August 1, 2014, and disclosed as follows:

Hydrocodone /APAP [5 mg Hydrocodone -- 325mg Acetaminophen}

Purchases Dispensed | Stock on hand | Difference

4/1 — 4/1 — 4/1 - _ 4/1 -

8/19/14 8/19/14 8/19/14 8/19/14
2000 769 147 -84

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

Purchases Dispensed * | Stock on hand | Difference

4/1 — 4/1 = 4/1 4/1 —

8/19/14 8/19/14 8/19/14 8/19/14
17,000 3.090 221 -11,739

j. Hydrocodone Audit Results - This targeted audit revealed pharmacy drug stock
unaccounted for as follows:

1.  Hydrocodone /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 tablets of Hydrocodone /APAP 5-325
2. Hydrocodone /APAP [10 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 11,739 tablets of Hydrocodone /APAP 10-325,
/77
/T
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Corresponding Responsibility Analysis

k. To investigate controlled substance dispensing practices of the pharmacy, a Board
Inspector obtained and analyzed CURES? reports for schedule IT through IV controlled
substances dispensed (and transmitted to CURES) by Michael’s Pharmacy from 01/03/2011 to
02/07/2014 for trends and patterns consistent with diversion activity. These patterns inciuded an
unusually large proportion of cash sales, and that there was an excessive distance between the
locations of the prescriber’ and Michael’s pharmacy . Reviewing the patient list and dispensed
drug list for each prescriber identified — the Inspectors derived a list of prescribing doctors for
further investigation including Dr. Choudhury, Dr. Smith and Dr, Swaby.

1. The Inspector sent Dr. Choudhury, Dr. Smith and Dr, Swaby a list of dispensed
controlled substances from Michael’s pharmacy obtained from the CURES data, and asked
whether they had actually written the prescriptions listed. Each provided attestations 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 numbers, but that
prescriptions dispensed from Michael’s pharmacy showed their old/previous DEA registration
numbers.

m.  On April 24, 2014 , the Inspector conducted an inspection of Michael’s Pharmacy,

during which he requested and obtained hard copy prescriptions for each controlled substance

? The CURES (Controlled Substance Utilization, Review and Evaluation System) program
was initiated in 1998, and requires mandatory monthly pharmacy reporting of dispensed schedule
It controlled substances (CII). Enabling statutes were amended in January 2005 to include
mandatory weekly reporting of CII-IVs. 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 prescribers to evaluate and
determine whether their patients are utilizing their controlled substances correctly. The data may
be used to aid in determining if a patient has been to multiple prescribers and multiple pharmacics
to fill controlled substance prescriptions.

3 A pattern of excessive distance between the locations of physician prescribers and
Michael’s Pharmacy was clear from the CURES data analysis, Regarding the 3 physicians
referenced in this accusation - Dr, Choudhury’s office was approximately 31 miles from
Michael’s 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
arca, the standard trade distance for a pharmacy is approximately five (5} miles.

15
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prescription dispensed under the names of Dr. Choudhury, Dr, Smith and Dr. Swaby, totaling 208
prescriptions, as well as inventory records, and dispensing reports to be used in later analysis.
The Inspector further interviewed Respondent Skye about what steps or criteria were used at
Michael’s pharmacy to determine whether a prescription was medically legitimate, During that
interview, Respondent Skye admitted that she had never spoken to Dr. Choudhury, Dr. Smith or
Dr. Swaby,

n.  Based on evidence thus obtained, the Inspector determined that the pharmacy did not
routinely follow any protocol for prescription verification in‘day-to-day operation of Michael’s
pharmacy , and had no written policies regarding dispensing of controlled substances, Of 125
hard copy prescriptions reviewed for Dr. Choudhury, Dr. Smith and Dr. Swaby, only 8 showed
any notations or written documentation suggesting verification by the pharmacy was attempted.
Respondents routinely filled prescriptions without appropriately scrutinizing their own patient
records to verify medical legitimacy of prescriptions.

0.  Based on his training and experience, informatio.n provided by Respondent Skye, and
his analysis of Michael’s pharmacy records related to prescriptions of Dr. Smith, Choudhury and
Swaby as described here, the Board inspector concluded that Respondents had failed in their
corresponding responsibility to verify the medical legitimacy of prescriptions purportedly written

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

were not legitimate, including but not limited to :

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

2. .Irregular pattern of a repeating group of patients exhibiting doctor shopping activity

using prescriptions from Dr. Smith, Choudhury and Swaby.

3. Irregular pattern of dispensing prescriptions from Dr. Swaby and Choudhury whose

offices were a significant distance away from the pharmacy.

4. Irregular pattern of nearly all diagnoses involved lumbar issues. The diagnoses were

not varied.

5. Varying signatures on prescriptions received, especially for Dr. Choundhury.
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6.  Lack of specific code signifying a doctor was certified to prescribe buprenorphine for

opioid tolerance/dependence.

7. Dr. Smith’s prescripﬁons were written with oddly extended void after dates. In

addition, the prescriptions found at Michael’s Pharmacy should have not been used after

2006. |

8.  Dr. Swaby’s prescriptions initiating patients on the highesf doses of oxycodone

without any pharmacy records showing upward tapering.

9. Michael’s Pharmacy filled prescriptions invalid on their face due to warning notices

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

prescription is written per blank”).

p.  Looking at the totality of circumstances regarding Dr, Choudhury, Dr, Smith or Dr.
Swaby - 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 Michael’s Pharmacy , the volume of the
prescriptions presented from these prescribers, Michael’s Pharmacy ’s dispensing histéry, the
manner in which these prescriptions were presented to the pharmacy, and the use of invalid or
superseded prescription forms — Respondent should have questioned the legitimacy of the 208
prescriptions presented for these prescribers. The omission to do so resulted in the repeated
dispensing of controlled substances to persons diverting controlled substances by use of falsified
prescriptions and/or patients engaged in doctor shopping activity.

q.  Buprenorphine Prescriptions — Respondent’s handling of multiple prescripﬁons for
the drug Buprenorphine provide an example of repeated failure to catch or investigate obvious
prqscription eITors.

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

were approved for outpatient treatment for opioid dependenée by specially qualified

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

the first several days of opioid dependency treatment). Buprenorphine in combination with

naloxone (Subuxone) is recommended for maintenance therapy due to the presence of

naloxone, an opioid antagonist. A pharmacist is reasonably expected to verify that any
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Buprenorphine prescriptions received were from specially trained physicians in compliance

with DATA, as indicated by a specific code on the prescription.

2. Michael’s Pharmacy records show that Buprenorphine was dispensed to patient

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)

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

above, is for induction therapy (when a patient initiates weaning off of opicid products) —
this patient’s purported use of this drug for almost two (2) years is suspicious and
reasonably re(iuired investigation.

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

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

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

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

prescriptions and subsequent refills although the pfescriptions were legally invalid, and did

not bear a specific code identifying authorized buprenorphine prescribers. |

Practice Without a Valid License (April 2014)

r, Respondent failed to timely submit required paperwork and fees to renew her
pharmacist license, resulting in expiration of her license 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 March 31, 2014 and May 1, 2014, when the license was
renewed.

s.  After Respondent’s delinquent renewal status came to the attention of the Board’s
probation staff, a Board Inspector made an unannounced visit to Michael’s Pharmacy, where she
found Respondent working as the only pharmacist on duty, inside the pharmacy.

t. Respondent’s license had expired on the last day of March, 2014. The Inspector
discerned that Respondent nevertheless had worked as the enly pharmacist on duty at Michael’s

nearly every day of April prior to April 24, 2014.
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u.  On April 30, 2014, at approximately 1:45 pm the Inspector made a second
unannounced visit, finding (1) Respondent was the only pharmacist on duty ; and (2) Respondent
was observed to be acting in the capacity of a pharmacist

Compounding Violations (Inspection — April 2014)

v.  During an inspection of Michael’s Pharmacy on April 24, 2014, a Board inspector
observed that Respondents had 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 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 were
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 Consciousness While Driving (April 2014)

w.  On April 28, 2014, 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 of
her car, She was arrested at the scene by California Highway patrol officers pursuant to Vehicle
Code section 23152(A) (driving under the influence of alcohol/drug).

Xx. Onor about April 30, 2014, during an in—persoﬁ interview about the incident with a
Board Inspector, Respondent 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 been in eight (8)
car accidents since January, 2014. 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.

Overdose at Pharmacy (August 2014)

y.  Onorabout August 1, 2014 at a Pasadena hospital 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
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influence of Controlled 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 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,

4sy 50

That sample tested positive for both “opiates™ and “benzodiazepines”.

z.  Respondent was working as a pharmacist at Michael’s Pharmacy on August 1, 2014
prior to the 911 emergency call — though pharmacy employees reported that Respondent was
“acting crazy” and “behaving differently” that day:, and that she “appeared unsteady and had
slurred speech.” Pharmacy employee LO stated that she (LO) had 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 OK — to just
let her sleep. However, LO noticed that SR’s lips were turning blue — so they tried to wake her.
Finding her unrésponsive, they called 911,

Discovery of Self-Dispensing

aa.  Investigating circumstances leading to the 911 call from Michael’s Pharmacy on
August 1, 2014 Board Inspectors reviewed Respondent’s Prescription Profile from 1/1/2012
to 8/19/2014, showed multiple controlled substances, including Lorazepam, dispensed to

Respondent from Michael’s Pharmacy. as follows:

1. Oxycodone/APAP 5-325 #20 71272012
2. Oxycodone/APAP 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

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

own prescriptions,” information corroborated by pharmacy documents,

L

“ 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. Lorazepam is a benzodiazepine.

20

FIRST AMENDED ACCUSATION AND PETITION TO REVOKE PROBATION




N s N * Y V. T N

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

Passcode Violation 7

cc. During an August 19, 2014 inspection, which occurred while Respondent Skye was
enrolled in the Maximus diversion program, and suspended from practice per program
requirements, the Board inspector inquired of Michael’s Pharmacy staff who was ordering
Schedule I controlled drugs in Respondent Skye’s absence. An unlicensed employee (LO)
admitted that she (LO) was ordering drugs — and that Respondent had given her the confidential
CSOS passcode.’ ~ and provided documents showing two (2) separate purchases by LO, made
during Respdndent’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™). 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.

FIRST CAUSE FOR DISCIPLINE
(Failure to Maintain Operational Standards and Security)

34.  Respondent SKYE is subject 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 Title 16, California Code of Regulations section 1714 subdivision (b )
and/or (d) in that pursuant to Board audits as noted below Respondent failed to maintain
pharmacy security or provide effective controls against theft or diversion, resulting in massive
inventory losses with no records to account for the whereabouts or disposition of missing drug
stock.

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

5 Schedule II 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 specific — and used to order Schedule Il drugs
electronically from a wholesaler,

21
FIRST AMENDED ACCUSATION AND PETITION TQO REVOKE PROBATION A




ot B

10
11
12
13
14
15
16

17 |
18 .

19
20
21
22
23
24
25
26
27
28

b,  Oxycontin/Oxycodone Inventory Losses - Per Board audits encompassing
the approxi@ately sixteen month period between 12/14/2012 and 04/24/2014 the pharmacy -
had a shoﬁage of 7, 300 tablets of Oxycodone (30 mg IR), 60 tablets of Oxycontin (20 mg)
and 410 tablets of Oxycontin (80 mg).

SECOND CAUSE FOR DISCIPLINE
(Failure to Assume Corresponding Responsibility to Assure Legitimacy of Prescriptions)

35. Respondent SKYE is subject to disciplinary action 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, subdivision (a) and Title 16 California
Code of Regulétions section 1761, in that, between January 3, 2011 and February 7, 2014,
Respondent and Michael’s Pharmacy dispensed controlled substance prescriptions pursuant to
prescriptions which Were.invalid and/or falsified and/or contained significant errors, omissions,

irregularities, uncertainties and/or ambiguities, which Respondent failed to observe or address,

due to her failure to operate the pharmacy in a manner compliant with corresponding

responsibility requirements to verify legitimacy of controiled substance prescriptions, as follows:

a.  Choudhury, Smith and Swaby Prescriptions — Individually and as
Pharmacist In Charge; Respondent failed in her corresponding responsibility to verify the
medical legitimacy of 208 falsified controlled substance prescriptions purportedly written
by Dr..Choudhury, Dr. Smith and Dr. Swaby,

b.  Buprenorphine Prescriptions - Individually and as Pharﬁacist In Charge,
Respondent failed in her corresponding responsibility to verify the medical legitimacy of
prescriptions for the drug Buprenorphine dispensed on 50 (fifty) instances from 04/30/2012
to 01/31/2014 to patient Vasily A.

¢.  No Protocol For Verification - Individually and as Pharmacist In Charge,
Respondent failed in her corresponding responsibility to verify the medical legitimacy of
prescriptions due to the failure to use or establish any protocol or implement routine
practices for prescription verification in day-to-day operation of Michael’s Pharmacy.

/1
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THIRD CAUSE FOR DISCIPLINE
(Failure of Pharmacist to Exercise Corresponding Responsibility)

36. Respondent SKYE is subject to disciplinary action under Business and Professions
Code section 4300 for unprofessional conduct as defined in section 4301, subdivisions (j) and (o)
in conjunction with section 4306.5 subdivision (b) in that between January 3, 2011 and February
7, 2014, Michael’s Pharmacy dispensed controlled substance prescriptions pursuant to
prescriptions which were invalid and/or falsified and/or contained significant errors, omissions,
irregularities, uncertainties and/or ambiguities, which Respondents failed to observe or address in
a manner compliant with corresponding responsibility requirements (Hgalth and Safety Code
section 11153(a); Title 16 California Code of Regulations section 1761) as described in
paragraphs 33 and 35 above. As owner and Pharmacist-In-Charge of Michael’s Pharmacy,
Respondent Skye’s failure to establish and/or implement routine practices for prescription
verification in day-to-day operation of the pharmacy, or otherwise ensure compliance with
corresponding responsibility requirements - constitutes acts or omissions that involved the failure

to exercise or implement her best professional judgment or corresponding responsibility.

FOURTH CAUSE FOR DISCIPLINE
(Failure to Maintain Records of Acquisition and Disposition)

37. " Respondent SKYE is subject 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 4081, sﬁbdivisions (a) and (b) requiring that all records of
acquisition 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 audit for dates between
April 1, 2014 and August 19,2014, the pharmacy had a shortage of 11,739 tablets of
Hydrocodone/APAP 10 -325 tablets and 84 tablets of Hydrocodone /APAP 5-325 — with no
records to account for the whereabouts or dispositioh of fhe missing drug stock.
b.  Oxycontin/Oxycodone Inventory Losses - Per Board audits encompassing

the approximately sixteen month period between 12/14/2012 and 04/24/2014 The pharmacy
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had a shortage of 7, 300 tablets 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.

FIFTH CAUSE FOR DISCIPLINE
(Operation of Pharmacy With Unlicensed Pharmacist)

38. Respondent SKYE is subject 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 4036 (which requires that only the holder of an unexpired and

active pharmacist license issued by the Board is entitled to practice within the licensed pharmacy
premises) in that on dates between April 1, 2014 and May 1, 2014:
a.  Respondent Skye maintained her employment as pharmacist-in-charge of
Michael’s Pharmacy and in that capacity and otherwise engaged in acts (set forth in Title
16 California Code of Regulations section 1793,1") requiring an unexpired and active

pharmacist license

SIXTH CAUSE FOR DISCIPLINE
(Violations Related to Compounded Drug Products)

39.  Respondent SKYE is subject to disciplinary action under Business and Professions

| Code section 4300 for unprofessional conduct as defined in Business and Professions Code

section 4301, subdivisions (j) and (0), in conjunction with Title 16 California Code of
Regulations (CCR) sections 1735.2 and 1735.3, subdivision (a), in that during an inspection of

Michael’s Pharmacy on April 24, 2014, compounded drug products prepared by the pharmacy

" Title 16 California Code of Regulations section 1793.1 provides: Only a pharmacist, or an intern
pharmacist acting under the supervision of a pharmacist, may:

(a) Receive a new prescription order orally from a prescriber or other person authorized by law.,
(b) Consult with a patient or his or her 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, evaluate 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 professional judgment.
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were found to be noncompliant with labeling and record-keeping requirements as follows:

a. 16 CCR §1735.2 (d) (No Master formula Record) - On or about April
24,2014, the pharmacy compounded 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 pharmacy did not have a written master formula record for this
compounded product as required by 16 C.C.R.section 1735.2(d).

b. 16 CCR §1735.3 (a)(2)(3)(4)(5)(6) (No Compounding Record) On or
about April 24,2014, the pharmacy 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 used vial. |

¢. 16 CCR §1735.3 (a) (5) (Incorrect Quantity on Label) — On or about
April 24, 2014, a bottle of 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. Respondent SKYE is subject to disciplinary action under Business and Professions

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

conjunction with Health and Safety Code section 11170, in that on dates between January 2012

and August 19, 2014, Respondent filled her own prescriptions (furnished to herself) controlled

substances as follows:

(1).  Oxycodone/APAP 5325  #20  7/12/2012
(2).  Oxycodonc/APAP 5-325  #30  11/26/2013

(3). Alprazolam 0.25mg #30  3/2172014
4). Lorazepam 2mg #30  4/7/2014
(5). Amphetamine 10mg #30  5/22/2014

EIGHTH CAUSE FOR DISCIPLINE
(Conviction of a Substantially Related Crime)

41.  Respondent SKYE is subject to disciplinary action under Business and Professions

4300 for unprofessional conduct as defined in section 4301, subdivision (1) in that Respondent has
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been convicted of crimes substantially related to the qualifications, functions or duties of a
registered nurse which to a substantial degree evidences her present or potential unfitness to
practice in a manner consistent with the public health, safety, or welfare, as follows:
UNDER THE INFLUENCE OF CONTROLLED SUBSTANCE (OPTATES) -2015
a.  On or about February 2, 2015, after pleading nolo contendere, Respondent was
convicted of one misdemeanor count of violating Health and Safety Code section 11550 (a)
[Under The Influence Of A Controlled Substance - Opiates] in the criminal proceeding
entitled The People of the State of California v. Natalya Skye (Super. Ct, L.A. County,
2014, No.4PS02484). The Court deferred sentencing and placed Respondent on summary
probation — ordering her to complete a 6 month drug counseling program (including drug
testing) , complete 100 hours of community service, and comply with specified conditions,
including a prohibition against use or possession of “any narcotics, dangerous or restricted
drugs or associated paraphernalia, except with a valid prescription, and stay away from
places where users or sellers congregate.” Respondent is also prohibited from “associating
with drug users or sellers (unless attending a treatrﬁent program).”
b.  The circumstances underlying the conviction are that on or about August 1,
2014, Respondent’s 66 year old mother was treated by paramedics for a drug overdose and
transported to a hospital for emergency treatment fcﬁlowing a 911 call from “Michael’s
Pharmacy” - a pharmacy owned and operated by Respondent %, located in the city of
Pasadena. Respondent was then arrested at approximately 3:50 pm, after a hospital social
worker contacted police to report her 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. That sample tested positive for both

Das 10 5

“opiates™ and “benzodiazepines

8 As noted above, Respondent holds licenses with the California Board of Pharmacy as a
pharmacist (Original Pharmacist License No.55396) and as owner of Michael’s Pharmacy
{Pharmacy Permit No. PHY 47549).

-2 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. Lorazepam is a benzodiazepine.
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EXHIBITION OF SPEED - 2014 |

¢.  Onor about December 17, 2014, after pleading nolo contendere, pursuant to a
plea agreement, Respondent was convicted of one interlineated misdemeanor count of
violating Vehicle Code section 23109 C [Exhibit of Speed] in the criminal proceeding
entitled The People of the State of California v. Natalya Skye (Super. Ct. L.A. County,
2014, No.4VY03383). The Court suspended sentencing and placed Respondent on
summary probation for 24 months, ordering payment of restitution and fines, requiring her
to comply with specified conditions, including a prohibition against use or possession of
“any narcotics, dangerous or restricted drugs or associated paraphernalia, except with a
valid prescription, and stay away from places where users or sellers congregate.”
Respondent is also prohibited from “associating with drug users or sellers (unless attending
a treatment program),”

d.  The circumstances underlying the conviction are that on or about April 28,
2014, Respondent had an automobile 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 California Highway patrol officers pursuant to Vehicle Code
section 23152(A) (driving under the influence of alcohol/drug). 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.

NINTH CAUSE FOR DISCIPLINE
{Conviction of a Crime Involving Consumption of Dangerous Drugs)

42.  Respondent SKYE is subject to disciplinary action under Business and Professions
4300 for unprofessional conduct as defined in section 4301, subdivision (k) in that on or about

December 17, 2014 and on February 2, 2015, Respondent was convicted of misdemeanor crimes

11 See footnote 5
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involving use, consumption or self-administration of dangerous drugs. Complainant refers to, and

by this reference incorporates, allegations of paragraph 41 above.

TENTH CAUSE FOR DISCIPLINE
(Use of Controlled Substance(s) to the Extent That Use Impairs Safety)

'43. Respondent SKYE is subject to disciplinary action under Business and Professions
4300 for unprofessional conduct as defined in section 4_301, subdivision (h) in that, on multiple
instances noted below, Respondent used controlled substances to an extent or in a 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 Michael’s

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 of her car.
Respondent’s acts and omissions on this date resulted in her criminal conviction of
December 17, 2014.

b. . August 1,2014 - On August 1, 2014 at a Pasadena hospital 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 Controlled Substance), A blood sample voluntarily provided by
Respondent at the time of her arrest, tested positive for both “opiates'” and
“benzodiazepines".” Respondent’s acts and omissions on this date resulted in her criminal
conviction of February 2, 2015,

(1) Respondent was working as a pharmacist at Michael’s Pharmacy on August 1,

2014 prior to her mother’s medical emergency. Pharmacy employees reported to Board

2 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. Lorazepam is a benzodiazepine.
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investigators that Respondent was “acting crazy” and “behaving differently” that day, and
that she “appeared unsteaﬂy and had slurred speech.”
d.  August 13, 2014 - On or about August 13, 2014, Respondent Skye was
. accepted into the Board’s Diversion Program for treatment of substance abuse, Twenty-two
(22) days later - on or about September 4, 2014 - Respondent was terminated from the -
program and deemed a pubﬁc risk and “NOT safe to practice” by the Program Manager.

ELEVENTH CAUSE FOR DISCIPLINE
(Practice as Pharmacist While Under the Influence)

44. Respondent SKYE is subject 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 working as a pharmacist at Michael’s Pharmacy on or about April 28,

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

TWELFTH CAUSE FOR DISCIPLINE
(Violation of Federal Pharmacy Regulations)

45. Respondent SKYE is subject to disciplinary action under Business and Professions

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

conjunction with Code of Federal Regulations section 1311.30, subdivision '(c), in that in August,

2014, Respondent gave her confidential CSOS passcode to an unlicensed employee, 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.

JURISDICTION FOR PETITION TO REVOKE PROBATION

46. The original Petition to Revoke Probation herein, filed concurrently with an
Accusation matter, was filed on or about November 21, 2014, and duly served to Respondents,
each of whom filed a timely Notice of Defense. This Petition to Revoke Probation is brought
before the Board pursuant to the Decision and Order(s) In the Matter of the Accusation Against

Michael's Pharmacy , Inc. d.b.a. Michael's Pharmacy and Natalya Skye, Case No. 3824, and
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Condition 14 (Skye Order- Exhibit A), and Condition 12 (Michael’s Pharmacy Order — Exhibit

B) which term and condition states:

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

If respondent violates probation in any respect, the board, after giving respondent
notice and an opportunity to be heard, may revoke probation and carry out the disciplinary
order that was stayed. Notice and opportunity to be heard are not required for those
provisions stating that a violation thereof may lead to automatic termination of the stay
and/or revocation of the license. Ifa petition to revoke probation or an accusation is filed
against respondent during probation, the board shall have continuing jurisdiction and the
period of probation shall be automatically extended until the petition to revole probation or

accusation is heard and decided.

FIRST CAUSE TO REVOKE PROBATION
(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 hecause she failed to
comply with Condition 2, as follows:
a. Substantially Related Criminai Convictions - Respondent has obtained two
criminal convictions, both involving dangerous use of controlled substances, on December
17, 2014 and February 2, 2015, as more fully set forth in the, FEighth, Ninth and Tenth
Causes for Discipline (paragraphs 41 through 43) of the Accusation filed herewith.
b. Numerous Violations of Pharmacy Law - Respondent has engaged in

numerous violations of pharmacy law, as set forth in more detail in the First through
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Twelfth Causes for Discipline (paragraphs 33 through 45 ), and each of them, in the

Adcusation filed herewith ,

SECOND CAUSE TO REVOKFE PROBATION
(Practiced Pharmacy Without a Current, Valid License)

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

probation,...”

50. Respondent Skye’s probation is subject to revocation because she failed to comply
with Probation Condition 10, in that Respondeﬁt failed to timely submit required paperwork and
fees to renew her pharmacist 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 sole pharmacist at Michael’s Pharmacy for the month between March 31, 2014 and

May 1, 2014~ at which time the license was renewed.

THIRD CAUSE TO REVOKE PROBATION
(Violation of Suspension Order)

51, Atall times after the effective date of Respondent Skye’s probation, Condition 1 of

the probation order stated:

L1

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 any 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 manufacturer, or where
dangerous drugs and devices or controlled substances are maintained. Respondent shall not

practice pharmacy nor do any act involving drug selection, selection of stock,
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manufacturing, compounding, dispensing or patient consultation; nor shall respondent
manage, administer, or be a consultant to any licensee of the board, or have access to or
control the ordering, manufacturing or 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.
Respondent shall not perform the duties of a pharmacy technician or a designated
representative for any entity licensed by the board.

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

Failure to comply with this suspension shall be considered a violation of probation,”

(emphasis added)

52. Respondent Natalya Skye’s probation is subject to revocation because she failed to
comply with Condition 10, which Respondeht admitted to her probation monitor during 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, Inorder to determine the degree of discipline, if any, to be imposed on Respondents,

Complainant alleges the following:

a.  On or about August 22, 2014, Cardinal Health ( a licensed drugr wholesaler) notified

thé Board that it had suspended Michael’s Pharmacy’s account from ordeting controlled and
monitored substances based in their determination that continued sales to this customer created an
unreasonable risk of potential diversion.
PRAYER
WHEREFORE, Complainant requests that a hearing be held on the matters alleged in this
First Amended Accusation and Petition to Revoke Probation, and that following the hearing, the

Board of Pharmacy issue a decision:
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1. Revoking the probation that was granted by the Board of Pharmacy in Case No. 3824
and imposing the disciplinary order that was stayed thereby revoking Pharmacist License Number

RPH 55396 to Natalya Skye;

2. Revoking or suspending Pharmacist License Number RPH 55396 issu‘ed to Natalya
Skye ; a

3. Ordering Natalya Skye to pay the Board of Pharmacy the reasonable costs of the
investigation and enforcement of this case, pursuant to Business a'nd Professions Code section

125.3; and

4. Taking such other and further action as deemed necessary and proper,

DATED: 75z, //5’ . OM—;\?W C/-M

VIRGINIA HEROLD
Execubive/Officer.

Board of Pharmacy
Department of Consumer Affairs.
State of California
Complainant
LA2014512487
51832523.doox
33

FIRST AMENDED ACCUSATION AND PE'I‘I‘I'ION TO REVOKE PROBATION




"EXHIBIT A

To First Amended Accusation and Petition to Revoke Probation

Decision and Order as to Respondent Natalya Skye
Board of Pharmacy Case No. 3824




BEFORE THE,

BOARD OF PHARMACY
DEPARTMIENT OF CONSUMER AFFAIRS

STATE OF CALIFORNIA
In the Matter of the Accusation Against: Case No. 3824
MICHAEL'S PHARMACY, INC,, -
d.b.a. MICHAEL’S PHARMACY STIPULATED SETTLEMENT AND
NATALYA SKYE, DISCIPLINARY ORDER
PHARMACIST-IN-CHARGE
960 East Green Streel [AS AGAINST RESPONDENT

" Pagadena, CA 91106 | NATALYA SKYF, ONLY]
Pharmacy Permit No, PHY 47549 o o .
AND
NATALYA SKYE
14569 Benefit St., #102
Sherman Qaks, CA 91403
Pharmacist License No, RPH 55396
Respondents,
DECISION AND ORDER

The atiached Stipulated Seftlsment and Disciplinary Ordér is hereby adopted by the

Board of Pharmaoy, Department of Consumer Affaits, as it Declsion in this matter.

This decision shall become effective on February 14, 2014, -
1t s so ORDERED on February 7, 2014,

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

/?(m

By L
STAN C, WEISSRER

Board President
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KAMALA D, HARRIS !

Attorney General of Callfornia
GREGORY 1, SALUTE
Supervising Deputy Attorney General
SUSAN MELTON WILSON
Deputy Attorney General
State Bar No, 106902
300 So. S{)Ting Street, Suite 1702
Los Angeles, CA 90013
. Telephone: (213) 897-4942
Facsimile: (213) 897-2804
E-mail: Susan, Wilson@doj.ca. gov
Attorneys for Complainant

"Original Pharmacist License No, RPH 55396 -

BEFORE THE
| __BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA, ,
1 In the Maiter of the Accusation Agalnst: Case No, 3824
MICHAEL’S PHARMACY, INC., - | _
0,b.2.MICHAEL’S PHARMACY STIPULATED SETTLEMENT AND
NATALYA SKYE, _ DISCIPLINARY ORDER )
060 ot reen o S ASAINIT RESTONDENT
. 1] . .
Pasadena, CA 91106 : KYF ONLY]
Phermacy Permit No PHY 47549
AND |
NATALYA SKYE
14569 Benefit 8., #1072

Sherman Oaks, CA 91403

Respondents,

IT 1S HRREBY STIPULATED AND AGREED by and betwoen the partios 1o the above-
entitled proceedings that the following matters are trqe:
PARTES
1. Virginia Hoerold (Qomplainant) is the Bxeoutlve Offioer of the Board of Pharmacy,
She brought this a;:tion solely in her official cézpao;ity and is represented in this matter by Kamala
D, Hatris, Attorney General of the State of California, by Susan Melton Wilson, Deputy Attorney
(eneral.

STIPULATED SETTLEMENT (3824)
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2. . Respondent Natalya Skye (Respondenf) Is represented In this proceeding by atiorney
Herbert Weinberg, whose address is; Law Offices of MeGuire Woods 1800 Century Park West,
8th. F!oo‘r,' Lés,A-ngclcs, CA 90067 | | _

3, Onorabout June 23, 20I04, the Board of Pharmacy issued Original Pharmacist
License No. RPI-If553 96 to Natalya Skye (RﬂSpondeét). Respondt_ant Skye i3 and, has been
Pharmacist-In-Charge of Michaél’s_ Pharrnacy, (Pharmacy Petmit No, PHY 47549 ) since
November 7, 2006, Her Original Pharmaoist Lioense‘was in full forée and effect at all times
relevant to'the charges brought in Accusation No. 3824 and will expire on March 31, 2014, unless
renewed,

JURISDICTION

4. Accysation No, 3824 was filed before the Board of Pharmacy (Boerd} , Department
of Consumer Affairs, and ig currently pending against Respondent, The Accusation and all other
statutorily required documents were pr'operly served on Respondent on September 14, 2012,
Respondent timely 1::“ﬂed her Notlee of Defense contesting the Acousation.

5. A copy of Acousation No, 3824 is attached as Exhibit A and incotporated herein by
reference, ' | |
ADVISEMENT AND WAIVERS
6, Respondent has carefully read, fully discussed with counsel, and understands the

chargos and allegations in Accusation No, 3§24, Respondent has also carefully read, fully

digcussed with counsel, and understands the effeots of this Stipulated Settlement and Disciplinary

Order, ' ‘

7. Respondentis fully awase of her tegal rights in this mattef, includiﬁg the right to a
hearing on the charges and allcgatidxls in tht; Accusation; the right to be represenied by counsel at
her own sxpense; the right to confront and orbss-examin’e the witnesses égainst her; the right to
pregent avidence and to testify on her own behalf; the right to the {ssuance of subpoenas to
compel the attendance of witnesses and the production of documents; the right to reconsideration
and court review of an adverse ‘dec'ision; and all other rights accorded by the California

Administrative Procedute Act and other applicable laws.
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8. Respondent voluntarﬂy, knowlngly, and intelligently waives and gwas up each ami
every right set forth above, _
© CULPABILITY
9,  Respondent admits the truth of each and every bhaxgc and allegation in Accusation
No. 3824, | |
10, Respondent agrees that her Orlginal Phariﬁaoist License Is subject to discipline and
she agrees to be bound by the Board's pro'bafcionary terms ag set forth in the Disciplinary Order
below. S
CONTINGENCY
11. This stipulation shall be subject to approval by the Board of Pha.t“macy. Respoﬁdcnt
understands and agrees that counsel for Complainant and the staff of the Board of Phatmacy may
communicé.te directly with the Board regarding this stipu!ation and seftlement, withouf notice o
or p‘a:rtioipat;'bn by Respondent or her counsel, By signing the stipulation, Respondent
understandé and agroes that she may mt. withdraw her dgreement or seek to rescind the stipulation

prior to the time the Board considers and acts upon it, If the Board falls to adopt this stipuiation

a8 1ts Decision and Order, the Sﬁpﬁiated Setflement and Disciplinary Order shall be of no foree or{

eﬁfect, except fo'rlthis paragraph, it shall be inadmissible in any legal action between the parties,
and the Board shall not be disqualified from farthei actjon by having considered this matter,
12, The parties understand and 'agrqe that facsimile c;)}':)ies of this Stipulated Setflement

and Disciplinary Orde:r, including facsimile signatures thereto, shall have the same force and

effect as the ot iginals,

13, This Stipulated Settlemcnt and Dtsolplmmy Order is intended by the pasties to be an .
integrated writing representing the complete, final, and pxclusive embodiment of thelr agreement.
1t sypersedes any ar}d‘all prior of contemporaneous agreemaents, undersianclings, discussions,
negotiations, and commitments (written or aral).' 'This Stipulated Settlement and Disciplinary
Order may not be altered, mnénded, modified, supplemented, or otherwise changed except by a

writing executed by an guthorized representative of qéch of the parties, -
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14, In consideration of the f(.)rcgoing admissions and stipulations, the parties agreo that

the Board may, without further notice or formal prooeeding, issue and enter the following

DISCIPLINARY QRDER
IT IS HEREBY ORDERBD that Original Pharmacist License No, RPH 55396 issued to

Disciplinacy Order!

Respoﬁdent Natalya Skye (Respondent) IS REVOKED, Howover, the revoeation is stayed and
Respondent is placed on probation for five (5) years on the following termg and conditlons,

1, Suspension ' '

As part of probation, respondent is suspended from the practice of pharmacy for 30‘(‘r;hirty)
days beginning the effective date of this decigion,

During suspeﬁsiom respondent shall not enter any pharmaqu area or any portion of the
icensed premises of a wholesaler, veterinary food-animal drug retailer or any othex distributor of
drugs which is licensed by the board, or any manufhctﬁre:r, ot whete dangerous drugs and devices
or controlled substances are mainialned. Respandent shall not practice pharmacy nor do any act
involving drug selection, gelection oﬂf stock, manufactuﬁng, compounding, dispensing or patient
consultation; nor shall respondent manage, administer, or be 4 consultant fo any licenses of the
board, or have access to or control the ordering, manufacturing or digpensing of -dangeréus drugs
and devices or controlled substances, h -

Respondent shall not engaéc in any activity that recuires the professional judgment of a
pharmacist. Respondent shall not direct or control any aspect of the practice of phatmacy,
Respondent shall not perform the duties of a pharmacy technician or & designated representative
for any entity Bcensed by the board., ‘

Subject to t}}c above resirictions, regpondent may continue to own ot hold an iterest in any
licensed premisges in'which she holds an interest at the time thig decision becomes effective uniesy
otherwise specified in this order,

* Failure to comply with this suspension shall be considered a violation of probation,

2. Obey All Laws

Respondent shall obey all state and federal laws and regulations,

4
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Respondent shall report any of the following pccurrences to the Boa:rd, in writing, within
seventy-two (72} hours of such occurrencs: | |
¢ anavrest or issuance of g criminal complégint for violation of any provision of the .
Pharmacy Law, state and federal food and drug laws, or state and federal controlied
substances laws ' |
+  aplea of guilty or nolo contendre in any state or federel oriminal proceeding to any
eriminal complaint, information or indictment
~« ' goonviction of any crime
+  discipling, citation, of other administrative action ﬁledlby anly state or federal agency
. which involves respondent’s pharﬁxacist loense or which is related to the ptactice of
pharmacy or the matfacturing, obtaining, handling, distributing, billing, or charging
'fo'r any drug, device or controlled substance,
Failure to timely reporf such occurrénce shall be-considered a violation of probation, |
3. Report to the Board , |
Respondent shall report to the board quarterly, on a schedule a8 direotcd-by the board or its
designee, The report shall be mﬁdc either in person or in writihg, as directed. Among other
requirements, respondent shall state in each report under penalty of perjury whether there has
been compliance with all the terms and conditions of probation, Failure to submit ﬁmely reports
in a form as directed shall be considered a violation of probation, Any period(s) of delinquency

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

the final probation report is not made as ditected, probation shall be automatically extended until -

such time as th final report is made and accepted by the board,
| 4, Interview with the Board .
Upon receipt of reasonable prior notics, respondent shall appear in person for interviews
with the board or its designee, al such intervals and locations as are determinéd by the board or its
deslgnes. Fuilure to appear for any scheduled interview without prior notification to board staft,

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

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

5 6
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3. . ‘Cooperate with Board Staff

Respondent shall cooperate with the board's inspection program and with the board's
mox’litoring and investigation of respondent's.compliance with the terms and conditions of her
probation; Failure to cooperate shall be considered & violation of probation,

6. Continuing Educatio;} | |

Respondent shall provide eviqence of efforts to maintain slill and knowledge as a
l;ha.tmacist as dirested by the board or its designee,

7. Notiee to Employers

During the petiod of probation, respondent Ishall notify all Ipresent and progpective
employers of the decision In cage number 3824 and the lerms, conditfons and restrictions imposed
on respon&ent by the decision, as follows:

Wi'thin thirty (E’; 0) days of the effective date of this decision, and within fifteen (15} days of
respondent undertaking any new employment, respondent shall canse her direct supervisot,
pharmacist-in-charge (including each new pharmacist-in-charge .emplojfcd during respondent’s
tenure of employment) and owner to report to the board in writing acknowledging that the lsted
individual(s) hag/have read the decision in case number 3824, and terms and conditions imposed
thereby. It shall be respondent’s responsibility to ti:nsure that her employer(s) and/or supervisor(s)
submit timely acknowlsdgmeni(s) to the board, )

If respondent works for or is employed by or through a pharmacy emp}oyment service,
respondent must hotify ber direct supervisor, pharmacist-in~charge, and owner at every entity
licensed by the board of the texms and conditions of the dectsion in-case number 3824 in ﬁdvancc
of the respondent commencing work at each lcensed entity, A recﬁrd of this notification must be
proyided to the board upon request, '

Furthermore, within thirty (30) days of the effectivé date of this decislon, and within fifteen

- (15) days of respondent undertaking any new employment by or through a pharmaoy employment

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

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

STIPULATED SETTLEMENT (3824)
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| end the terms and conditions mposed. thereby. 1t shall be respondent’s respotigibility to ensure

that her employez(s) and/or supervisor(s) submit ﬁmely aeknowledgment(s) to the béar'd.
Failure to timely notify present or prospective employer(s) or to cause that/those
employer(s) to submit timely goknowledgments to the board shall be considered a violation of
probation, _ ‘
"Employment” within the _ﬁeaning of thig provision shall inolude any full-time,
pari-time, temporary, relief or pharmacy managément setvice as a pharmasist or any
position f(‘n: which a phermacist license fs ﬁ requirement or ctiterion for employment,
whether the respondent is an employee, independent contractor or volunteer.'
8.  Reimbursement of Board Costs g
Raspbndent shall be jointly and Se;!arally liable with co-respondent to Acousation 3824,
Michaels’ Pharmacy Inc., for reitibursement to the Board of its costs of investigation and

prosecution in the total sum of Bleven Thousand Dollars ($1 1, 000,00.} Payment of the total

“stum shall be a condjtion precedent to sucocssful completion of probation, Respondent shall meke

sald payment within sixty (60) days of the effeoﬁve date of this decision,

_There shall be no deviation from this sohedule absent pfior written approval by the board or

“its designee, Fallure to pay costs by the deadliﬁe(s) ag direoted shall be considered a vioiatioﬁ of

probation,

The filing of bmln‘uptéy by respoident shall not relieve respondent of her responsibility to

relmburge the board its costs of investigation and prosecution,

9 Probation Monitoring Costs
Respondent shall pay any costs aSsoéi-atcdwith probaﬁon monitoring a,fi determined by the
board each and evety year of probation, Such costs shall be p.aya.ble to the board on a schedule as | |
directed by the board or ifs désignec. Failure to pay such costs by the deadline(s) as diteoted shall
be congidered a violation of probétion. | '

10, Status of License

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

_will no Jonger be subject to the terms and conditions of probation, This surrender constitutes a

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

Responclent shall, at all times while on probation, maintaln an active, current lHcense with
the board, iholuding any period during which sugpengion or probation ig tolled, Pailure to
maintain an active, cutrent license shall be considered & violation of probation,

I£ respondent's license expires or 18 cancelled by operation of law or otherwise at any time

renewal or reappiication respondent's license shall be subject {o all terms and cohditions of this
probation not previously satisfied,

11. License Surrender While on Probation/Suspengion |

Following the effective date of this decision, should reS})ondcn.t cease practice due 1o
retirement or health, or be otherwise unable to satisfy the tetms and conditions of pfobation_,
respondent may tender her license to the boerd for surrender. The board or its designes shall have
the diseretion whether to grant the request for surrender or talce any other action it deems

appropriate and reagonable, Upon formal acceptance of the surrender of the license, respondent

record of diséiplina and shall become a part of the respondent’s Heense history with the board,

- Upon acceptance of the surrender, respondent shail retinguish her pocket and ?Nalll Lcense to
the beard within ten (10) days of notification by the board that the surrendet 15 aceepted.,
Respondent may not reapply for any license from the board for thyee (3) years from the effective
date of the surrender, Respondent shall meet all requirexﬁents spplicable to the license sought a8
of the date th;a.applioation for that license fs éubmitted to the board, including any outstanding

costs,

12, Nﬁtlﬁceiﬁon of a Change in Name, Residence Address, Mailing Addres_s or
Employment

Respondent shall notify fhe board n writing within ten (le days of any change of
employment, Said notification shal] include the reasons fot leaving, the address of the new

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

address, mailing address, or phone number.
. 9
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_ Failure to timely notify the board of any change in exaployet(s), name(s), address(es), or
phone number(s) shall be considered & violation of probation,
13, Tolling of Probation | _ o
" Except during periods of suspension, respondent shall, a1 all times while on probation, be
cmployed as a pharmaclst in Californis fora minimum of forty (40) hours per calendar month,

Any month during which this minimum Is not met shall toll the pcriéd' of probation, i.e., the

period.of probation shall be extended by one month for each month during which this minimym ts

not met, During any such perlod of tolling of probation, respondent must nonetheless comply
with all terms and conditions of probation,

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

| It is a violation of probation for respondent's probation to remaln tolled pursuant io the
provisions of this condition for a total period, counting conseeutive and non-consecutive months,
exceeding thirty-six (36) months,
"Cessation of practice" means any calendar month durln g which respondent ia

not practicing as a pharmacist for af least forty (40) hours, as defined by Business

and Professions Code section 4000 et geq . "Resumption of practice” means any.

calendar month during which respondent is practicing as a pharmacist for at least .

- forty (40) hours as a pharmacist as defined by Bus'mesé and Professions Code seetion

4000 et s0q. o |

| 14, Violation of Probation

If a respondent bas not oomplied-with any term or condition of probation, the board shall

have continuing jurisdiction over respondeat, and probation shall astoratically be extended, until |

all terms and conditions have been satlsfied or the board has taken other actlon as deemed

STIPULATED SETTLEMENT (3824)
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appropriate fo treat the failure to comply as a violatioh of probation, to terminate probation, and
to impose the penalty that was stayed. ' |

If respondent violates probation in any rcspeot,lthe board, 'a'ﬁcr giving respondent notice
and an oppottunity to be heard, ﬁay revolce probation and carry out the diseiplinary order that
wag stayed, Notice and opportuniﬂr to be heard are not required for those provisions stating that a
violation thereof may lead to automatic termination of the stay and/or revocation of the license. If
a petition to yeyoke probation or en accusation is filed against respondent during probation, the
board shall have continuing jutisdiction and the period of probation shall be avtomatically
extonded until the petition to revoke probation or accusation is heard and decided,

15, Completion of Probation

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

16,  Community Services Program _

Within sixty '(60) days of the effective date of this decision, respondent shall submit to the
board or its designee, for pﬁor approval, a communiiy service program in which respondent shall
provide fies health-care related services on a regular basis to a community ok cha;:itable facility or
agency for at least veventy five (75) hours during the term probation. |

. Within thirty (30) days of board apprbvél thereof, respondent shall submit documentation

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

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

with the community setvice program in the querterly reports, Failure to timely submit,
COIMIIeNEE, or comply with the program shal! be considered a violation of probation,

17.  Remedial Education . .

Within sixty (60) days of the effective date of this decision, respondent shall submit to the
board or its designes, for prior approval, an approi:ri ate program of remedial education related to
the grounds for discipline, The program of remedial education shail coﬁsist of at least ten (10)
hours, which shall be sompleted within the first three (3) ysars of probation at respondent's own

expense, Al remedial education shall be in addition to, and shall not, be credited toward,

10
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|| continuing education (CE)-colirses used for licérigé renewal purposes,

Failure to fimely submit or oompiete the approvf;d remedial education shall be considered a
violation of probation, The perlod of probation will be automatically extended until such
remedial education iy successiylly completed and wr,itten proof, in a form acceptable to the board,
i provided to the board or its designee. |

Following the completion of each course, the board or its designee may require the
respondent, at her own expense, 1o take an approved ‘examination to test the respondent's
knowledge of the course. If the respondent doés not achieve a passing score on the examination,
this fatfure shall be considered a violation of probation. Any such examinatidn fatlure 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 now ownership, logal or beneficial interest nor serve as a
managet, administrator, member, officer, diroctor, trustes, assoclate, or partner of any additional
business, firm, .partnership, or corporation licensed by the board. If respondent currently owns or
has any legal or beneficial intersst in, or serves as a manager, administrator, member, officer,
director, trustes, aésociata, or pariner of any business, firm, partnersh'ip, ot odrporatioh'currcntly
or hereinafter licensed by the board, respondent may continue fo serve in such cap_acity'z or hold
that interest, but only to ﬂm extent of that position or intetest as of the offective dato of fhis
declgion, Violation of this restriction shall be considered a violation of probation,

19, Consultant ffo.r Owner or Pharmacist-lh-(]hafge

Dﬁring the perlod of probation, respondent shall not supervise ;any intern pharmacist or
serve as a consultant to any entity licensed by the boatd, Respondent may be & pharmacist-in- * -
charge, However, if during the period of probation respondent serves as a pharmacist-in-charge,
respondent shall retain an independent consultant at her own expense who shall be responsible for
reviewing pharmacy opetations on a monthly basis for compliance by respondent with state and

federal laws and regulations governing the practice of pharmacy and for compliance by

| respondent with the cbligations of a phatmaclst-in-charge, -

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

11
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be considered a violation of probation,

condltlons of probation, the Board or its designee may- permit the revirew of pharmacy operationg
by & congultant on a quarterly basis..

The consultant shall be a pharmacist eensed by and not on probation with the board and
whose name shall be submitted to the board or its designee, for prior approval, within thirty (30)
days of the effective date of thiy decision, Respondent shall not be a pharmaecist-in-chargs at:
more than oﬁe pharmacy or st any phermacy of which she is not the sole owner, Failure to timely
retain, seck approval of, or ensﬁré timely reporting by the consultant shall be considered a
violation of probation.

20, Self Assessment Report Must Be Made Quarterly

Respondent shall complete a self assessment report to be submitted quarterly or as directed
by the Board. The report shall be co-si gned by the congultant, if any, allowed under Condition 19
a8 set forth above, The report shall 11.'6 delivered or mailed to the board no later than ten (10) days

following the end of the reporting period, Failure to timely prepare or submit such reports shall

21, Tolling of Suspengion

During the period of suspension, respondent shall not leave California for any period
exceeding ten th) days, regardless of purpose (including vacation). Any such absence in excess
of the {10) days during suspcnsi;an shall be considered a violation of probaﬁqn. Motsover, any
absence from Ca_lifor'nia during tl;e period of suspension exceeding ten (10) days shall toll the
suspension, 1.¢.,, the suspension shall be extended by one day for each day over ten (10) days
reswhdeht is absent from California, During any such period of tolling of sugpension,
respondent mxlét nonetheless comply with all terms and conditions of probation,

Respondent must notify the board in writing within ten (1-0) days of departure, and must
further notify the board in wiiting within ton (10) days of return. The failure to provide such
notification(s) shall constitute a violation of probation, Upon such departure and 1:etum, '
respondcﬁt shall not resume fhe 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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" Faifuse to intiate the course durlng the st year of probation, and complets it within the gaoond

| yéar of probation, is a violation o-f prebation,

" Declsiop and Order of the Board of Pharmacy,
DATED: 2 -
_ : - NATALYA SK /

Raspondent shall be joiutly and seveseily liable with co-fespondent 10 Agcusation 3§24,
Michaol’s Phexpaacy Ine, to pay av Aﬂminlstm'dwll’enalty in, the sum of Twenky Five Thousand
Dollars (325,000,00) Faymeut of the assessed adnuintstratye penalty shall-be coplered duriog
the first four yoars of probation, i accord with.a payment plap approved by the Board or its
designee, Respondett may pay the full rersaining wapaid balance of the assessed adininistentive
penalky at emy time, It shiall be Respondent’s rqupomiﬁilﬂy to mail or otherwise deliver each
payment directly to the Board at the Board's vﬂac;:amenia nddress in timaly manner. Pailurs 1o
make any payment when due shal] be conslderad a violatlon of prodation,

23, Fihkes Conrse. |

Within, sixty (60) calendar days of the #ffective dete of this decision, resporncent shall enrol

In 5 course jn sthdes, at xespondent’s oxpenss, approved It advance by the board of s desipnee.

'Mspondmt shall submit a certificate of bompletjpn to the bc;ﬂrd or its designee within five
days after complsting the conrse, ' |

[ huve carofilly rend the above Stipufated Sotclement and Disoiplinary Order sod have fully
disonssed it with my nttomey, Herbert Weinberg, 1understand the stipulation and the offeet it '
will have ot my Origiosd Phammacist License, 1 enter into this Stipulated Bettlement and
Digesplinary Order volonterily, knowingly, and jorelligently, nnd egres to be bound by the

, Respondent .
\ hiave read and fully disoussed with Respondent Natalya, Skye the terms and oonditions and

other matters contajped in tho above Stipylated Bettlemen ssoiplinary Onder, 1 approve jts

form aod oomtent,

DATED: - %/');,\13.
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DORSEMENT

The foregoing Stipulated Settlement and Disciplinary Order s hereby respectfully

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

Dated:

LAZ010600860
51288597 doc

70— (5~ 73
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Respootfully submitted,

KAMALAD, HARRIS
Attorney.General of California
GRBGORY J, BALUTE

Superviging Deputy Attorney General

O

SUSAN MELTON WILSON
Deputy Attorney General
Attorneys for Complainant
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KAMALA I}, HARRIS
Attorney General of California
GREGORY J. SALUTE
Supoervlsing Deputy Attorney General
SUSAN MELTON WILSON
Deputy Atlorney General
State Bar No, 106902
300 So, S{erg Street, Suite 1702
Los Angeles, CA 90013
* Telephone; (2]3) 897-4947
Facsimile: (213) 897-2804
B-mail; Susan, Wilson@doj.ca.gov
Attorneya for Complm’nam

BEFORE THE
BOARD OF PHARMACY

DEPARTMENT OF CONSUMER AFFAIRS

STATE OF CALIFORNIA
In the Matter of the Accusation Against: Case No, 3824
MICHALL'S PHARMACY, INC., |
NATALYA SKYE, ACCUSBATION
PHARMACIST-IN-CHARGE
060 Bast Green Street
Pasadena, CA 91106
Pharmacy Permit Ne, PHY 47549
AND
NATALYA SKYE
14569 Benefit St,, #102
Sherman Qaks, CA 91403
Orlginal Pharmagist Lloense No. RPH 55396

Respondents, |

Cempiainant alleges:
PARTIES

1, Virginia Herold (Complainant) brings this Accusation solely in her officiai capacity

as the Bxecutive Officer of the Board of Pharmacy, Department of Consumer Affalrs,

2. On or sbout November 7, 2006, the Baard of Pharmacy (Board) issued Pharmacy
Permit Neo, PHY 47549 to Michae!’s Pharmacy (Respondent Pharmacy) Natalya Skye s and has
been Pharmaclst-In-Charge of Respondent Pharmacy since November 7, 2008, The Pharmacy

Acousallon [ '
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Perm it wag in full force and effect at all times relevant to the charges brought hereln and will
expire on November 1, 2012, unless renewed.

3. Onor aboul Iune 23, 2004, the Board of Pharmaey lssued Orlginal Pharmaoist
Lisense Number RPH 55396 to Natalys Skye (Rt;spcmdent Skye), The Original Pharmacist
License was in full foroe and effect at all times relevant to the charges brought herein and will
expire on Mareh 31, 2014, unless renewed, |

JURISDICTION.

4, This Accusation is brought befors the Board, Department of Consumer Affairs, under )

the authority of the followlng laws. All section references are to the Business and Professions
Code unless otherwise Indicated,

STATUTORY PROVISIONS

5. Seetion 118, subdivision (bj, provides that the suspension, expiration, surrender, or
cancel]atién of 4 license shall not deprive the Bo;ard of jurisdiction to proceed with a diseiplinary
adtion during the period within whioh ';he license may be renowed, restored, relssued or
roinstated, - l
| 6, Section 4300 of the Code s‘;atés: _

"(a) Bvery l.iuense issued may be suspended or revoked,
~ "(b) The board shall discipline the holder of any lioense 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
followlng methods; | .

(1) Suspending judgment.

(2) Placing him or-her upon probation, _

"(3)'Suspanc|ing his or het right to practice for & period not exceeding ong year,

"(4) Revoking his or het liconse,

"8) Tuking any other action in relation to dssulplmmg him or her as the board in its
discretion may deem proper, ‘

"(c) The board may refuse a license to any applicant g_uhtjf of unprofessional conduct, The

board may, in s sole discretion, issue & probationary Heense to any applicant for a Heense who is

2

Ascusation
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guilty of unprofessiorial conduet and who has met all other requirements for licensure, The board

- mny issuc the liconse subject to any terms or conditions not contrary fo public policy, inchuding,

but hot limited to, the following:

"(1} Medigal ot psychiattic evalvation,

- '(2) Continwing medicai of psychiatric treatment,

"(3) Restriction of type or clreumstances of practice, .

"(4) Continuing plart'loipat;on In & board-approved rehabilltation program,

"(5) Abstention from the uge of 'alooho! or drugs,

' "(6) Random fluid testing for alechol of dr'ugs.

"(7) Compliance with laws and regulations governing the practice of pﬁarmacy.

"(d) The board may initiate disciplinary procsedings 1o fevoke or suspend any probationary
certificate of licensure for any violation of the terms and conditions of pI:Obati'Oh. Upon
satisfactory completion of probation, the board shall convert the probationary certificate to a
regular certificate, free of conditlons,

"(e) The proceedings under this article shall be conducted i1 sccordance with Chapter 5
(commencing with Section 11500 of Part } of Divislon 3 of the Government Code, and the board
shall have all the powers granted therein, The act-ion shall be final, except that the propriety of
the action I8 subject-fo review by the superior court pursuant to Section 1094.5 of the Code of ‘
Clvil Procedure," | | -

7. Section 4301 of the Code states:

"”i“he board shall take action against any holder 01" a license who is guilty of unprofessicna!
conduct or whoge license has been procured by fraud or misrepresentation or lssued by misiaks.
Unprofessiona) conduct shall inclide, but s not limited to, any of the Eo_liowmg.

"(f) The commission oﬁny act invelving moral turpitude, dishonesty, fraud, decolt, or
corruption, whether the act s commifted in the course of relations s n licensee or otherwise, and

whether the sot is-a felony or misdemeanor ar not,
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"(}) The violation of any of the statutes of his state, or any other state, or of the Unjted
States regulating controlled substances and dangerous drugs,
"(0) Violating or attempting to vio]a'te, directly or iﬁdlrectiy, or asslsting in or abetting the

violdtion of or conspiring to viclate any p:ov igjon or term of this Uhapter or of‘thc applicable

federal and state Jaws and tegulations goveming pharmacy, inoluding ragulat:ons established by'

the board or by any other siale or federal regulatory agency,

8,  Section 4059 of the Code states, in pertinerit part, that a person may not furnish any
dangerous drug except upon thla 'preseription of a physlcian, dentist, podiatrist, optometrist,
veterinarian, or neturopathic doctor pursuant to Section 3640.7. A person may not furnish any
dangerous devioe, except upon the presoription of a ph_ysician,_ dentist, podiatrist, optometrist,
veterinarian, or naturopathic dootor pursuant to Section 3640.7,

9, Sectlon 4076 of the Code statos; -

"a) A pharmacist shalf not dispensc any ptescription except in 4 container tﬁat mests the
P P

| requirements of stats and federal law and is correctly labeled with all of the following;

(1) Except where the pvesorlber or the certifled nurso-midwife who functions pursuant to

a standardized procedure or protocol deseribed in Section 2746.51, the nurse practitioner who

| functions pursuant to ﬁ,standardftzed proc:edufe described in Section 2836,1, or protoeot, or the
 physician assistant who functions pursuant to Section 3502,1, the naturopathic doctor who

funotions pursuant to 4 standardized procedure or protoco] deseribed irt Seotion 3640.5, or the

pharmacist who furretions pursyant to a policy, prosedure, or protocol pursuant to either
subparagraph (D) of paragrabh (4) of, or clause (iv) of subparagraph (A) of paragraph (3) of,
subdivision (a) of Section 4052 orders otharwfsa, either the manufacturer's trade name of the drug

or the genex ic neme and the name of the manufacturer. Commonly used abbreviations may be

| used, Prcpm ations contalning two or mere actlve ingredlents may be identified by the

manufacturer's trade mame or the commonly vsed name or fhe principal active Ingredients.
(2)  The directions for the use of the drug,
| 4
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(3) 'The name of the patlent or pa{:iﬂn‘ss.
(4)  The name of the presoriber or, if applicable, ihe name of certified nuyss-midwife who
funations pursuant to a standardized procedure o protocol deserlbed in Section 274651, the

nurse practitionet who functions putsuant to a standardized procedure described In Section

| 2836.1, or protocol, the physiclan assisiant who functlons purguant to Section 3502.1, the

naturopathio docter who functions pursuent to a standardized procedure or protoeo! deseribed in
Section 3640.5, or the pharmacist who functions pursuant 10 a policy, procedure, or protocol
pursuant to ciihgr squaragraph (D) of paragraph (4) of, or clause (tv) of subparagraph (A) of
paragraph (5) of; subdivision (a) of Seotion 4052, '

(5) The dats of issue, ‘

(6) " The name and address of the pharmacy, and prasc;'iption number op othér means of
identifying the prescription, ‘

(7y The strength of th‘e drug or drugs dispensed,

1)) The guantity of the drug or drugs disbensed. _

(9) The expiration date of the effectivensss of the drug dispensed. 7

(10) The condition for which the drug was prescribad if requested by the patient and the
condition is Indicated on the presoription. '

(11)(A) Commencing January 1, 2006, the physica] description of the dispensed

medication, including its color, shape, and any identification code that appears on the lablets or

! capsules, except as follows:

(i) Preseriptions dispensed by a veierinatian,

(i) An.oxermption from the requirements of this paragraph shall be granted to @ new drug
for the firgt 120 days that the drug s on ﬂ\e market andlfor the 90 days duriﬁg which the national
roference file hag na desoripfion on Hile. '

| (if}) Dispensed medioations for which no physical description exists in any ommerolally
rveilable dafabasm _

(B} Thie paragraph applies to outpatient pharmacies only.

P
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(C) The information required by thisparagraph fna’y be printed on an auxiliary label that is
affixed fo the pregcription éonts,inar. '

(D) This paragraph shall not become operative if the boar&, prior to January 1, 2006,
adopts regulations that mandate the same labeling requiremcrlltsl set forth In this paragraph,

- (b} Ifa pharmacist dlspenses a p'rescy'ibed drug by meéns of a unit dose medication system,
as defined by administrative reguletion, for e patient In a skilled nursing, intermediate cere, or
other haalﬂ1 care Tacllity, the requirements of this'section will be gatisfied if the unif dose
medication sysiem loontains the aforemenfioned information or the infermation is otherwise
readily available at the time of drug adminlstration, .

' "(c) If a pharmacist dispenses a dangerous drug or device in a facility licensed pursuant to
Section 1250 of the Health and Safsty Code, it is not necessary to include on Individual unit dose
conteiners for a speoific patient, the name of the certified myrse-midwife who functions pursuant -
fo & standardized prooédu te or protocol deséribcd In Section 2746.51, the nurse ﬁrastitiener who
functipns pursuant to a standurdized procedurs described in Seotlon 2_836.], the physleian |

_agsistant who Tunctions pursuant to Section 3502.1, the naturopathicdocto’r who functions

pursuant to a standardized procedure or prolocol described tn Section 3640.5, or the pharmacist

who functions pursuant to a policy, procedure, or protocol pursuant to elther subparagraph (D) of |

paragraph (4} of, or clause (iv) of subparagraph (A} of p;u‘agraph (5) of, subdivision (a) of Section

4052, - | _ _
o "d) 1f & pharmaeist dispenses a preseription drug for w5 in B, faoilit).f liconsed pursuant 1o
Section 1250 of the Health and Safety Codr, it is not necessary to include the information
required in paragraph (11} of subdivision {a) when the presoription drug is administered to 4
patient by a petson licensed under the Medical Practioe Act {Chapter 5 (commencing with
Section 2000), the Nursing Practioe Act (Chapter 6 (sommenicing with Section 2700), or the
Vocationa} Nursing Act {Chapter 6.5 (commancling with Section 2840), whao is aoting'within his
or her scope of 'praetice.“ | '

10, Secilon 4081 of the Code states:

fre
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"(a) All veeords of manufacture and of sale, acquisitior,, or disposition of dangerous drugs
or dangerous devices shall.be at all times during business hours open {0 inspection by authorized .
officers of the law, and shall be pregerved for at laaét' three years from the date of making, A
eurrent inventory shall be.kept by every manufacturer, wholesaler, pharmacy, veterinary
food-anlmal drug retailer, physician, dentist, pod.iatrim; veterinarian, laboratory, ¢linie, hospital,
msututson, or ostablishment holding 2 cwremly valid and unrevoked certificate, hcense, permit,
regnstranon, or exemption under Dwxsion 2 (commencing with Section ]200) of the Health and
Safety Code or under Part 4 (commencing with Section 16000) of I vislon 9 of the Welfaro and
Institutions Code who maintaing & stook of dangerous drugs or dangerous devices, .

"(b) The owner, officer, and pariner of any pharmacy, wholesaler, or veterinary food-ahima!
drug retaller shall be jointly réSponsible, with the pharmaclst-in-charge or representative-in-
charge, for maintaining the records and inventory dsseribed in this section, _

"(¢) The pharmaoist-in-charge or representative-In-chédrge shall not be eriminally
resp;)'nsible, for acts of the owner, officer, partier, or employes that violate this scction and of
which the pharmacist-in-charge or mpl'csentati\"e—in‘-charge héd no knowledge, or ﬁn which he or |
she did not knowingly participate,”

11, Section 4126.5 of the Code stales:

“(a} A pharmacy may furaish dangerous drugs only to the following!

(1) A wholesalor owned or undet common control by the by the wholesaler from whom the
dangerous drug was acquired. '

(2) The pharmaceutical manufacturer from whom the dangerous drug was acquired,

(3) A liconsed wholesaler acting as a reverse disiributor,

{#) Another pharmacy of wholesaler fo ailev.iatc a temporary shortage ofa dangerous drﬁg
that could resull in the denlal of health care. A pharmacy furnishing dangerovs drugs pursuani to
this paragraph may only furnish a quantity sufficient to alleviate the temporary shortage,

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

P
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(6) A health care provider that [s not pharmacy but that is authorized to purchase daﬁgcrous
drugs, 7 '

(7) To ancther pharmacy undsr sommon control,

(d) For purpose of this section, “common control” means the power to direet or cause the
d]racuon of the menagement and policies 01“ another person whether by ownership, by yoting
rights, by contract, or by other means,

12.  Sectlon 4105 of the Code slates

"(a) All records or other docymentation of the acquisition and dispos'xtion of dangerous
drugs and dangerous devices by any entity licensed by t,he board shall be retained on the licensed
premlses In a readily retrievable form,

"(b) The licensee may remove the originél records or documentation from the licensed
premises on a femporary basis for license-rslated purposes, However, a duplicate set of those
records or other documentation shail be z’letaincd on the licensed premises. |

h(c) The records required by this section shall be retained on the leensed pramlsas for 8
period of three years from the daie of making. '

1(d) Any records that are maintalned clect_ronioally shall be main}cained so that the
pharmacist-in-charge, the pharmacls? on duty if the pharmacist-in-charge is not on duty, or, in the

oase of a veterinary food-animal drug retaller or wholesaler, the designated representative on .

" duty, shall, at al) times during'whioh the Heensed premises are open for business, be abte o

'produac a hard copy and electronic copy of all records of aoquisition or dlsposmon or other drug

or dispensing-related records maintained elwtromca!iy

o)1) NotWithstandl'ng snbdivisions (a), (b), and (c), the board, may upon written request,
grant to a Heenseo a wajver of the requirements that the reoords desoribed in subdivislons (a), (b),
and (c) be kept on thé Jicensed premises, o .

(2) A waiver granted pursuant to this subdivision shall not affect the board's authbrity

1 under this sccti@n or any other provision of this chapter.”
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13, California Code of Regulations, title 16, section 1714 states:
(a) All pharmaoies (except hospital Inpatient pharmacies as defined: by Business and
Professions Code section 4029 which solely or predominantly furnish drugs to inpatients of thé

hospital) shall contein an area whioh is suitable for confidential patient counseling,

{b) Eaﬁh pharmacy licensed by the board shall maintain ite facilities, space, fixturss, and
equipment so that drugs are safsly and propetly prepaied, maintained, seeured and distributed,
The pharmacy shall be of sufficient slze and unobstructed area to acoommodate the safe practice
of pharmacy,

(o) The pharmacy and fixtures and equipment shal| be maintained in a clean ang ordet]y
condition, The pharmacy shalil be dry, well-ventilated, free from rodents and insects, and properly
lighted. The pharmacy sha!l be equipped with & sink with ho"t and cold ruﬁning water for
pharmaceutical purposes.

(d} Each pharmacist while on duty shall be responsible for the seourity of the prescription

department, ineluding 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 confrolled substances ars stored shall be restricted 1o a pharmaoist,
{¢) The pharmaoy owner, the building owner or manager, ar a family member ofa

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

| pharmacy that is maintained in a-tamper evident container for the purpose of 1) delivering the key

to & pharmacist or 2) providing access in case of emergency, Aﬁ emergency would include fire,
ﬂlood or aarthquake. The signature of ‘ghe pharmaoist-in-charge shall be present in such a way that
the. pheirmaolst ma;;f readily determine whether the key has been removed from the contalner.
() The board shal! require an applicant for & licensed premise or for renewal of that
license to certlfy that it meets the requirements of this section at the time of licensure or renewal,

{g) A pharmiacy shall maintain g rcadily. ﬁucoss_ib]e restroom, The restropm shall ¢ontain

| atoiletand wesh basin supplied with running water,

1l
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- provided:

| preseriptions filled or refilled by an intem pharmacist must also be initialed by the supervising

14, Californla Code of Regulations, title 16, section 1718 states:
"Current Inventory' as used in Sections 4081 and 4332 of the Business and Professions Code
shall be considered to Inciude complets accountability for all dangerous Cll.'ﬂ g8 handled by every
Heensee enumerated in Sectlens 4081 and 4332, "The oontrolled substances Inventeties required
by Title 21, CFR, Seotion 1304 shall be ava|lable for inspection upon request for at least 3 years
afler the date of the inventory,” | ' '

15, California Code of Rrsgulations, title 16, section 1717, states:

"(a) No medication shall be dispensed on prescription except in a new contalner which
conforms with standards established in the officlal compendla, '

"Notwithstanding the above, & pharmaclst may dispense and refill a prescription for

non-liquid oral producis tn a clean multiple-drug patient medloation package (patient med pek),

(1} apatlent med pak is reused only for the same patient;

(%)  no more than a one-month supply is dispensed at one thme; and

(3‘) ea'dh patient med pak bears an auxiliary label which reads; store in a cool, dry.place,

() Iﬁ addition o the requirements of Section 4040, Business and Professions Code, the
following Information shall be maintained for sach presoription on file and shall be readi y
refrievable;

(1) The date dispensed, and the name or lnitials of the dispensing phatmacist. Al)

pharmacist before they are dispensed,

(2)  The brand name of the drug or device; or if a generio drug or device is dispensed, the |

distributor's name which appears on the commerclal puckage label; and

(3) faprescription for a drug or device Is refilled, a record of each rgﬁlL quantity
dispensed, if different, and the initials or name of the dispensing pharmacist, '

(4) A new proseription must be created if there is a change in the drug, sirength,
preseriber or divections for use, unless a complate.record af ail such changes is otherwise
malntalned.
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"(c) Prompily upon receipt of an oi*aliy transmitted prescription, the pharmacist shall reduce
it fo writing, and tnltial it, and identify it as an orally transmitted prescription, If the preseription

is then digpensed by anothep pharmacist, the dispensing pharmaciét shall also initial the

presoription to identify him or herself, -

"All orally ransmitted prescriptions shall be received and transeribed by a pharmacist prior
{0 compounding, ft-lling, dispensing, or furnishing,

"Chartorders as defined in Section 4019 of the Business and Professions Cods are not
subject to the provisions of this subsection, _

"d) A pharmacist may furnish a dmg or device pursuant to a written o oral order from a
prescriber licensed in 4 S'ta.te other than Callfornla In accordence with Business ana Professions
Code Section 4005,

"e) A pharmacist may transfer a prescription for Schedule 111, TV, or ¥ controlled

‘subst‘anoeé io ancther pharmacy for refill putposes in accordance with Title 21, Code of Federal

| Repulations, section” 130626,

“Préscriptions for other dangerous drugs which are not controlled substances may also be
transferred by direct communication between phatmacists or by the receiving pharmacist's acoess

to presoriptions or slectronlo files that have been oreated or vorifiod by a pharmacist at the

transforring pharmacy. The receiving pharmacist shali create a written prescription; ldentifying it-

as a transferred presoription; and tecord the date of transfer and the original prescription number,
When a prescription transfer is acccxmpliahed'via direct access by the rocelying pharmacist, the
receiving pharmacist ghall notify the transferring pharmaoy of the transfer, A pharmacist at the
transferring pharmacy shall thgn assure thai there is a record ofthe prescription as having been
transforred, an'd the date of transfer, Bach phatmacy shall malntain inventory accountabilty and
pharmacist sccountability and dispense in sceotdance with the provisions of sectlon 1716 of this
Division, Information malntained by each pharmacy sheli at ieast Inglude:

(1) Identification of pharmacisi(s) trangferring informaﬂon;

(2) Name and ldsnt'l'ﬂcatiolh code or address of the pharmacy from which the preseription
\;vas recelved or to wh iﬁh the prescription was traﬁsferfad, ag appropriate; |
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“autonated data processing system, or a manual record system, and the pharmacist shall create in

28

(3) Original date and last dispensing date;

(4)y WNumber of refills and date originally authorized;

(5) Number of refills remaining but not dispensed;

(6) Number of refills transfesred,

"(£y- The pharmacy must have written procedures that [dent!fy each indfvidual pharmacist

responsible for the filling of a prescription and"a corresponding entry of information Info an

hig/het handwriting or through hand-initializing a record of such filling, not later than th:lz begin-
ing of the phermacy’s next operating day, Such record shall be maintained for at Jeast thres years” |
16, Section 125.3 provides that the Board may request the adimjnistrative law judge fo.
direct a licentiate found to béve committed a violation ot violations of the .licensing acttopaya
sum not to exceed the reasonable costs of the In\;e-stigation and enforcémem of the case.,
| BACTS COMMON TQ ALL, CAUSES FOR DISCIPLINE .
17, The following allegations are common toi all causes for discipling in thig matter
a  Atall times relevant h@rsin,_Respbndént Natalya Skye was an owner and the
pharmacist-in-charge of Michaél’s Phérmaoy,-lnc., located in Pasadena, CA,
BOARD INSPECTION » JULY 7, 2009 |
b, On orabout July 7, 2009, s representative of‘fhc Board inspeoted Resmmdent
Pharmacy, '
| ¢, The Inspector observed thet Respondent phnrme;ey had no self-assessment form,
and found thz;ee presoriptions ready to be dispensed which fiad no description of the dmugs on the
iabel, She also collected records from the pharmacy for later analysis, ‘
d.  In later review of preseription.records bbtained hduring the July 7 inspection, the

Inspsetor observed thef 22 preseriptions purportedly “original telephone preseriptions” were

12

Acoygst] an

28

e T o g

B NP LIY )

P e




(-] -3 foN R ~ LT

—
L - ]

11
12
13

14|

13
16
17
18
19
20
21
22
23
24
25
26
27
28

| phatacy.

dooumented on a telephonic preseription document with a computer print out, The pharmacist did
not reduce the telsphonlc preseription to writing,
_BOARD INSPECTION - NOVEMBER 19, 2009

¢, On or about November 19, 2009, a seoond inspection was conduocted at the

£, Arrlving at 9:00 am, the Inspector observed thet a pharmaocy technician was
already inside the Pharmacy - but thet the doors were locked and the lights woe off, The
Tnspeotor asked the Tech to leave and walt with her outside the pharmacy, A second Tech then
arrived and let herself into the pharmacy. Agaln, the Inspector asked the Toch to leave and walit
with her outside the pharmacy. A thirdTech then arrived. Respondent Skye did not arrive at the
pﬁarmacy until approximately 10:00 am, Leter, two of the pharmacy techniclans admitied that
they had a iccy 1o the pharmeacy
| g  When asked about routine procedures for drug deliveries st Respondent
pharmaey, all three pharmacy technioians claimed only the p‘hm'maoist on duty signed for drug
delivm;ics. However after later review of records obtalned from vendors malking deliveries to
Respondent pharmacy, the Inspector found nonup}.w.,rmaoists had ‘..Si-g,ned for deliveries on at least
twenty ning (29) occaslioﬁs. - a
h, ©nos hside the p‘harmacy, the Inapector observed large quantities of diugs in
odd contatners fhrou ghout the pharmaey:
(H T'he Inspector noticed a paper shopping bag fitled with drugs - which Respondent
Skye identified as expired “sample” medications which had been glven to Respondent
]Sharmacy by a iahysi'cian Tor disposal, The Inspester dooumented numerous dangerous
* drugs in the bag which wete not expired, including:.

1. Tektuna HCT 300/25
2, Imitrex 100mg

Acuusatloﬂ

29

]

B e s LR S

e g

YT




fler] oo ~1 oh LS S I ]

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

23,

23

24 ¢

25
26
27
28

Relpax 40mg
Maxait 10mg
Micardies 40mg and B0mg
Aggrenox 257200
Simeor 500/20
Bnablex i5mg . .
. Exforge 5/320 and 5/160
10, Seroguel XR 150mg
11,  Mivardis HCT 80/12.5
- 12, Aricept 10mg and Smg
13, Arleept ODT Sme.

o oo W

" (2)  The Inspector also observed large amber vials of medication — some unlabeled and
containing more than éne type of medication — and some which had & sample medication
" |abel taped to the side of the container, Respondent Skye claimed that the medication In
the amber vials had besn given to the pharmacy by a patient whose husband had died — for
disposal, However, she was u'ﬁablc to produce a patient profile accounting for the
medications she claimed had been rsturned, _
(3  The Inspector also obssrvad.a large qgantity of drugs ﬁo'red in plastic baskets and
bags full of drugs to be destroyed and/or credited, |
l. The'lns-pestor further .observad'that the small restroom in the facility had storage
shelvas.immediataly adjacent fo the tollet, 5nd that pharmaoy bottles and caps were stored on the
floor .uext_ t0 the toilet, | .
“ 1. TFurther ‘invéstigation disclosed that on or about December 28, 2009, Rgspc;ndents
lilegally tl'aﬁsferred pharmaceuticals for "dféposal” as medical Wasté-by an unlicensed entity
named “Brsery West” lecated in Yernon, CA, |

FIRST CAUSE FOR DISCIPLINE

7 (Failure to Comply with Records Requirements)
18, Respondents MICHAEL'S PHARMACY and NATALY A SKYR are subject io
subject to disciplinary action under sestion 4300 for unprofessional conduct as defined in secfion

4301, subdivisions (1) and (0), In conjuncﬂon with sectlon 4059, subdivislon “b” in that during an

14
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inspection of'the Pharmacy o.ri or about November 19, 2009, a ropresentative of the Board |
discovered a bag of sample medications and drugs allegedly returned from a physician and/or a
deceased patient - however, Respondent did not have or-could not otherwise show documents
required by pharmacy law (e.g. sales anﬂ purchase records) o establish where Bnd how the
[pharmacy acquirod the drugs, as deseribed more fully in paragraph 17 above,

SECOND CAUSE FOR DISCIPLINE

(Failure to Maintain Complete Acquisition/Disposition Records)
19, Respondents MICHAEL'S PHARMACY and NATALYA SKYE are subject

- disciplinary action under section 4300 for unprofessional conduct as defined in seotion 4301,

subdivislons (1) and (o), In conjunction with sections 4081, subdivision (), and 4105 for failyre to

mmaintain all records of aoquisition and disposition for three (3) years from date of making and to

ikeep a current inventery 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, acourate and immediately accessible inventory recotds, as
desorjbed 1.n.ore fully in paragraph 17 above. '

THIRD CAUSE FOR DISCIPLINE

{Allowing a Non—-Phgrmauﬁst to Order anﬁ Receive Controllgd Substances)

20, Respondents MICHAEL'S PHARMACY and NATALYA SKYE are subject to
disciplinary action under section 4300 for unprofessk.onal conduet as defined In sectlon 4301,
subdivision (0}, in conjunctlon with seetion 4059,3, subdivision (a), which requires that onlya
pharmacist may sign for the delivery of controlled substances and dangerous drugs, in that on
each of the following dates, Respondents allowed a non-pharmacist 1o sign for deliveries at

Respondent Pharmacy;

r) 1/8/2009
2) 1/16£2009
1 1/21/2009
Ay 111612009
| 5) 44672000

—

15
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6) 41712009

7) 41912009

) 4/28/2009

. 9) 4/29/2009

10y

11/2/2009

A0

11/30/2009

12)

11/3/2009

13)

11/4/2009

14)

11/5/2009

15)-

4/13/2009

16)

17)

A/15/2009
A120/2008

4/10/2009

18)
19)

11/13/2009 -

20)

11/16/2009

21)

1171822009

22)

11/10/2009

23)

11/11/2009

24)

111242009

25)

11/6/2009

26)

4/2102009

27)

42312009

28)

17572009

29)

1/7/2009

RN
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FOURTH CAUSE FOR DISCIPLINE
(Providing Unapproved Employee With Pharmacy Key)
21 Respondents MICHAEL’S PHARMACY and NATALYA SI(YB are subJoct 1o
subject to dnsc;plmary aetion under seotlon 4300 for unprofessions) conduct as doﬂned ln sectlon

4301, subdivisions (f) and (0), in conjunction with Tltle 16, California Code of Regulations

seation 17} 4, subdlvisions “d” and “o” which Jimits individuals who may Jegally pbssess & key fo

a pharmacy, in that on or about November 19, 2009, two pharmacy technicians employed at
Respondent Pharmaty adiitted that they had been given a key to the pharmacy by Respondent
Skye, wiileh had been in their ?ossession for an appreciable period of time prior to the inspection,
as described more ﬁﬂly in paragraph 17-above. |
EIF’I‘H CAUSE FOR DISCIPLINE
(No Self Assessment Form During Inspecﬂon)r

- 92, Respondents MICHAEL'S PHARMACY and NATALYA SKY'E are subjeot fo
subject to d‘iSc-ipHnargI/ action under seotion 4300 for unprofessional cor\.dUc}t as definégd In seotion
4301, subdivisions (j)-and (0), in conjunction with Title 16, California Code of Regulations

seotion 1713, subdlvisions “d which requires that a pharmecy must have a self-assessment form

| on file for three years, in that during a Board: inspecﬁon on or about July 7, 2009, Respondent

were unable to locate or produce a self assessment form, as deserived more fully in paragraph 17

abovo,

SIXTH CAUSE FOR DISCIPLINE

(Incorrectly Labeled Preseription Botﬂes)‘
23, Respondents MICHABL’S PHARMACY and NATALY A SKYE are subject io

{ disciplinary action under section 4300 for unprofessional conduct as dgﬂned In seotion 4304,

| subdivision {0), in conjuriction with soetion 4076, subdivision (a)(11)(A) requiring tho

prosotiption container must be labeled with & description of the medication dispensed, in that,
during a Board inspactmn on July 7, 2009, the Ingpsetor notived Rcspondcnt Pharmagey. had
111
[ 11
| 17
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24

25
26
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28

_dlspensed incorrectly labeled medication ag follows:

B

Prescription 343671
No description of medication
Preseription 341530 |
No description of medication
Prescripticn 342438
"No deseription of medication
SEVENTH CAUSE FOR DISCIPLINE
(Telephone Order Not Reduced to Writing)

24, Respondents MICHAEL'S PHARMACY end NATALYA SKYE are subject fo

disciplinary action under section 4300 for unprofessional sonduot es defined in section 4301,

subdivision (o), in corjunction with section Title 16, California Code of chulaﬁoﬁs section 1717

subdivision “c” which requires that an oralfy transtn tted ptesoription must be prompily reduced

to writing and Initialed, in that durlng 2 Board inspection on July 7, 2009, the inspector found

that presoriptions which had originated s oral presoriptions, had been fifled — but had not been

reduced to writing in al least 22 instances, as follows:

1) 340550
%) 337639
5 337633
4) 340553
5) 340551
6 337638
7) 337636
B) 337634,
9) 337640 -
10) 337628
1) 337637

12) 337636
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13) 337635
14) 337614
15) 340650
16) 340555
17) 340549
18) 340347
19} 340546
20) 340545
21y 340544
22) 340354
' RIGHTH CAUSE FOR DISCIPLINE -
(Fatlure to ¥aintain Operational Standards) ‘
25, Respondents MICHAEL'S PHARMACY and NATALY A SKYE aré subjoct to

 disciplinary action under section 4300 for improfessional conduot as defined in section 4301,

subdivision {0}, in conjunction with sectlon Title 16, California Code of Regulations section 1714

subdivision “b” (which requires that Respondents maintain the pharmacy facility, and equipment

so that drugs are salely and properly prepared, maintained, secured and distributed) and
subdivision ¢ (which requires that equipment shall be maintained in & clean and ordetly

condition) in that during a Board inspection on November 19, 2009, the Inspector found

|l prescription bottles and caps stored on the floor of the small restroom next to and below the iollet,

NINTH CAUSE FOR DISCIPLINE,

' . {Unauthorized Furnishing)

26, Respondents MICHAEL’S PHARMACY and NATALYA SKYE are subject to
clisciplinafy action under section 4300 for unprofessiona) conduet as defined in seciion 430!,
subdivision (0}, in'conjunction with section 4163, subdivision (a), and séction 412.6.,5, which
limit the persons or organizatidns that a pharmacy may legally furnish or fransfer drugs to, in that
on or about December 28, 2.009, Respondents [Hegally ‘disposed of! pharfnaoeuﬂ@als thrﬂug};

“BEnseryWest”, and unlicensed entity, In viclation of pharmaoy law, as described more fully o

v
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£ CCR, title 16, §1745/ Title 21
CFR §1306.13 subd, (a) | ; N

paraglaph 17 above, .

' DISCIPLINARY CONSiDERATIONS ]

27, Todetermine the degree of penaity to be imposed on Respondcnt(s)l, if any,
Complainant makes the follawing additional allegations:

' Prior Citation ~Respondent Michael’s Pharmacy

& On ar about November 13, 2008 a representativs of the :éDﬂl'd inspected

Respdndent Michas!’s Pharmacy, Pursuant to that inspection, on April 23, 2009, Administrative
Chtation/Assessment of Fine Ne, C1 200839793 was issued to Respondent for violating Codes and
Regule;tions as st forth below, resulting in the issuance of  § 5.,000.00 fine, which Respondent

paid in full. The citation Is now final,
Code/Regulations Violated | Deseription

Stocking danperous drups lacking guality or strength
Medication contalners were found coniaining
“compounded drugs lacking expiration dates
(Progesterone 100mg #15 and 50mg #76 Supp.) ot diugs
that had been expired (Bstradiacl 250 Yag, Supp #16
expired 3/21/87, Progesterone 400mg #9 Supp expired
7/7/05 and 25mpg #46 Supp expired 8/4/05, Borio acld
Yag, Supp #16 expired in ]O,’Zl/OGL :

Variation from Preseription

On 12/06/2006, Respondent furnished prescription
301673 for Hydrocodons/APAF 10/500mg #120 to LC
when the instructions on the face of the prescription
stated “Do not dispense before 12/12/06”, Specifically,
on 4/2/08, Michael's Pharmacy furnished Rx 324777
Oxycontin 80mg #90, Rx 324778 Oxycontin 40mg #50
to L.C when the prescrintion whs dated 4/3/08,
Failure to comply with Resords requirements for
compounded medications

Procedures totaks action when licensed individual is
impaired ar knowh to have diverted or used drugs,
written policies; Report; Immunity
_ . , For each preseription for a Schedule 11 or Schedule I
¢. Health & Safety Code §17165 ocontroliad substanpe, the dispensing pharmacy ghall
sub (d)(1-10) : report to the Department of Justice . . . Data required . ,

a, Bus, & Prof, Code §4342

e

b, CCR, title 16, §1716

¢, CCR,fitle 16, §1716.2

d. Bus. & Prof, Code §4104

Partial filling of Sehedule 11 presor 1p’nons/Pnrtlai ﬁl'.\ng
of prescripliens,

20
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Prior Citation ~ Respondent Skye
b, Onor about November 13, 2008 a representative of the Board inspeeted Respondent -
Michac'l’s Pharmacy Pursuant fo that inspection, on April 23, 20009, Adiministrative
Cltation/Assessment of Fine No, CJ 200839793 was lssued to Respondent for vielating Codes and
Regulations as set forth below, resutting in the isswance ofa § 3 ,000.00 ﬁnc, which Respondent

paid in full, Tlle. oitation i now final,

Code/Regulations Violated - | Description

| Action by board to prevent sale of
preparations or drugs lacking quality or
strength; penalties for knowing or willfu)
violation of regulations governing those
sales.

Varlation from Prescription

# Bus, & Prof. Code §4342

b, CCR, title 16, §1716
¢. CCR, title 16, §1716.2

Record requirements—oompounding for
future furnishing

Procedures o take action when licensed
individual is impaired or known to have
diverted or vsed drugs, Written pOl!OlBS'
Reporty Immunity

For each preseription for & Schedule 11 or
Schedule 111 eentrolled substance, the
dispensing pharmacy shall repor to the' -
Department of Justice , . , Data.tequired. -
Partial filling of Schedule 11
prescriptions/Partial filling of preseriptions,

d, Bus, & Prof, Code §4104

¢, Health & Safety Code §11165

f. CCR, title 16, §1745/Title 21 CFR
§1306013 subd. (&)

PRAYER
WEEREFORE, Complainant requests that a hearing be held on the matters herein atleged,
and that following the hearing, the Board of Pharmacy Issue a decision:

1, Revoking or suspending Pharmaoy Permit Mo, PHY 47549 issued to Respondent

Michael's Pharmacy;

2. Revoklng or suspending Orlginal Pharmacist License Number RPH 53396, Issved |

to Respondent Natalya Skye |
2]
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3.+ Drdering Respondent Mlchael's Pharmacy to. pay the Board of Pharmacy the
reasonable costs of the inwéﬁigation and anforcamér_n of this case, pursuant to Buginess and
Profossions Code section 125.3; .
-4 Ordering Respondent Natalya Skye to pay the Board of Phe{rmacy the regsonable
costs of the lnvastigat'i-on and enforogment of this case, pursuant to Business and Professions
Code section 125.3; ' .

5. Taking such other and further action as deemed noeceasary and proper,

DATED: 9/ 31 / llZ_,

Board of Phatmacy

Department of Consumer Affalrs
State of California

Complatnmmt

LA2010600850
606628 19.doox{rey)

22
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EXHIBIT B

"To First Amended Accusation and Petition to Revoke Probation

Decision and Order as to Michael’s Pharmacy

Board of Pharmacy Case No. 3824




BEFORE THE
‘ BOARD OF PHARMACY .
DEPARTMENT OF CONSUMER AFFAIRS
~ STATE OF CALIFORNIA

In the Matter of the Accusation Againgt:

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

960 East Green Street

Pasadena, CA 91106

Pharmacy Permit No, PHY 47549

AND

NATALYA SKYL

14569 Benefit 8t., #102

Sherrhati Calks, CA 91403
Pharmaclst License No, RPH 55396

Respondents.

Case No, 3824
STIPULATED SETTLEMENT AND
DISCIPLINARY ORDER

[AS RESPONDENT MICHAEL’S
PHARMACY INC, ONLY]

DECISION AND ORDER |
The attached Stipulated Settlement and Disciplinary Order is hereby adopted by the

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

This decision shall become effective on February 14, 2014,

It is 5o ORDERED on February 7, 2014,

 BOARD OF PHARMACY '
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

ny

Board President -

A Mmg

""‘1

- 3TAN C, WEISSER
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|l KAMALA D, HARRIS

- -

Attotney General of California

GREGORY J. SALUTE

Supervising Depuly Aftorney General

SUgAN MELTON WILSON

Deputy Atlorney General

State Bar No, 106902
300 So. Spring Street, Suits 1702
Los Angeles, CA 90013
Telephone; (213) 897-4942
Facsimile: (213) 897-2804
E-mail; Susan, Wilson@doj.ca.goy

Attorneys for Complainanr

BEFORE THE

-

. D, Harris, Attorney General-of the State of Callfornia, by Susan Melton Wilson, Deputy Attorney

. BOARD OF PHARMACY -
DEPARTMENT OF CONSUMER AFFATRS
STATE OF CALIFORNIA
In the Matter of the Accusation Against: Casc No. 3824
| | STIPULATED SETTLEMENT AND
MICHAEL?S PHARMACY, INC., DISCIPLINARY ORDER
d.b.a. MICHAEL'S PHARMA
NATALYA SKQKE, C¥ [RESPONDENT MICHAEL’S
PHARMACIST-IN-CHARGE PHARMACY INC. ONLY ]
960 East 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 55396

Respondents, '

IT IS HEREBY STIPULATED AND AGREED by and between the parties to the above-
entitled proceedings that the following matters are {rug:
PARTIES
1. Virginia IIem]d (Complainant) is the Executive Officer of of th

Boar _Cl. f Pharmaey.

She brought this action solely in her official capacity and is ropresented in this matter by Kamala.

Jeneral, ;
1 _ o 2

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

' whose legally authorized representative is Nefalya Skye, is represented in this proceeding by

attomney Hetbert Welnberg, whose address is; Law Offices of McChirs Woods 1800 Century
Park Fast, 8th ¥loor, Los Angeles, CA 90067 -

.3, . On ot about November 7, 2006, the Board of Pharmacy (Board) issued Pharmaey
Permit No, PITY 47549 to Michael’s Pharmacy Ine, d.bia, Michael’s Pharmacy (Resplondent).
Natalya Skye is an owner of Respondent and has been Pharmacist-In-Charge of Respondent
since November 7, 2006, The Pharmacy Permit was in full force and effect ai all times relevant to
the charges brought herein and will expire on November 1, 2014, unless renewed,

JURISDHCTION

4, Accusation No, 3824 was filed belote the Beard of Pharmacy (Beard) , Department

of Consumer Affairs, and is currently pénding against Respondent.. The Accusation and all other

statutorily required documents were properly served ‘ori Respondent on Auguét 14, 2012,
Respondent timely filed its Notice of I-)efensc. contesting the Acousation, .
5. A copy of Acousation No, 3824 is attached as Exhibit A and incorporated herein by

reference,

ADVISEMENT AND WAIVERS

6. - Respondent, by its authorized representative, has carefully read, fully discussed with

counsel, and understands the charges and allegations in Accusatton No, 3824, Respondent has .

also carefully read, fﬁlly discussed with counsel, and understands the effects of this Stipulated
Seltlement and Disciplinary Order,
7. Respondent is fully aware of its legal rights in this matter, including the right to a

heating on the charges and allegations in the A cousation, the right to be represented by.counsel at.

it 0\:\&1"cxpchsc; the right to confront and cross-examine the witnesses against them, the right to

present svidence and to testify on its own behalfy the right to the issuance of subpoenss to compel
the attendance of withesses and the production of dogutnents; the right to reconsideration and
court review of an adverse devision; and all other rights accorded by the California

Administrative Procedure Act and other applicable laws,

2

STPULATED SETTLEMENT- RESPONDENT MICHAEL_"S PHARMACY

i
j 3

T TR e

v mmpq e

e e v

a1 Rl

r




1l
12
13
14
15
16

17

18
19

20 |

21
22
23
24
23
26
27
28

\omsac\m.h@‘m

i

8. Respondent voluntarily, knowingly, end intelligently waives and gives up each and

svery right set forth above.

CULPABILITY

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

10,  Respondent agrees that its Original Pharmacy Permit is subject fo discipline and they
agree to be bound by the. Board's probationary terms a3 set forth in the Disciplinary Order below,

CONTINGENCY - |

11, This stipulation shall be subjoct 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 ditectly with the Bosrd rcgarding this stipulation and settlement, without notice to

| or partic_ipatioh by Respondent or its counsel, By signing the stipulation, Respondent inderstands

and agrees that they may not withdraw its agreeﬁwnt or seek to reseind the stipulation prior to the
time the Board considers and acts upon it. If the Board fails to adopt this stipulation as its
Decision and Order, the Stipulated Settlement and Diseiplinary Order shall be of no i"orce or |
éffect, except for this paragtaph, it shall be inadmisaible in any legal action befween the parties,
and the Bo a:rd shall not be disqualified from further action by having considered this matf‘:e.r.

12, The parties underst.and and agree that facgimile copies -o‘f. thig Stipulated Settlement
end Diselplinary Order, inoluding fdcsirlnile signatures theteto, shall have the same foroe aﬁd
effect as the orlginals, |

13, This Sfipulated Settlement and Disciplinary Order is intended by ‘i'he pai'ties to be an
integrated writing reprcsa.ﬁtin.g the cqmpl_ete, final, and exclusive embodiment of their agreement,
It supersedes any and all prior or contemporancous agreements, understandings, discussions,
negotiations, and commitments (writien or oral). This Stipulated Settlement and Disciplinary
Order may not be altered, amended, modified, supplemented, or otherwise changed except by 4

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

3
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14, In consideration of the foregoing admissions and stipulations, the parties agree that

the Beard may, without further notice or formal proéeeding, issue and enter the following

Digciplinary _Orc_ier:

DISCIPLINARY ORDER

* ITIS HEREBY ORDERED that Original Phartiincy Permit No, PHY 47549 issued to
Respondent Michael's Pharmacy, Ine.; IS REVOKED, However, the tevocation is stayed and

Respondent is placed on probation for five (5) years on the following texms and conditions, .

1,  Obey All Laws
Respondont owner Shﬁﬂ obey all state and fedoral laws and regulaiidns.

Respondent owner shall report any of th-p following oocurrences to the bbard; in writing,

within seventy-twe (72) hours of such ocourrence:

0 anarrest or issuance of a criminal complaint for vielation of any provision of the
Pharmacy Law, state and fedetal food and d;ug laws, or state and fcgiéral controlled
substanées laws | 7 o |

0 apleaof guilty or nolo contendro in any state or federal criminal procéediﬁg to any
¢riminal corﬁplaint, information or indictment

0  aconviction of any crime

0 diseipline, citation, or cther administrative action filed by any state or federal agendy
which involves respondent’s pharmacy leense or which is related to the practice of

_pharmacy or the manufacturing, obtaining, handling or disﬁ'ibuting, billing, ot
charging for any drug, device or controlled substance, _

Fallre to timely report any such oceurrence shall be gonsidered a violation of probatien,

2. ' Report to the Board

" Respondent owner shall report to the board quarterly, on a schedule aé directed by the ‘poarﬂ 7
or its designee, .Thé- report shall be made either in person or in wr_iting,l_ ag directed, Among other
requitements, respondent owner shall state in each report under penalty of perjury wh'ethar there
has been compliance with all the tertms and conditions of probation, Failure to submit imely

repotts in a fonm as directed shall be considered a violatioﬁ of probation, Any period(s) of

4
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delinquency in sybthission of reports as dirsofed may'be added to the total period of probation,

| Moreover, if the final probation report 18 ot made as directed, probation shall be automatically

exfended uniil such time as the ﬁnﬂlii‘opoﬂ iz made and accepted by the board.

3, Interview with the Board _

Upon receipt of reasonable pri‘m; notice, respondent owner shall appear in person for
intorviews with the board o its designee, at such intervals and Iocafions as are determined by the
board or its designes. Failure to appéar for any sohaciuled Interview without pridr notification to
board staff, or failure to appear for two (2) or mére scheduled interviews with the boarci or its
designee during the period of probafion, shall be considersd a vio]ation. of probation,

4, Cooperate with Board Staff

Respondent owner shall cooperate with the board's inspection prf;gram and with the boatd's
monitoring and investigation of respondent's compliance with the terms and conditions of their |
probation. Failure to bé&perate shail be considered a yiolation of probation, |

3. Relmbursement of Boz;lrd Costs .

" Respondent shall be jointly and severally liable with co-respondent to Accusation 3824,
Natalya Skye for reimbursement to the Board of its cpsts of investigation and pxjosecuti‘on in the
total sum of Eleven Thousand Dollars ($11, 000.00}.‘Pﬂyment of the tﬁtal sum shall be a
condition precedent to suceessful completion of probation, Respondent shall make said payment
within sixty (60) days of the effective date of this decisi.on.

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

The ﬂiing of banknjptcy by respondent owner shall not relieve respondent of their
responsibility to relxmburse the board its costs of investigatioﬁ and prosecution,

6.  Probation Monitoring Costs

Respondent owner shall pay any costs associated with probation monitoring as determined
by the board sach and évery year of probation, Such costs shall be paﬂ/able to the board on a

schedule as ditected by the board or its designee, Failure to pay.such costs by the deadline(s) as

5
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directed shail be considered a violation of probation,

7. Status of License r

Respondent owner shall, at all times while on probation, maintain'currenf licensure with the
board, If respondent owner submits an application to the board, and the application is approved,
for a change of location, change of permit oi‘ change of ownership, the board shall reta.in
continuing jurisdiction over the Hoense, and the respondent shali remain on ptobetion as
determined by the boatd. Failure to maintain current licotsure shall be considered a violation of
probation, - | |

If respondent owner's license expires or is cancelled by operation bf law or otherwise at any
time duri_hg the perlod of probation, including aﬂy extensions thereof or otherwise, upon renewal
ot rsaﬁliéation respondent owner's licenss shall be subject to all terms and conditions of this
probation not previously satisfied,

8,  License Surrender While on P;*Oba;tion/SuSpension

Fol iowing the effective date of this decision, should respondent owner discontinue
business, respondent owner may tender the premises license to the boa;d for sm'rcndef. 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 aceeptance of the surrender of | -

the license, respondent will no longer be subjeot to the texrms and conditions of probation,

Upon acceptance of the surrender, respondent owner shall l'e;]inquish the promises wall and
renewal license to the board within ten (10} days of notification by the board that the surrender is
accepted, Respondent owner shall further submit completed Disconﬁnuancc of Business form
acoording to board guidelines and shall notify the board of the records inventory transfer,

Respondent owner shall alao, by the effective date of this decision, arrange for the

continuation of care for ongoing patients of the pharmacy by, at minimum, providing a written

notiee to ongoing patients that specifies the anticipated closing date of the pharmacy and that

identifies one or more area pharmacies capable of taking up the patients' care, and by ecooperating
a8 may. be hecessary In the transfer of records or prescriptions for ongoing patients, Within five
days of its provision to the pharmacy's ongoing patients, Respondent ewner shell provide 5 copy

6
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days.

| probaticn, either by posting a notice of the ferms and conditions, cireulating such notice, or both,

‘employees hired or used after the effective date of fhis declsion are made aware of the terms and

of the writien notice to the board, For the purposes of this provislon, "ongoing patients" means
those patients for whom the pharmacy has on file épresoripﬁon with one or more vefills

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

Respondent uwher may not apply for any new licensure from the board for three (3) years
from the effoctive date of the surender, Respondent owner shall meet ﬁlllrequirements applicable
to thé licenge sought as of the date the application for that license is submitted to the board,
Respondent owner further stipulates tﬁat he or she shall rcimburée the board for its costs éf
iﬁvestigation and prosecution prior {o the acceptance of the surrender,
9,  Notice fo Employeey
~ Respondent owner shall, upon or before the effective daté of this decision, ensute that all

employees involved in permit operations are made aware of all the terms and conditions of

1f the notice roquired by this provis'ion is posted, it shall be posted in a prominent place and shall

remain posted throughout the probation period, Respondent owner shall ensure thatany -

conditions of probation by posting a niotice, ciroulating a notice, ot both. Additionally,
tespondent owner shall submit Wri“cten notification to the board, within fifieen (15) days of the
affective date of this decision, that this term has been satisfied. Failure to submitsuch
notificatien to the board shall be consideted a violation of probation,
"Employees” ag used in this provision includes all full-titne, part-time,

volunteer, temporary and relief employées and independent contractors employed or

hired at any time during probation, | .

10, Owners and Officers; Knowledge of the Law

Responécn’c shall provide, within thirty (30) days after the effective date of this daéision,
signed and dated staternents from its owners, including any owner or holder of fen peteent ( 10%)

or more of the interest in respondent or respondent's stook, and any officer, stating under penalty

of petjury that said individuals have read and-are famitiar with state and federal laws and

7 ' 8
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reguiaﬁons govmﬁing the practico of pharmacy. The failure to timely provide said statéments
under penalty of perjury shall Be considered a violation of probation, |

11.  Posted Notice of Probation |

Respondent owner shall prominently post  probation notice proﬂded by fhe boél'd. ina
place conspicuous and readable to the public.r The probation notice shall remain posted during
the entire petiod of probation, _

Respondent owner shall not, ditectly or indirectly, engage in any conduct or make any
gtatement which is intended to mislead or is Hkely to have the effect of misleading any patient,
customer, membet of the public, or other person(s) as to the nature of and reason for the probation
of the licensed entity, . | _

Failure to post such no’Fioc éhall be considered a violation of probation,

12, Violation of Probation.

If a respondent owner has not cofnplied with any term or condition of probation, the board
shall have continuing jurisdiction over respondent loense, and probation shall be automatically
extended until all termg and conditions have been satisfied or the board hag taléen other action as -
deemed appropriate to treat the failure to comply Bs 8 violation of probation, to terminate
p:'ol?ation, and to impoge tﬁe penalty that was stayed, '

If respondent owner violates prabafcion in any respect, the board, after giving respondént
owner notice and att opportunity to be hearci, may revoke probation and carry out the disciplipary
order that was stayed. Notice and opportunity to be heatd are not required for those prbvisions
stating that a violation thereof may lead to autornatic termination of the stay and/or revocation of
the lcense, If a petition to revoke probaﬁoﬁ ot an accusation is filed against respondent duri‘ng
probation, the board shall have continuing jurisdiction and the period of probation shéll be
automatically extended until the petition to revoke probation or aceusation is heard and decided.

- 13, Completion of Probation |

Upon written notice by tharboard or its designee indicating succossful completion of
probatidn, regpondent license will be fully 1'est6red. .

14,  Community Services Program’

8
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Within sixty (60) days of the effective date of thig decision, respondent owner shall submit

to the board or its designee, for prior approval, 8 community setvice program in which respondent

shall provide free haéith—care relafed services to & comimunity or charitable facility or agency for
at least seventy five (7 5) hours during the period of probation.

Within thirty (30) days of boalrd approval thereof, respondent pwner shall submit
dacumentation to the board demonstrating commencement of the community service program,-,
Rcspohdent owner shall report on progress with the cc;mnnunity sarviée program in the quarterly
reports. _ |

Fallure to timely submit, comm.encc, or comply with the program shéll be considered a
violation of probation, _

15, Separate File of Records

Respondent owner shall maintain end make avgﬂa_ble for inspeétion a separate fils of all
records pertaining to the ecquisition or disposition of all contrél_led substances, Fallureto
maintain such file or make it dvailable for inspection shall be considered a violation of probatien,

16, Administrative Penalty | |

Respondent shall be jointly and severally liable 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 j:robation, in eccord with a payment pldn appno_véd by the Board or its designee,
Respondent migy pay the full remaining unpaid balance of the assessed ndminisirative penalty at
any tlme, It shall be Respondent”s rcsponsib}lity to mail or otherwise deliver each payment

directly to the Board at the Board’s Sacramento address in a iimely manner. Fatlvre to make any

payment shen duo shall be considered d violation of probation,

ACCEPTANCE

1 am an owner and legally authorized representative of Respondent Michael’s Pharmacy
Ine., corporate license holder of Pharmacy Permit No, PIHY 47549, 1 have carcfully read the
abovp Stipulated Settlement and Disciplinary Order and have fully discussed it with attorney,

Herbert Weinberg, I understand the stipulation and the effect i will have on Pharmacy Permit

9
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| NO. PHY 47549, On behalf of Respanéient Michael's Fharmacy Ino. I enter into {hiy Stipulated
2 || Seitlement and Disciplinary Order voluntarly, knowingly, and Intel]igént_ly, and agree thar
3 |t Michael’s Phatmacy Inc. will be bound by the Declslon and Order of the Board of Phaymacy,
4 . . . ]
5| DATED: | | <" HIL 4
’ NAT
Authoyized Representative of
7 MICERBI?S PHARMACY, INC.
d.b.a, MICHABL'S PHARMACY
8  Respondent
9 |
0 I have read and fully dissussed with the logally w:h'orizeg representative(s) of Respondent

Miehael's Pharmacy, Ino., all texms and conditions and other matters contained in the above
11 ' .

Sfipulamd Settlement and Disciplinary Order. [ appre’ :ts dLontent.
4

20 paen: . ////)7}

13

14

15 .

6 BNDORSEMENT
1 o
The foregoing Stipulated Settlement and Disciplinney Order is hereby rospeotfully
17 .
subroitt ed for consideration by the Board of Pharmacy of the Department of Consumer Affairs.

18 : : -

” Dated: g7 ./86 « / & Respectfolly submitted,

' . KAMALAD HARRGS

20 Attorney Gepoya) of Culifornia

. : (Greqory J. SALUTE

2Ly ‘ . Supervising Deputy Astarpey General
22 : ‘

2 . ' , SUSAN MELTON WILSON

' . Deputy Attomey General

20 Atiorneys for Compleinans

25 1| Lazgloshone)
. . 140528 des

26

27

23
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Acensation No, 3824
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KAMALA D, HARRIS

Attorney General of Callfornia

GREGORY ], SALUTE

Supervising Deputy Attorney General

SUSAN MBLTON WILSON

Deputy Attorney General

State Bar No, {06902
300 8o. Spring Strest, Sulte 1702
Los Angeles, CA 90013
Telephone; g213) 897-494%
Facsimile; (213) 8972804

* Bemajl: Susan, Wilsen@doj ca.gov

Attornays for Complatnant

BEFORE THE
- - BOARD OF PHARMACY
DEPARTMENT OF CONSUMER ATFAIRS
STATE OF CALIFORNIA

' NATALYA SKYE

In the Matter of the Accusation Agalnst: Crse No, 3824

MICHAEL'S PHARMACY, INC,, , L
NATALYA SKYE, . ACCUSATION
PHARMACIST-IN-CHARGE
260 East Green Siroot

Pasadena, CA 91106

Pharmacy Permit No. PHY 47549

AND

14569 Benefit St., #102

Sherman Ouaks, CA 91403

QOriginal Pharmacist License No, RPH 55396

Respondents.

Complainant alleges:
| PARTIES .
1, Virginia Herold (Complainant) brings this Accusation solely in her officia) oapacity |
as the Executive Officor of the Board of Pharmacy, Department of Consumer Affairs,
2. Onorabout November 7, 2006, the Board of Pharmasy (Board) lssued Pharmacy
Permit No, PHY 47549 {0 Michael’ s Pharmacy (Respondsnt Pharmgcy).Ngtalya Skye ts and has

been Pharmacist-In-Charge of Respondent Pharmacy since November 7, 2006, The Pharmasy

1

Aocusation

13



mailto:Susan.WIIson@doj.ca.gov

e

Permlt was n full force and effect at all times relevant to the charges brought.harein and wlil
pxpire on November 1, 2012, unless renewed, | ‘

3. Onorabout June 23, 2004, the Board of Pharmacy issued Origing! ?hurmaolst
License Number RPH 55396 to'Natalyﬁ Skye (Respondsent Skye), The Orlginal Phatmacist
Llcense wag in full force and effect at all times reloyant td the charges brought hereln and will
expire on March 31, 2014, unless renewed, '

JURISDICTION

4,  This Accusation I8 brought before the B'oard, Depariment of Consumer Affairs, under
the authority of the following laws.l All sectlon references arg to tho Buslness and Professions
Code unless atherwise indicated,

-

STATUTORY PROVISIONS

5. Sectlon 118, subdlvision (b}, provides that the suspension, expiration, surrendet, or
cancellation ofa lleense shall not d-epriv.e the Board of jurisdlotion to proceed with a disciplinary
action during the period within which the licgnse may be renewed, restored, reissued or
reinstated, , .

6. Section 4300 of the Code states: -

"(a) Every licenss issued may be suspended or revoked, -

"(b) The board shall discipline the holder of any liconse issued by the board, whose default
has baf:n entered or whese cuse has been heard by the board and found guilty, by any of the
following methods: ' ‘

"(1) Suspending judgment, .

"(2) Placing him or her upon probation,

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

"(4) Revoking his or her license.

"(5) Taking any other action In relation to diseiplining him or her as the board in its
dlscretion may desm proper.

- "{0) The board may refuse a license 1o any applicant guilty of unprofessional conduct. The

board may, in its sole disoretion, issue a probationary license fo any applicant for a ticense who i

Z
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guilty of unprofossional conduct and who has met all other requirements for licensure, The board
may Issue the license subjeot to any ferins or conditions not contrary to public policy, Including,
but not Hmited to, the following; o

"(1) Medical or psychiatric eyaluation,

"(2) Continving medical or psychiatrio treatment,

"(3) Restriction of type or circumstances of practics,

"'{4) Continuing partioipaﬂon in a board-approved rahabi[itaﬂpn PIOEram.

"(5) Abstention from the use of alcohol or drugs. . |

U(6) Randotn fluid testing for aleohol or drugs,

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

"(d) The board may initiate discipiinary proceedings to revoke or suspend any probationary
certifioate of liconsute for any violation of thé terms and conditions of probation, Upon
satisfactory completion of prdbation, the board shall convett the p'robationary certificate to a
regular certificate, free of conditions, | '

"(e) The proceedings under this article shall be conducted in acclordance with Chapter 5
{commencing with Sestion 11500).of Part 1 of Division 3 of the Gwer‘nment Code, and the board
shall have alll the powers granted therein, The action shall be final, except that the propriety of
the action is subject to revie?v, by the supe;r.ior court pursyant to Secti(;n 1094,5 of the Code of
Civil Provedurs,” ' '

7. Section 4301 of the Code states:

"The board shall take action against any holder of & license wha is guilty of unprofessional
conduct or whose licenso has; been procuréd by frand or mistepresentation or issued by mistake,
Unprofessional conduct shall include, but is not limited to, any of the following:

() The commission of any aot involving moral turpitude, dishonesty, fraud, decelt, or
sofruptton, whether the acl Is committed in the course of relations aé a llepnsee or otherwise, and

whether the aot is a felony or misdemeanor or not,

Aoousation
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"(1) The viclatlon of any of the statutes of thig state; or any other state, or of the United
Siates regulating controlled substances aﬁd dangerous drugs,
(o) Vi’p]ating or attempting to violats, dircotly or indirectly, or pssisting in or aBetting the

vlolation of or conspiring to violate any provision or term of this chapter or of the applicabie

' federal and state laws and regulations governing pharmacy, ihcludiﬁg reg@]ations established by

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

dangerous drﬁg except upon the prescl'iptibn of a physioian, dentist, podiatrist, oplomotrist,

vetsrlnaﬂan', or n'aturopathi'cf, doctor pursuant to Section 36407, A person may not furnish any

d-'angerous‘ device, exoept upon the prescription of a physician, dentist, podiatrist, optometriat,
veterinarian, or naturopathic doctor purstant to Saﬁti.oh'3640.7.

9. Beotion 4076 of the Code states: _ "

"'('a) A fsharmacist shall not dispense any preseription except in a container that meets the
requirements of state and federal law and s correctly tabeled with all ofthe following: °

(1) Bxcept whors the preseriber or the certified nurse-midwife who functions pursuant to
a standardized procedure or protocol descrlbed in Setion 2746.51, the narsé practitioner who
functions'pursuant io & standardized procedure deseribed in ‘Saoti-on 2836.1, or prétocol, or the
physician assistant who funotions pursﬁant to Section 35021, the naturopathic doctor who -
funetions pursuant to 5standardized procedurs or protocel deseribed in Sectlon 36405, or the -

pharmecist who functions pursuant to s policy, probedura, ot protocal pursvant to either

subparagraph (D) of paragraph (4) of, or clause (iv) of subparagraph (A) of paragraph (5) of,

‘aubdivision (a) of Section 4052 orders otherwise, either the manufacturer's trade name of the drug

or the generic name and the namie of the manufagturer, Commonly used abbreviations may be

used. ‘Preparations containing twe or mote sefive ingredients may be Idontified by the

manufacturer's trade name or the commonly used name or the principal actlve ingredients.

2) The directions for the use of the drug,

4 N
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" (3) .The name of the patient or patients,

- (4) Thename of the presoriber or, if applicable, the name of cortified nurse-midwife who
functions pursuant to a standardlzed procedure or protocol aGSOribed in Bection 2’746‘..5], the
nurse practitloner who 'fuh.ctlons pursuant to g standardlzed procedure deseribed in Section
2836,1, or protoco, the physician assistant who funotions pursuant to Section 3502,1,, the
natgrcpathic dootor who functions pursvant to a standardized prooedﬁre or protoco deéoﬁbecl In
Section 3640.5, or the pharmaoist‘who functions pursugnt to a polhicy,lpi*ocedure, or protocol
pursuanf to elther subparagraph (D) of paragraph (4) of, or clause (iv) of subparagraph (A) of.
paragraph (5} of, subdivislon (a) of SAect.lon 4052,

(5) Thedateoflssie.

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

() The stféngth of the drug or drugs dispensed,

{8y The quantity -éf the drug of drugs dispenscd.l

(9) 'The expiratioﬁ date of the effsctiveness of the drug dispensed, .

(10). The canditioﬁ for which the druée,r was prescribed if requested by the patient and the
condition is indicated on'the preseription,

(11XA) Com{nencing January 1, 2006, the physical description of the dispensed
medication, Including its color, shape, and any Identification code that appoears on the tablets or -
oapsules, exoept as follows:; o

(Iy Preseriptions dispensed by a vetetinarian,

(i} An exemptlbn from the requirements of this paragraph shall be granted to a new drug

for the first 120 days that the drug ls on the market and for the 90 days during which the national |

re,fércnce ftle has no description on file,

(iti) Dispensed medications for which no physical description exists in any Gommerola'lly
available database. | '

(B} This paragraph applies to outpatlent pharmaeies only,

i1 '
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(C) The information-required by this patagraph may be printed on an auxil'iaz‘y label that Is
affixed to the prescription container, .

(D) This paragraph shall not become opergtivé If the board, prior to January 1, 2006,
adopts regulations that mandate the same labellng requirements set forth in this paragraph,.

"(h) I a pharmacist dispenses a prescribed drug by means of a unit dose medication s:}stem,
as defined by administrative regulation, fot a patient' Iha skll]ed nursing, intermediate care, or
other health care faoility, the requirements of this section will be satisfied if the unit dose
medication system contains the aforementioned informatlon or the Information is otherwise . -
readlly available at the time of drug adminlstration,

"(¢) If & pharmacist dispensos a dangerous drug or device in a facility licensed pursuant to
Section 1é5‘0 of the Health and Safety Cods, it Is not necessary to in¢lude on individual ynit dose
containers for a specifie patient, the name of the certiﬁad nurse-mlidwifs who funetions pursuant
o a standardized prosedure or protoco] deseribed in Section 2746,51, the nurse praoﬂtioner who
funotions pursuant to a standardized procedure described in Section 2836, 1, the physiclan
assistant who functlons ﬁursuant to Section 3502, 1, the naturopathic doctor who functions
pursuant to a standardized procedure or profocol deseribed 'in_Section 3640.5, or the pharmacist

who functions pursuant'to a polioy, procedure, or protocol pursuant to either subparagraph (D) of

| paragraph (4) of, or clause (iv) of subparagraph (A) of paragraph (5) of, sybdivision (s) of Seotion

4052, | |

() Ifa phafmaaist dispénses a pmscrl‘ption’ drug for use in a facil’if.y ltcensed pursnant to
Section 1250 of the Health and Sﬁfefy Code, it is not nsces&éry to Include the information
reguired in pafagraph{i 1) of subdivision (&) when tlwlpmsoription drug is administered to 4
patient by a person licensed under the Medical Practice Act (Chapter 5 (oommenclng with

Section 2000), the Nursing Practice Aot (Chapter 6 (commencing with Section 2’?00), or the

Yocatlonal Nursing Act (Chapler 6.5 (commencing with Scction 2840), who is acting within his -

or her scope of practlce,”

1

10, Sectlon 4081 of the que stafes
141
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"(8) All records of manufacture and of sale, acquisition, or dispesition of dangerous drugs
or dangerous devlees shall be et all times during business houts open to Inspection by authorlzed
officers of the law, and shall be preserved for at least three years from the daté of making. A
gurrent inventory shall be kepf by every manufacturer, wholesaler, pharmacy', vetetinary

food-anfmal drug retailet, physiotan, dentist, podiatrist, veterinarian, laboratory, olinic, hospital,

| institution, or establishment holding & currently valid and unrevoked certlficate, license, permit,

reglstration, or exemption under Division 2 (commending with Seotion 1200) of the Health and

Safety Code or under Part 4 (commencing with Section 16000) of Divislon 9 of the Welfare and

Institutions Code who malntalng a stock of dangerous drugs or dangerous devices,

"(b) The owner, officer, and partner of any pharmacy, wholesaler, or vetorinary food-anlmal
drug retaller shall be jointly responsible, with the pharmacist-in-charge or representative;in-
charge, for maintalning the records and invéntory described In this section,

"(c) The pharmaclst-in-charge or representative-in-charge shalt not be criminally
i'esponsible for acts of the owner, o.fﬁcer, partner, or employee that violate this section and of
which th'e pharmacist-in-charge or representai;ive»iq«charge ht;d no knowledge, or ln which he or
she did ﬁot knowingly parilcipate,”

H. Seotion 4126,5 ofthe Code states:

“(a) A pharmacy may furnjsh dangerous drugs cﬁly to the followlng:

(1) A wholesaler owned or under common control by the by the wholesaler from whom the
dangerous drug was acquired, '

(2) The -pharmaceutica] mannfacturei from whom the dangerous drug was acquired,

(3) A licensed Wholssaler acting as a reverse distributor.

(4) Another pharmaoy or wholesaler fo allevlate a temporary shol’tagdaf a dangerous drug-
that could result In the denlal of health care, A phartaacy furnishing danécro.us drugs pursuant to
this paragraph may only furnish a quantity sufficlent to alleviate the 1emporm‘3.f shortage,

(5) A patient or to another pharmacy pursuant to a prescription-or as otherwlise auth‘oriied
by law. A |

/1
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{6y A heaith care provider that is not pharmacy but that Is authortzed to purchase dang;arous
drugs, N | '
' (7) To enother pharmacy undsr commdn conlrol,

: ‘(d) For purpose of this section, “common control” means the power to direct or cause the
directlon of ths management and pollcies of another person whether by ownership, by'\mting
rights, by confraot, or by other means, '

]é.. Seotion 4105 of'the Code states:

"(a) All records or other dooumentation of the acquisition and disposition of dangerous
drugs and dangerous devioes by any entlty licensed by the board shall be retalned on the licensed
premises in a readily retrievable form, |

"(b) The licensee may remove the original records or documentation from the lleensed
premises on atemporétry basis for license-related purposes. However, a dupileate set of those
records or other documentation shall be retainéd on the licensed premises, '

(o) The recordsrreqﬁlred by this secton shall be retained on the licensed premises for a
pericd of three 'years from the date of making, '

C"(d) Any records that are maintained electronlcally shall be malntained so that the

pharmacist-in-chargs, the pharmacist on duty if the pharmacisti-tn-charge is not on duty, or, In the '

- case of & veterinary food-animal drug retailer or wholesaler, tho designated representatlve on

duty, shall, al all times during which the licensed premises are open for business, be sbls to
produce a hard copy and slectronio copy of all records of écquisition or disposttion or other drug
or dispensing-related records maintained electronically.

"e)(1) Nptwit‘hsianding subdivisions (a), (b), and (c), the board, may upon written request,
grant to a Heensee 8 Wai;/er of the requirenients that the records desoribed in subdivisions (a), (b),
and (¢) be kept on the lloensed premises, |

(2 A waiver granted pursuant to this subdivision shall not affeot the boatd's authority
under this sectlon or any other provl;lon of this chapter.” |

L
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13, Celifornia Code of Regulations, titls 16, section 1714 states; -
(8)  All pharmaclos (excopt hospltal Inpatlent pharmagios as defined by Business and
Professtons Codg sectlon 4029 which solely or predominantly fﬁr‘nish drugs to Inpatients of the

hospltal) shail contain an area which s sulfable for confidential patient counseling.

() Each pharmiaoy licensed by the board shall malntain s faollities, space, flxtures, and
equipment so tﬁat drugs are safoly and properly prepared, maintain'ed, seoured and distributed,
The pharrﬁaoy shall be of sufficient size and unobstiucted area to acoommodate‘ the safe practioe
of pharmacy. _ 7 -

(¢} The pharmaey and fixtures and equipment shall'be maintained in a clean and orderiy'
condition, The pharmacy shall be dry, well-ventilated, free from rodents and sects, and properly
lighted, The pharmacy shall be equipped with a sink with hot and cold running water for
pharmaceutical purposes, .

(d) . Bach pharmacist while on duty shall be responsible for the security of the presoription

department, inoluding provislons for effective control against theft or diversion of dangerous

- drugs and deviees, and records for such drugs and devices. Possession of a keiy to the pharmacy

where dangerous drugs and controlled substances are stored shall be resfricted to a pharmacist, -
{e) The phartmacy owner, the butlding owner or m-am%ger, or a family member of a

pharmacist owner (but not more than one of the aforementioned) may possess a key o the

pharmacy that is maintained in a tamper evident container for the purpose of 1) delivering the key

' to a pharmeclst ot 2) providing access In oase of smergency. An emergency would include fire,

flood or earthquake, The signature of the pharmacist-In-charge shal] be present in such a way that
tho pharmaclst may readily determline whether the key has been removed from the container,
{f) 'The board shall require an applicant for a liconsed premlse or for renewal of thatl
license to certify that it meety thé requirements of fhis section af the time of licensure or-renewal.
(g) A pharmacy shall maintain & readtly aceessible restroom, The restroom shall contaln
a totlet and wash basin supplied with rlmnir{g waler, | |
Az | |
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14, California Code of Regulations, title 16, sectlon 1718 states:

' mCyrrent Inventory' as used In Sections 4081 and 4332 of the Business and Professions Code

shall be consldered to include odmplete accountability for all dangerous drugs handled by every
licensee enumerated in Seotions 4081 and 4332, "The vontrolled substances jnventorios required
.by Title 21, CFR, Section 1 304 shall Be aval‘lablqe for Inspection upon request for at lsast 3 years
after the date of the invento;y." ' | -

 “15,  California Codo of Regulations, title 16, section 1717, statos: ’

"(a) No medication shall be digpensed on prescfiptipn exoopt in a new oantainer whloh\
conforms with standards cétablished In the official compendia,

"Notwithstanding the‘above‘, a phai'maolsf may dlspense and refill a prescription for
non-liquid oral produ;sts in & clean multiple-drug patlent medication package (patient med pak),
provided: ‘ '

ti) a patienit mod pak is reysed only for the same patlent;

(2 nomorethana one-m;mth supply is dispensed &t one time; and

(3) " each patient med pak bears an auxiliary label which reads, store in & cool, dry place,

"(by  In eddition to the requiremsnts of Section 4040, Business and Professions Cods, the |

following information shall be maintained for each prescription on fite and shall be readily " o
refrievable: o

(1) The date dispensed, and the name or initlals 6fthc c.ilsp.ensing pharmacist, All
prosoriptions filled or refilled by an intern pharmacist lﬁust also be initialed by the supervising
pharmaclst before they are disponsed, »

(2) The brand name of the drug or device; or If a generic drug or deyice is dispensed, the
distributors nafne which appears on the commerclal packago labe}'; and |

(3) Ifaprescription for a drug or device is refilled, a réoord of each refill, quantity
‘dispensed, if different, and the Inltials Oll' name of the dispensing pharmaclst,

(4) A new presofiption must 53 orlaatcd if there is a change in the. drug, strength,
presertber or direotions for use, unless & cdmplete record of all such changes is otherwlse
maintaineci. '

10

Aoousation

f )

Lis e o e e = e g vy A,

e

o mrmer o ma mr e e [ e




=] "-3 L=} o Ly w o~

10

12
12
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

"(o) Prpmpt]y upon recelpt of an orally transmitled preseription, the pharmacist shatl reduce
in to writing, and Initial it, and Ident_ify it as an orally transmitted prescription, I the prescription‘
{5 then d ispensed by another pharmacist, the dispensing pharmacist shall also 1.n|tlal the
presovipt!_on to identify him or herself,
. "All orally transmitied preseriptions shall be recetved and transeribed by a pharmacist prior
to compounding, filling, dispensing, or furnishing, .

"Chart orders as defined In Secticn 4019 .of the Businoss and Profasstons Code are nat

stybject to the provislons of this subscctlon. : : \

"(d) A pharmacist may furnish a drug or device pursuant o a written or oral order from g
presorlber licensed in a State other than Callfornla in accordance with Business and Professions
Code Section 4005, '

"e) A pharmaoist may transfor a preseription for Schedule I, 1V, or V controlied
substances fo anothsli pharmacy for refill purposes in accordance with Titls 21, Code of Federal
Regulations, ,sectilon 1306,26, '

"Presoriptions for other dangerous drugs which are not controtled substances may also be
transferred by direct communication between '1)ha;1'mau:ists or by the receiving pharmaoist's aceesy
to prescriptions of electronic files that have been creatod or verlfied by a pharmaeist at the

' transferring pharmacy, The receiving pharmacist shal{ create a written préscrlpt_ion; identifying it
asa transferred prescription; and record the date of transfer ang the orlglnal prescription number,
When a prescription transfer is accomplished via dircet access by the receiving pharmaoist, the
reoéiving pharmacist shall notify the transferring pl:a}macy of the transfer. A pharmacist at the
transferring pharmacy shall then assure thet there is a record of the preseription as having been
transferred, and the date of ttansfer, Hach phaf:naoy shall maintain inventory accouttability and
ph‘afmacist accountabillty and dispense in accordahqe with the provigions of sectlon 1716 of this
Division, Information maintained by each pharmacy shall at least include:

¢)) Identification of pharmacist(s) transforring information;

(2) Name and identification code or address of the pharmacy from which the prescription
was recolved or to which the preseription was transferred, as approprinte;

1
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(3) Original date and last dispensing date;
(4)  Number of refills and dale originally authorlzed;
{(5) Number of refills remalning but not dispensed;
" (6) Number of refills transferred,
(f) 'The pharmagy must have written provedures that identify each individual pharmaocist

responsllble for the filling of a preseription and a corresponding entry of information into an

“putomated data processing system, or & manual record system, and the pharmacist shal] oreate in

his/her handwriting or through band-inftializing u record of such filling, not later than the bogin-
ing of the pharmacy's next operating day, Such record shall be maintained for af least three years”
16,  Bection 123.3 provides that tho Board may request the adml.niétrative law judge to
direct & licentlate found to have committed a violation or viclations of the licensng act to pay a
sum not to exceed the reasonable costs of the investigation and enforcement of the cage,
FACTS COMMON TO ALY CAUSES FOR DISCIPLINE
17.  The following allegations are common to all causes for disuiﬁ}ine in this matter,
a,  Atall tirpes relevant here‘in, Respondent.Natalyal Skye was an owner and the
pharmacist-in-charge of Michael’s Pharmﬁcy, Ine,, looated in Pasadena, CA
BOARD INSPECTION - JULY 7, 2009
Ab. On or about July 7, 2009, a ropresentative of the Board inspected Respondent
Pharmagy, | | | '
| o, The Inspf::ctor observed that R53p011dcl1t pharmacy had no self-assessment fopm,
and found th’rce.-prcscr'lptions ready to be .dis'pensad which had no descriptionlof the drugs on the
label, She also cpllec‘ted tecords from the pharmacy forlfatel' analysis,
d.  Tnlater review of prescription records obtained during the July 7 inspection, the

Inspector observed that 22 preseriptions purportedly “original telephone preseriptions” were

12
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pharmacy,

‘documented on & felephonic prescr’ip'ti.on document with g computer print out, The pharmacist did
not redtice the telophonic presaription to wilting,
BQARD INSPEC"TION - NOVEMBER 19, 200?
e.  On orabout November 19, 2009, a second inspection was condueted st the
f. Arriving 8t 9:00 am, the ]nspeotorrobserved that a pharmaey technleian wasg
already inside thé Pharmacy - but that the doors were locked and the Hehts were off, The
Inspector asked the Tech fo Jeaye and wa~it with her outside the pharmady. A second '{“eoh' then
arrived and Jot herself irifo the phartacy, Again, the Inspector asked the Tech to leave.and weiit
with her outside the phalrmaqy. A third Tech then arrived, Respondent Sleye did not amive at the
pharmacy-until approximately 10:00 am. Later, two of the pharmacy technictans admitted that
they had a key to the pharmécy |
g When asked about routilne procedures for drug dellven‘{ics et Respondent
pharmacy, all three pharmacy techniclans claimed only the pharmaclst on duty signed for drug
deliveries. However afier later revie;w of records obtained from vendors making deliveries to

Respondent pharmacy, the Inspector found nen-pharmaclsts had sigﬁed for deliveries on at least

- fwenty nine (29) ocoasions,

h Once inside the pﬁarm’acy, the Inspeotor observed large quantities of drugs in
odd conteiners throughout the pharmaoy:
(1) The Inspector noticed a paper shopping bag ﬁl‘led with drugs - which Rcspondenf
Skye idaniiﬂed 85 expired “sample” Im'ediaations which had be_en given to Respondent
pharmacy by a physiolan for disposal, The Inspectof documented numerous dangercus
drugs in the b-ag which were hot expired, 1ncluding:'

I, Telduna HCT 300125
2 Imitrex 100mg

13
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3, Relpax 40mg

4 Maxalt 10mg

5 Micardies 40mg and 80mg
6. Aggrenox 23/200
7

8

9

Simeor 500/20
. Enablex 15 mg
. Exforge 5/320 gnd 5/160
(100 Seroquel XR 150mg
11, Micardis HCT 80/12.5
12, Aricept 10mgand Smg
13, Ardcept ODT Smg.

(2)  The Inspector also observed large amber vials of medication ~ some unlabeled and
contalnlflg mare than one type of medicatlon ~ and some which had a samplé medication
label taped to the side of the container, Respondent Skye claimed th_at the medicatlon in
the amber vials had been glven to the pharmacy by a pati;ant whose husbend had d‘ied — for
disposal, However, she was unable to produce a patient profile acéounting ;f{)l"tha
medications she claimed had been returned, .

(3)  The Inspector also observed a large quanltity of drugs stored in plastic baskets and

bags full of drugs to: be destroyed and/or oreditd,

i, The Inépector further observed that the small restroom In the facility had storage
shelves immediately adjacent to the toilet, and that pharmecy bottles and caps were stored on the
floor next to the toilet.

J Further investigation disolosed that on or about December 2.8, 2009, Respondents
iHlegally transf‘errcd pharmaceutioals for “-dispas-al” as medical waste by an unlicensed entity
named “EnservWest” located in Yernon, CA.

| FIRST CAUSE FOR DISCIPLINE

(Fatlure to Comply with Records Requirements)
18, Respondents MICHAEL'S PHARMACY and NATALY A SKYT are subject to
subject to disciplinary action under seotion 4300 for unprofessional conduct ag definad in section

4301, subdivisions () and (o), in conjunction with section 4059, subdivislon “b™ in that durlng an
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lnspeotion of the Pharmacy on or about November 19, 2009, g representative of the Board
discovered a bag of sample medications and drugs allegedly returned from physician andfor a
deceased patient - however, Respondent did not have or could not otherwise show documents
required by pharmacy [aw (.2, sales and purehase reoords) to estébllsh where and how the
pharmacy acquired the drgs, as described more filly in paragraph_.'l 7 above,

SECOND CAUSE FOR DISCIPLINE :

(Failure to Maintain Complete Acquisition/Disposition :Records)

19, Respondents MICHAEL'S PHARMACY and NATALYA SKYE are subjoet
disciplinary action under section 4300 for unbrof‘cssional conduct as defined In section 4301,
subdivisions () and (o}, in c’;onju'nctlon with sections 4081, sukdivision (a), and 4105 for fallure to
maintain all records of acquisition and disposition for three (3) years from date. of making and to

keep a current inventory of dangerous drugs, in that at the time of a Board inspection on or about

- November 19,2009, Reépondants were found to have haphazard and diso}'ganized storage of

medications, with no organized, accurate and immediately accessible inventory :caords ag
described more fu]]y in paragraph 17 sbove, '
THIRD CAUSE FOR DISCIPLINE

- (Allowing a Non-Pharmaeist to Order and Reecive Conirolled Substances)

20, Respondents MICHAEL’S PHARMACY and NATALYA SKYE ate subject to
diseiplinary action under section 4300 for unprofessional conduct as defined in section 4301,
subdivislon (@), in conjunction with section 40395, su'bdﬂivisio_n (8), which requires that only a
pharmacist may sign foy the delivery of vontrolled substances and dangerous drugs, In that on
each of the following dates, Respondents allowed a non—pharrﬁacist to sigﬁ for deliverles at

Respondent Pharmacy:

1y /82009
2) 1/16/2009
3) 1/21/2009
|4 11672000
5) 4/6/2009
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6) 4/7/2009

N 4190009 -

8) 4/28/2009

Ql 4/29/2009

10)

117212009

—

A0

11/30/2009

12)

11/3/2009

13)

11/4/2009

14)

11/5/2009

15).

4/13/2009

16)

41512009

17y

412012009

18]
‘rﬁ}

4/10/2009

19)

11/1322009

20

11162009

21y

11/18/2009

20)

11/10/2009

23)

11/11/2009

24)

11/12/2009

25)

11/6/2009

26)

412102009

20!

4232009

28)

1/5/2009

29)

1/7/2009
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FOURTH CAUSE FOR DISCIPLINE -
(Providing Unapproved Employee With Pharmacy Key)
21, Respondents MICHAEL'S PHARMACY and NATALYA SKYE dre subject to
subjéot to disciplinary action under sectlon 4300 for unprofessional condust as deflned in section
4301, subdivisions () and (o), in conjunctton with Title 16, California Code of Regulations

section 1714, subdwislons “d” and “e” which limits Individuals who may iegal]y possess & key I;o

‘a pharmacy, in that on or about Novemboer 19,.2009, two pharmacy techmc:ans employed at

Respondent Pharmacy admitted that they had been given a key to the pharmaoy by Respondent :
Skye, which had been in th_elr pogsession for an éppreclablc period of time prior to the Inspestion,
as described more fully in paragra'plh 17 above.

F]PT‘H CAUSE FOR DISCIPLINE

_{(No Self Assessment Form During Enspection)
22, Respondgants MICHARL'S PHARMACY and NATALYA SKYR are subject to
sﬁbject to disciplinary actlon under section 4300 for unprofessional conduct as defined in sootion

4301, subdivisions ) and (0), in corjunctlon with Title 16, California Code 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 4 Board inspection on or about Juty 7, 2009, Respondent
were unable 10 locale o produce 4 self assessment form, as desctibed more fully in paragraph 17
above.

SIXTH CAUSE ROR DISCIPLINE

7 {Incorreetly Labeled Prescription Bottles)
23, Respondents MICHAEL’S PHARMACY and NATALY A SIKKYE are subject fo

diseiplinary action under seotion 4300 for unprofessional condust as defined in sectlon 4301,

| subdlvision (o), in conjunction with section 4076, subdivision (8)(11){A) requiring the

presoription container must be labeled with a deseription of the medication dispensed, in t]lat;
during a Board inspectlan on July 7, 2009, thelnsp.ector noticed Respondent Pﬁarmacy had
[ 7
1il
| 17
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dispensed Incorrectly labelod medication as foflows: '

f,

Prescription 343671

No deaeription of medicatlon

Prescription 341330

No doscrlption 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 subjeot o

| disciplinary action under section 4300 for unprofessional conduct as defined in section 4301,

subdivision (o), in conjunction with section Titte 16, California Code of Regulations section 1717

subdivision “¢” which requires that an orally transmitted prescription must be promptly redvecd

to writing and initialed, In that during a Board inspection on July 7, 2009, the inspector found

that preécriptions which had orlghated as oral prescriptions, had been filled — but had not been

reduced to writing in af least 22 Instances, as follows::

D
2)
3)
4
5)
6
7
8)
9)

10)

11)
12)

340550
337639

337633
340553

340551

137638
337636
337634
337640
337628

337637
337636

18
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13) 337635
14) 337614
15) 340650
16) 340553
i7) 340549
18) 340547 -
19) 340546
20) 340545
21) 340544
22) 340554

EIGHTH CAUSE FOR DISCIPLINE
(Faflure to Maiafain Operational Standérds)

25, Respondents MICHARL’S PHARMACY and NATALY A SKYT are subject to
disciptinary aetion under section 4300 for unprofessional conduct as defined in scction 4301,
subdivision (o),.in conjunetion with sootion Title 16, Callfornia Code of Regulatibns- soctjon 1714
subdivision “b” (which requires that Respondents maintain the pharmaoy facliity, and equipment
s0 that drugs ate safely and properly prepared, mai ntamed gecured and dlstributed) and - |
subdivision “o” (which requires that equinment shall be maintained jn a clean and ordoriy
condition} in that during & Board Inspection on November 19, 2009, the Inspector found
prescription botties and caps stored on the floor of the small restroom next to and below the toilet,

NINTH CAUSE FOR DISCIPLINE

{Unauthorized Furnishing)
26.  Respondents MICHAEL’S PHARMACY and NATALYA SKYE are subject fo
disclplinary action under section 4300 for unprofessional conduct as defined in sectlon 4301,

subdivision (p), in conjunction with sectlon 4163, subdivision (), and section 4126.5, which

-limit the persons or organizations that a pharmacy may legally furnish or transfer drugs to, in that |

on or abowt December 28, 2009, Respondents illegally ‘disposed of” pharmaceuticals through
“Bnsery West™, and unlicensed entity, In violation of pharmacy law, as deseribed more fully in

19
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paragraph 17 above,

DISCIPLINARY CONSIDERATIONS
27, T6 determine the dogreo of penalty Yo be Imposed on Respondent(s), If any,
Complalnant makes the followlng additional al légatlons:
Prior Citation ~ Respondent Michael’s Pharmacy .

- On or about No_vember 13, 2008 a representativo of the Board Inspected
Respdndent Michael’s Pharmacy, Pursuant to that inspection, on April 23, 2009, Administrative
Clitation/Assessment of Fine No, CI 200839793 wﬁs issued to Respondent for violating Codes and
Roguiations as.set forth below, resulting in the issvance of a § 5,000,00 fine, which Respondent

paid in fulll. The cltation Is now final,

Code/Regulations Violated | Description

Stocking dangerous drugs lacking quality or strength
4 Bus, & Prof, Code §4342 Medication containers were found containing
' compounded drugs lacking expiration dates
(Progesterone 100mg #15 and 50mg #76 Supp.) or dmgs”
that had been expired (Rstradiaol 250 Vag. Supp #16
expired 3/21707, Progesterone 400mg #9 Supp expired
7/7/05 and 25mg #46 Supp explred 8/4/03, Botic acld
VYag, Supp #16 expired in 10/21/06)

Variation from Prescription

On 12/06/2006, Respondent furnished preseription
301673 for Hydrocodone/APAP 10/500mg #120 to LC
when the instruciions on the fage of the preseription
stated "Do not dispense before 12/12/06”, Speclfically,
on 4/2/08, Michael's Pharmacy furnished Rx 324777
Oxycontin 80mg #90, Rx 324778 Oxycontin 40mg #50
to LC when the prescription was dited 4/3/08,

b, CCR, title 16, §1716

Failure to comply with Records requirements for

o ,CCR' title 16, §1716.2 cormpounded medications

Procedures to take action when llcensed individual is
impalred.or known to have diverted or used drugs,
weitieh policies; Report; Tmmunity

¢, Bus, & Prof. Code §4104

' Y For each proseription for 8 Schedule IT or Schedule 11T
¢. Hoalth & Safety Code §11165 |, pvoied substance, the dispensing pharmacy shall
sub (d)(1-10) repert {o the Department of Justloe . . Data required , ,,

Pariial filling of Schedule 11 prescriptions/Partlal filling

£, COR, title 16, §1745/ Thie 21 | oo coringicns

CFR §1306.13 subd, (&)

20
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Prior Cifation ~ Respondent Skye
b, O'n ot about November 13, 2008 a representative of the Board inspected Respondent
Michael’s Pharmacy Pursuant to that lnspectmn, on April 23, 2009, Administrative
Cltation/Assessment of Fine No, C1 200839793 was issued to Respondent for violating Coclas and
Regulations as aet forth below, resuliing in the lssuance of g $ 5,000,00 fine, which Respondent

pald i full, The citation is now final,

Code/Regulations Violated Description

Action by board to prevent sale of
pregarations or drugs lacking quallty or
strength; penaltles for knowing or willful
violation of regulations governing those
salos,

8, Bus. & Prof, Code §43472,

| b. CCR, title 16, §1716

Variation from Prescription -

Record requii‘émentswoompounding for

2, CCR, titlo 16, §1716.2 futare fomishing

| Provedures to take action when licensed

individual is limpalred or knowh to have
diverted or used drugs, Written policies;
Report: Immunlty

d. Bus. & Prof. Code §4104

For sach presoriptlon for a Schedule 1 or
Schedula 11T controlled substance, the
dispensing pharmacy shall reporf tb the
Dopartment of Justice . . . Data required,

¢, Health & Safety Code §111635

Partial filling of Schedule 1T

f. CCR, title 16, §1745/Title 21 CFR presoriptions/Partial filling of presoriptions,

§1306013 subd, (a)

BRAYE
WHEREI“ORE Complainant requests that a hearlng be heid on the matters hercm atleged

and that following the heﬂring, the Board of Pharmacy jssue a declsion;
1. Ravo[dng of suspending Pharmacy Permlit No. PHY 47549 lssued to Respondent
Michael*s Pharmacy; _ ‘ '
2 Rcvoking or suspending Origing) Ph'armaoist Ticense Number RPH 55396, lssued
to Respondent Natalya Skye ; |
| 21
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3.+ Ordering Respondent Michael's Pharmady to pay the Board of Pharmacy the
rcﬂsonabb costs of the iﬁvestigaiion and enforcement. of this case, pursuant to Business and
Profosslons Cod:e section 125,3; | |
. 4, Ordering Respondent Natalya Skye to pay the Board of Pharmacy the reasonable
posts of ﬂha Investigation and enforcement of this case, pursuant to Business and Professions

Code section 125.3:

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

DATED: 49/3/ / 2. \
: HEROLD
Offloer
- Board of Pharmaocy
Department of Consumer Affalry
Stato of Califoinia
Complainant

LA2010600860
606628 19.doox{rey)
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