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

In the Matter of the First Amended Accusation
Against:

DE VERA, INC.

DBA ECOMPOUNDING PHARMACY;
21250 Califa Street, Suite 109

Woodland Hills, CA 91367

Pharmacy Permit No. PHY 50194
Sterile Compounding Permit No. LSC 99618

and

PIERRE PELAY(O NARVADES

20364 Lander Drive

Woodland Hills, CA 91364

Original Pharmacist License No, RPH 46866

Respondents,

Case No. 4534

OAH No. 2013110165

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 October 1, 2014,

It is so ORDERED on September 24, 2014,

BOARD OF PHARMACY

DEPARTMENT OF CONSUMER AFFAIRS

STATE OF CALIFORNIA

By

/%)(.ie/ow%

STAN C. WEISSER
Board President
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KAMALA D, HARRIS
Attorney General of California
MARC D. GREENBAUM
Supervising Deputy Attorney General
GILLIAN E. FRIEDMAN
Deputy Attorney General
state Bar No. 169207
300 So. Spring Street, Suite 1702
Los Angeles, CA 90013
Telephone: (213) 897-2564
Facsimile: {213) §97-2804
Attorneys for Complainant

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

In the Matter of the First Amended Accusation
Against:

DI VERA, INC.

DBA ECOMPOUNDING PHARMACY;
21250 Califa Street, Suite 109

Woodland Hills, CA 91367

Pharmacy Permit No. PHY 50194
Sterile Compounding Permit No. LSC 99618

and
PIERRE PELAYO NARVADES

20364 Lander Drive
Woodland Hills, CA 91364

‘Original Pharmacist License No. RPH 46866

Respondents.

Case No, 4534
OAH No. 2013110165

STIPULATED SETTLEMENT AND
DISCIPLINARY ORDER

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

entitled proceedings that the following matters are true:

"STIPULATED SETTLEMENT (4534)
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PARTIES

1. Virginia Herold ("Complainant") is the Executive Officer of the Board of Pharmacy.
She brought this action solely in her official capacity and is represented in this matter by Kamala
D. Harris, Attorney General of the State of California, by Gillian E. Friedman, Deputy Attorney
General.

2. Respondents De Vera, Inc. dba Ecompounding Pharmacy and Pierre Pelayo Narvades
("Respondents") are represented in this proceeding by attorney Herbert L, Weinberg, Esq., whose
address is: McGuire Woods LLP, 1800 Century Park Easlt, 8th F1., Los Angeles, California
90067.

3. Onorabout March 7, 1994, the Board of Pharmacy issued Pharmacist License
Number RPH 46866 to Pierre Pelayo Narvades. The Pharmacist License was in full force and
effect at all times relevant to the charges herein and will expire on September 30, 2015, unless
renewed.

4. Onor about January 21, 2010, the Board of Pharmacy issued Original Pharmacy
Permit Number PHY 50194 to De Vera, Inc. dba Ecompounding Pharmacy with the address of
record of 21250 Califa Street, Suite 109, Woodland Hills, California 91367 (Respondent
Ecompounding Pharmacy). Since on or about January 21, 2010, Respondent Narvades has served
and/or been reflected in Board records as the President and Pharmacist in Charge (PIC) for
Respondent Ecompounding Pharmacy. The Pharmacy Permit was in full force and effect at all
times relevant to the charges brought in First Amended Accusation No. 4534 and will expire on
January I, 2015, unless renewed.

5. Onorabout July 7, 2010, the Board of Pharmacy issued Sterile Compounding Permit
No. LSC 99618 to De Vera, Inc, dba Ecompounding Pharmacy; Pierre Pelayo Narvades, The
Sterile Compounding Permit was in full force and effect at all times relevant to the charges
brought in First Amended Accusation No. 4534, It expired on January 1, 2013 and has not been
renewed.
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JURISDICTION

6.  First Amended Accusation No. 4534 was filed before the Board of Pharmacy (Board),
Department of Consumer Affairs, and is currently pending against Respondents. The Accusation
and all other statutorily required documents were properly served on Respondents on October 18,
2013, Respondents timely filed their Notice of Defense contesting the Accusation. A First
Amended Accusation was subsequently filed and served on Respondents.

7. Acopy of First Amended Accusation No. 4534 is attached as exhibit A and
incorporated herein by reference,

ADVISEMENT AND WAIVERS

8. Respondents have carefully read, fully discussed with counsel, and understands the
charges and allegations in First Amended Accusation No. 4534, Respondent has also carefully
read, fully discussed with counsel, and understands the effects of this Stipulated Settlement and
Disciplinary Order.

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

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

CULPABILITY

11.  Respondents admits the truth of each and every charge and allegation in First
Amended Accusation No. 4534,

12, Respondents agrees that their Pharmacist License, Pharmacy Permit and Sterile
Compounding Permit are subject to discipline and they agree to be bound by the Board's
probationary terms as set forth in the Disciplinary Order below.

3
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CONTINGENCY

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

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

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

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

i
i
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i
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DISCIPLINARY ORDERS

IT IS HEREBY ORDERED as follows:

Sterile Compounding Permit

1. That Respondents De Vera, Inc. dba Ecompounding Pharmacy and Pierre Pelayo
Narvades surrender Sterile Compounding Permit No. LSC 99618 as of the effective date of this
decision, Respondents shall relinquish any indicia of licensure within ten (10) days of the
effective date of this decision.

2. The surrender of Respondents’ permit and the acceptancé of the surrendered permit
by the Board shall constitute the imposition of discipline against respondent. This decision
constitutes a record of discipline and shall become a patt of Respondents’ license history with the
Board.

3.  Respondents understand and agree that if an application for a Sterile Compounding
Permit or a petition for reinstatement of the Sterile Compounding Permit is filed in the State of
California, the Board shall treat it as a new application for licensure.

4. Respondents may not apply for a Sterile Compounding Permit from the Board for
three years from the effective date of this decision. Respondents stipulate that should they apply
for a Sterile Compounding Permit on or after the effective date of this decision, all allegations set
forth in the First Amended Accusation shall be deemed to be true, correct and admitted by
Respondents when the Board determines whether to grant or deny the application. Respondents
shall satisfy all requirements applicable to thé Sterile Compounding Permit as of the date the
application is submitted to the Board , Respondents are required to report this surrender as
disciplinary action.

3. Respondents stipulates that should they apply for a Sterile Compounding Permit from
the Board on or after the effective date of this Decision, the investigation and prosecution costs in
Pharmacy Board number 4534, that remain unpaid, shall be paid to the Board prior to issuance of
the new license.
i
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Original Pharmacy Permit Number PHY 50194

6. IT IS FURTHER ORDERED that Pharmacy Permit No. PHY 50194 issued to De
Vera, Inc. dba Ecompounding Pharmacy with Pierre Pelayo Narvades as the President and
Pharmacist in Charge (PIC) is revoked. However, the rex}ocation is stayed and Respondent De
Vera, Inc, dba Ecompounding Pharmacy is placed on probation for five (5) years on the following
terms and conditions.

7. Obey All Laws Respondent owner shall obey all state and federal laws and
regulations. Respondent owner shall report any of the following occurrences to the Bbard ,1n
writing, within seventy-two (72) hours of such occurrence:

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

[0 an arrest or issuance of a criminal complaint for violation of any state or federal law

1  apleaof guilty or nolo contendre in any state or federal criminal proceeding to any
criminal complaint, information or indictment

] aconviction of any crime

0 discipline, citation, or other administrative action filed by any state or federal agency
which involves respondent’s pharmacist license or which is related to the practice of
pharmacy or the ﬁmufactming, obtaining, handling or distribution or billing or
charging for of any drug, device or controlled substance.

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

8. Report to the Board |

Respondent owner shall report {o the Board quarterly, on a schedule as directed by the
Board or its designee. The report shall be made either in person or in writing, as directed. Among
other requirements, respondent owner shall state in each report under penalty of perjury whether
there has been compliance with all the terms and conditions of probation, Failure to submit timely
reports in a form as directed shall be considered a violation of probation. Any period(s) of

delinquency in submission of reports as directed may be added to the total period of probation,
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Moreover, if the final probation report is not made as directed, probation shall be automatically
extended until such time as the final report is made and accepted by the Board .

9. Interview with the Board

Upon receipt of reasonable prior notice, respondent ;)wner shall appear in person for
interviews with the Board or its designee, at such intervals and locations as are determined by the
Board or its designee. Failure to appear for any scheduled interview without prior notification to
Board staff, or failure to appear for two (2) or more scheduled interviews with the Board or its
designee during the period of probation, shall be considered a violation of probation.

10, Cooperate with Board Staff

Respondent owner shall cooperate with the Board 's inspection program and with the Board
‘s monitoring and investigation of respondent's compliance with the terms and conditions of his or
her probation. Failure to cooperate shall be considered a violation of probation.

11.  Reimbursement of Board Costs

As a condition precedent to successful completion of probation, Respondents De Vera, Inc.
dba Ecompounding Pharmacy and Pierre Pelayo Narvades are jointly and severally liable to pay
to the Board its costs of investigation and prosecution in the amount of $38,437.50. Respondents
may be permitted to make payments under a payment plan approved by the Board, provided that
payment in full is received no later than 48 months after the effective date of the decision and
order. There shall be no deviation from this schedule absent prior written approval by the Board
or its designee, Failure to pay costs by the deadline(s) as directed shall be considered a violation
of probation.

The filing of bankruptey by Respondent owner shall not relieve respondent of his/its
responsibility to reimburse the Board its costs of investigation and prosecution,

12.  Probation Monitoring Costs

Respondent owner shall pay any costs associated with probation monitoring as determined
by the Board each and every year of probation. Such costs shall be payable to the Board ona
schedule as directed by the Board or its designee, Failure to pay such costs by the deadline(s) as

directed shall be considered a violation of probation.
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13,  Status of License

Respondent owner shall, at all times while on probation, maintain current 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 or change of ownership, the Board shall retain
continuing jurisdiction over the license, and the respondent shall remain on probation as
determined by the Board . Failure to maintain current licensure shall be considered a violation of
probation,

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

14. License Surrender While on Probation/Suspension

Following the effective date of this decision, should respondent owner discontinue
business, respondent owner may tender the premises license to the Board for surrender. The
Board or its designee shall have the discretion whether to grant the request for surrender or take
any other action it deems appropriate and reasonable. Upon formal acceptance of the surrender of
the license, respondent will no longer be subject to the terms and conditions of probation,

Upon aceeptance of the surrender, respondent owner shall relinquish the premises 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 a completed Discontinuance of Business form
according to Board guidelines and shall notify the Board of the records inventory transfer.
Respondent owner shall also, by the effective date of this decision, arrange for the continuation of
care for ongoing patients of the pharmacy by, at minimum, providing a written notice to ongoing
patients that specifies the anticipated closing date of the pharmacy and that identifies one or more
area pharmacies capable of taking up the patients' care, and by cooperating as may be necessary
in the transfer of records or prescriptions for ongoing patients. Within five days of its provision to
the pharmacy's ongoing patients, Respondent owner shall provide a copy of the written notice to
the Board . For the purposes of this provision, "ongoing patients" means those patients for whom

8
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the pharmacy has on file a prescription with one or more refilis outstanding, or for whom the
pharmacy has filled a prescription within the preceding sixty (60) days.

Respondent owner may not apply for any new licensure from the Board for three (3) years
from the effective date of the surrender. Respondent owner shall meet all requirements applicable
to the license sought as of the date the application for that license is submitted to the Board .

Respondent owner further stipulates that he or she shall reimburse the Board for its costs of
investigation and prosecution prior to the acceptance of the surrender.

15. Notice to Employees

Respondent owner shall, upon or before the effective date of this decision, ensure that ali
employees involved in permit operations are made aware of all the terms and conditions of
probation, either by posting a notice of the terms and conditions, circulating such notice, or both.
If the notice required by this provision is posted, it shall be posted in a prominent place and shall
remain posted throughout the prol:)ation period. Respondent owner shall ensure that any
employees hired or used after the effective date of this decision are made aware of the terms and
conditions of probation by posting a notice, circulating a notice, or both. Additionally, respondent
owner shall submit written notification to the Board , within fifteen (15) days of the effective date
of this decision, that this term has been satisfied. Failure to submit such notification to the Board
shall be considered a violation of probation.

"Employees" as used in this provisioﬁ includes all full-time, part-time, volunteer, temporary
and relief employees and independent contractors employed or hired at any time during
probation.

16. Owners and Officers: Knowledge of the Law

Respondent shall provide, within thirty (30) days after the effective date of this decision,
signed and dated statements from its owners, including any owner or holder of ten percent (10%)
or more of the interest in respondent or respondent's stock, and any officer, stating under penalty
of perjury that said individuals have read and are familiar with state and federal laws and
regulations governing the practice of pharmacy. The failure to timely provide said statements

under penalty of perjury shall be considered a violation of probation.

9
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17.  Posted Notice of Probation

Respondent owner shall prominently post a probation notice provided by the Board ina
place conspicuous and readable to the public. The probation notice shall remain posted during the
entire period of probation.

Respondent owner shall not, directly or indirectly, engage in any conduct or make any
statement which is intended to mislead or is likely to have the effect of misleading any patient,
customer, member 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 notice shall be considered a violation of probation.

18. Violation of Probation

If a respondent owner has not complied with any term or condition of probation, the Board
shall have continuing jurisdiction over respondent license, and probation shall be automatically
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 owner violates probation in any respect, the Board , after giving respondent
owner notice and an opportunity to be heard, may revoke probation and carry out the disciplinary
order that was stayed. Notice and opportunity to be heard are not required for those provisions
stating that a violation thereof may lead to automatic termination of the stay and/or revocation of
the license, If a petition to revoke probaﬁon 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 revoke probation or accusation is heard and decided.

19. Completion of Probation

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

20. Separate File of Records for Compounding

Respondent owner shall maintain and make available for inspection a separate file of all

compounded prepatations, The file shall be in compliance with California Code of Regulations
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section 1735.3, subdivision (a). The master formula records shall include 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 each step in preparation of the drug.
(7) Post-compounding process or procedures required, if any.

File shall contain disposition records for all compounded preparations.

Failure to maintain such file or make it available for inspection shall be considered a

violation of probation.

i
i
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Pharmacist License Number RPH 46866 to Pierre Pelayvo Narvades

21, ITIS HEREBY ORDERED that Pharmacist License Number RPH 46866 issued to
Pierre Pelayo Narvades is revoked. However, the revocation is stayed and Respondent Pierre
Pelayo Narvades is placed on probation for five (5) years on the following terms and conditions,

22.  Suspension

As part of probation, Respondent’s pharmacist license is suspended from the practice of
pharmacy for 60 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 confrolled substances are maintained. Respondent shall not practice pha.rmac.y nor do
any act involving drug selection, selection of stock, 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 ahy 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 répresentative
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 or she 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,

23.  Obey All Laws

Respondent shall obey all state and federal laws and regulations.

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

[7  an arrest ot issuance of a criminal complaint for violation of any provision of the

12
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Pharmacy Law, state and federal food and drug laws, or state and federal controlled
substances laws
[l anarrest or issuance of a criminal complaint for violation of any state or federal law
O a plea of guilty or nolo contendre in any state or federal criminal proceeding to any
criminal complaint, information or indictment
LI aconviction of any crime
O  discipline, citation, or other administrative action filed by any state or federal agency
which involves respondent’s pharmacist license or which is related to the practice of
pharmacy or the manufacturing, obtaining, handling or distribution or billing or
charging for of any drug, device or controlled substance.
Failure to timely report any such occurrence shall be considered a violation of probation.
24.  Report to the Board
Respondent shall report to the Board quarterly, on a schedule as directed by the Board or
its designee. The report shall be made either in person or in writing, as directed. Among other
requirements, respondent shall state in each report under penalty o_f perjury whether there has
been compliance with all the terms and conditions of probation. Failure to submit timely reports
in a form as directed shall be considered a violation of probation. Any period(s) of delinquency
in submission of reports as directed may be added to the total period of probation. Moreover, if
the final probation report is not made as directed, probation shall be automatically extended until
such time as the final report is made and accepted by the Board .
25. Interview with the Board
Upon receipt of reasonable prior notice, respondent shall appear in person for interviews
with the Board or its designee, upon request at such intervals and locations as are determined by
the Board or its designee. Failure to appear for any scheduled interview without prior
notification to Board staff, or failure to appear for two (2) or more scheduled interviews with the
Board or its designee during the period of probation, shall be considered a violation of probation.
26. Cooperate with Board Staff

Respondent shall cooperate with the Board 's inspection program and with the Board 's

13
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monitoring and investigation of respondent's compliance with the terms and conditions of their
probation. Failure to cooperate shall be considered a violation of probation.

27. Notice to Employers

During the period of probation, respondent shall notify all present and prospective
employers of the decision in case number 4534 and the terms, conditions and restrictions imposed
on respondent by the decision, as follows:

Within thirty (30) days of the effective date of this decision, and within fifteen (15) days of
respondent undertaking any new employment, respondent shall cause their direct supervisor,
designated representative-in-charge (including each new designated representative-in-charge
employed during respondent’s tenure of employment) and owner to report to the Board in writing
acknowledging that the listed individual(s) has/have read the decision in case number 4534 and
terms and conditions imposed thereby. It shall be respondent’s responsibility to ensure that their
employer(s) and/or supervisor(s) submit timely acknowledgement(s) to the Board .

If respondent works for or is employed by or through a pharmacy employment service,
respondent must notify their direct supervisor, designated representative-in-charge and owner at
each entity licensed by the Board of the terms and conditions of the decision in case number
4534 in advance of the respondent commencing work at each licensed entity. A record of this
notification must be provided to the Board upon request.

Furthermore, within thirty (30) days of the effective date of this decision, and within fifteen
(15) days of respondent undertaking any new employment by or through a pharmacy employment
service, respondent shall cause their direct supervisor with the pharmacy employment service to
report to the Board in writing acknowledging that they has read the decision in case number 4534
and the terms and conditions imposed thereby. It shall be the respondent’s responsibility to
ensure that their employer(s) and/or supervisor(s) submit timely acknowledgment(s) to the Board.

Failure to timely notify present or prospective employer(s) or to cause that/those
employer(s) to submit timely acknowledgements to the Board shall be considered a violation of
probation.

“Employment" within the meaning of this provision shall include any full-time,

14
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part-time, temporary or relief service or pharmacy management service as a

designated representative or in any position for which a designated representative

license is a requirement or criterion for employment, whether the Respondents are

| considered an employee or independent contractor or volunteer.

28. No Being Designated Representative-in-Charge, except as designated below.

During the period of probation, respondent shall not be the designated representative-in-
charge of any entity licensed by the Board unless otherwise specified in this order. Assumption
of any such unauthorized supervision responsibilities shall be considered a violation of probation.

29. Reimbursement of Board Costs

As a condition precedent to successful completion of probation, Respondents De Vera, Inc.
dba Ecompounding Pharmacy and Pietre Pelayo Narvades are jointly and severally liable to pay
to the Board ifs costs of investigation and prosecution in the amount of $38,437.50. Respondents
may be permitted to make payments under a payment plan approved by the Board, provided that
payment in full is received no later than 48 months after the effective date of the decision and
order. There shall be no deviation from this schedule absent prior written approval by the Board
or its designee, Failure to pay costs by the deadline(s) as directed shall be considered a violation
of probation.

The filing of bankruptcy by respondent shall not relieve respondent of their responsibility to
reimburse the Board its costs of investigation and prosecution.

30. Probation Monitoring Costs

Respondent shall pay any costs associated with probation monitoring as determined by the
Board each and every year of probation, Such costs shall be payable to the Board on a schedule
as directed by the Board or its designee. Failure to pay such costs by the deadline(s) as directed
shall be considered a violation of probation.

31, Status of License

Respondent shall, at all times while on probation, maintain an active, current designated
representative license with the Board , including any period during which suspension or probation

is tolled. Failure to maintain an active, current license shall be considered a violation of
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probation.

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

32. License Surrender While on Probation/Suspension

Following the effective date of this decision, should respondent cease work due fo
retirement or health, or be otherwise unable to satisfy the terms and conditions of probation,
respondent may tender their designatéd representative license to the Board for surrender. The
Board or its designee shall have the discretion whether to grant the request for surrender or take
any other action it deems appropriate and reasonable. Upon formal acceptance of the surrender of
the Iicense; respondent will no longer be subject to the terms and conditions of probation. This
surrender constitutes a record of discipline and shall become a part of the respondent’s license
history with the Board .

Upon acceptance of the surrender, respondent shall relinquish their designated
representative license to the Board within ten (10) days of notification by the Board that the
surrender is accepted. Respondent may not reapply for any license, permit, or registration from
the Board for three (3) years from the effective date of the surrender. Respondent shall meet all
requirements apblicable to the license sought as of the date the application for that license is

submitted to the Board .

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

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

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

34. Tolling of Probation

Except during periods of suspension, respondent shall, at all times while on probation, be
employed as a designated representative in California for a minimum of 40 hours per calendar

month, Any month during which this minimum is not met shall toll the period of probation, i.e.,

| the period of probation shall be extended by one month for each month during which this

minimum is not met. During any such period of tolling of probation, respondent must
nonetheless comply with all terms and conditions of probation,

Should respondent, regardless of residency, for any reason (including vacation) cease
working as a designated representative for a minimum of 40 hours in California, respondent must
notify the Board in writing within ten (10) days of cessation of work and must further notify the
Board in writing within ten (10) days of the resumption of work. Any failure to provide such
notification(s) shall be considered a violation of probation.

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

"Cessation of work” means any calendar month during which respondent is not

~ working as a designated representative for at least 40 hours as a designated

representative as defined by Business and Professions Code section 4053.

“Resumption of work” means any calendar month during which respondent is

working as a designated representative‘ for at least 40 hours as a designated

representative as defined by Business and Professions Code section 4053,

35. Violation of Probation

If a respondent has not complied with any term or condition of probation, the Board shall
have continuing jurisdiction over respondent, and probation shall automatically be extended until
all terms and conditions have 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.
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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, 1f
a 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 revoke probation or accusation is heard and decided.

36. Completion of Probation

Upon written notice by the Board indicating successful completion of probation,
respondent's designated representative license will be fully restored.

37. Consultant for Owner or Pharmacist-In-Charge

During the period of probation, respondent shall not supervise any intern pharmacist or
serve as a consultant to any entity licensed by the Board .. Respondent may be a pharmacist-in-
charge, However, if during the period of probation respondent serves as a pharmacist-in-charge,
respondent shall retain an independent consultant at his or her own expense who shall be
responsible for reviewing pharmacy operations on a monthly basis for compliance by respondent
with state and federal laws and regﬁlations governing the practice of pharmacy and for
compliance by respondent with the obligations of a pharmacist-in-charge. The consultant shall be
a pharméloist licensed 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 this
decision. Respondent shall not be a pharmacist-in-charge at more than one pharmacy or at any
pharmacy of which he or she is not the sole owner. Failure to timely retain, seek approval of, or
ensure timely reporting by the consulfant shall be considered a violation of probation.

38. Restricted Practice

Respondent shall not prepare, oversee or participate in the preparation of sterile products
during the first tfn‘ee (3) years of probation. Respondent must complete a preapproved
compounding course before resuming practice. Respondent shall submit proof satisfactory to the

Board of compliance with this term of probation. Failure to abide by this restriction or to timely
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submit proof to the Board of compliance therewith shall be considered a violation of probation.

39.  Community Services Program

Within sixty (60) days of the effective date of this decision, respondent shall submit to the
Board or its designee, for prior approval, a community service program in which respondent shall
provide free health-care related services on a regular basis to a community or charitable facility or
agency for at least 60 hours per year for the period of probation. Within thirty (30) days of Board
approval thereof, respondent shall submit documentation to the Board demonstrating
commencement of the community service prografn. A record of this notification must be provided
to the Board upon request. Respondent shall report on progress with the community service
program in the quarterly reports. Failure to timely submit, commence, or comply with the
program shall be considered a violation of probation.

40. Remedial Education

Within sixty (60) days of the effective date of this decision, respondent shall submit to the
Board or its designee, for prior approval, an appropriate program of remedial education related to
compounding drug products, The program of remedial education shall consist of at least 10
units/per year at respondent's own expense. Respondent must have completed the first 10 units
prior to resuming practice. All remedial education shall be in addition to, and shall not be credited
toward, continuing education (CE) courses used for license renewal purposes.

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

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

i
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41. No New Ownership of Licensed Premises

Respondent shall not acquire any new ownership, legal or beneficial interest nor serve as a
manager, administrator, member, officer, director, trustee, associate, or partner of any additional
business, firm, partnership, or corporation licensed by the Board . If respondent currently owns or
has any legal or beneficial interest in, or serves as a manager, administrator, member, officer,
director, trustee, associate, or partner of any business, firm, partnership, or corporation currently
or hereinafter licensed by the Board , respondent may continue to serve in such capacity or hold
that interest, but only to the extent of that position or interest as of the effective date of this
decision. Violation of this restriction shall be considered a violation of probation,

42, Separate File of Records

Respondent shall maintain and make available for inspection a separate file of all records
pertaining to the acquisition or disposition of all controlled substances, Failure to maintain such
file or make it available for inspection shall be considered a violation of probation.

43, Separate File of Records for Compounding

Respondent owner shall maintain and make available for inspection a separate file of all
compounded preparations, The file shall be in compliance with California Code of Regulations
section 1735.3, subdivision (a). The master formula records shall include 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 each step in preparation of the drug.

(7) Post-compounding process or procedutres required; if any,

File shall contain disposition records for all compounded preparations.

Failure to maintain such file or make it available for inspection shall be considered a
violation of probation.
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44,  Ethics Course

Within sixty (60) calendar days of the effective date of this decision, respondent shall enroll
in a course in ethics, at respondent’s expense, approved in advance by the Board or its designee.
Failure to initiate the course during the first year of probation, and complete it within the second
year of probation, is a violation of probation.

Respondent shall submit a cettificate of completion to the Board or its designee within five
days after completing the course.

45. Tolling of Suspension

During the period of suspension, respondent shall not leave California for any period
exceeding ten (10) days, regardless of purpose (including vacation). Any such absence in excess
of ten (10) days during suspension shall be considered a violation of probation. Moreaver, any
absence from California during the period of suspension exceeding ten (10) days shall toll the
suspension, i.e., the suspension shall be extended by one day for each day over ten (10) days
respondent is absent from California. During any such petiod of tolling of suspension, respondent
must nonetheless comply with all terms and conditions of probation.

Respondent must notify the Board in writing within ten (10) days of departure, and must
further notify the Board in writing within ten (10) days of return. The failure to provide such
notification(s) shall constitute a violation of probation, Upon such departure and return,
respondent shall not return to work until notified by the Board that the period of suspension has

been satisfactorily completed.

ACCEPTANCE

I have carefully read the above Stipulated Settlement and Disciplinary Order and have fully
discussed it with my attorney, Herbert L. Weinberg, Esq. [ understand the stipulation and the
effect it will have on my Pharmacy Permit, Pharmacist License and Sterile Compounding Permit.
i
i
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[ entet into this Stipulated Settlement and Disciplinary Order voluntarily, knowingly, and
intelligently, and agree to be bound by the Decision and Order of the Board of Pharmacy,

DATED:

DE VERA, INC. DBA ECOMPOUNDING
PHARMACY by PIERRE PELAYO NARVADES
Its President/Pharmacist in Charge

Respondent

DATED;

PIERRE PELAYO NARVADES
Respendent

I have read and fully discussed with Respondent De Vera, Ine: dba Ecompounding

Pharmacy; Pierre Pelayo Narvades the terms and conditions apd other matters contained in the

above Stipulated Settlement and Disciplinary Otder, 1apgbve its form and content,

DATED: _7/23 [2nry

Herbert L, ; nberg, L84,
MeGuire Woods LLP
Attorneys for Respondent

ENDORSEMENT
The foregoing Stipulated Settlement and Disciplinary Order is hereby respectfully

submitted for consideration by the Board of Pharmacy,
Dated: Respectfully submitted,

KAMALA D, HARRIS

Attorney General of California
MaRC D), GREENBAUM

Supervising Deputy Attorney General

GILLIAN B FRIEDMAN
Deputy Attorney General
Attorreys for Complalnant

LAZ013508552
51552165.dog
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[ enter into this Stipulated Settlement and Disciplinary Order voluntarily, knowingly, and

intelligentty, and agree to be bound by the Decision and Order of the Board of Pharmacy.

DATED:

DE VERA, INC. DBA ECOMPOUNDING
PHARMACY by PIERRE PELAYO NARVADES
Its President/Pharmacist in Charge

Respondent

DATED:

PIERRE PELAYO NARVADES

Respondent

[ have read and fully discussed with Respondent De Vera, Inc. dba Ecompounding
Pharmacy; Pierre Pelayo Narvades the terms and conditions and other matters contained in the
above Stipulated Settlement and Disciplinary Order. I approve its form and content.

DATED:

Herbert 1., Weinberg, Esq.,
McGuire Woods LLP
Attorneys for Respondent

ENDORSEMENT

The foregoing Stipulated Settlement and Disciplinary Order is hereby respectfully

submitted for congideration by the Board of Pharmacy.
Dated: £ Z(j [l Respectfully submitted,

KAMALA D, HARRIS
Attorney General of California
MARC D. GREENBAUM

Supervising Deputy Attorney General

GILLIAN E., FRIEDMAN
Deputy Attorney General
Attorneys for Complainant

LA2013508552
51552165.doc
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KAMALA D, HARRIS
Atiorney General of California
MARC D, GREENBAUM
Supervising Deputy Attorney General
GILLIAN E. FRIEDMAN
Deputy Attorney General
State Bar No, 169207
300 So. Spring Street, Suite 1702
Los Angeles, CA 90013
Telephone: (213) §97-2564
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 Ah"lendcd Accusation Case No, 4534
Against;
DI VERA, INC, _
DBA ECOMPOUNDING PHARMACY; FIRST AMENDED ACCUSATION

21250 Califa Street, Suite 109
Woodland Hills, CA 91367

Pharmacy Permit No, PHY 50194
Sterile Compounding Permit No, L8C 99618

and

PIERRE PELAYO NARVADES
20364 Lander Drive

Woodland Hills, CA 91364

Original Pharmacist License No, RPH 46366

Respondenfs.

Com;ﬁlainant.allegcs:
. PARTIES .
1. Virginia Herold (Corﬁplainant} brings this First Amended Accusation solely in her
official capacity as the Executive Officer of the Board of Pharmacy, Department of Cﬁnsumer

Affairs,

First Amended Acousation
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2. Onorabout March 7, 1994, the Board of Pharmacy issued Pharmacist License
Nu.ll'mbcr RPH 46866 to Pierre Pelayo Narvades. The Pharmacist License was in full force and
effect at all times relevant to the charges herein and will expire on September 30, 2015, unless
renswed.

3. Since on or about January 21, 2010, Respondent Narvades has served and/or been
reflected in Board records as the President and Pharmacist in Charge (PIC} for Rcspondenf
Ecompounding'l’harmacy. _

4. On or about Janvary 21, 2010, the Board of Pharmacy issued Original Pharmacy
Permit Number PHY 501 94 to De Vera, Inc. dba Eoon‘ipoundfng Pharmacy with the address of
record of 21250 Califa Street, Suite 109, Weodland Hills, California 91367 (Respondent
Eodmpqunding Pharmacy). The Pharmacy Permit was in full force and effect at all times relevant |
to the charges };Jrought herein and will gxpire on Janvary 1, 2014, unless renewed,

5. Onorabout July 7, 2010, the Board of Pharmacy issued Sterile Compounding Permit
Number LSC 99618 to De Vera, Inc, dba Ecompounding Pharmacy, The Sterile Compounding
Permit was in full force and effect at all times relevant to the éharges brought herein, The Board
received a discontinuanc,;e of business ori January 18, 2012.

JURISPICTION:

6. _This.AcciJsation is brougfl’c before the Board of Pharmiacy (ﬁgard), Depariment of
Consumer Affairs, under the authority of the following laws, All section references are to the
Business and Professions Code unlgss otherwise indicated.

STATUTORY AND REGULATORY PROVISIONS

7. Secﬁon 4300 of the Code states, in pertiﬁent part, that every license issued by the

Board is subject to discipline, including suspension or revocation,

8.  Section 4301 of the Code provides, in pertinent pert, that the Board shall take action

_agalnst any holder of a license who is guilty of “unprofessional conduct,” defined to include, but

not be limited to, any of the following:

() The violation of any of the statutes of this state, of any other state, or of the United -
States regulating controlled substances and dangerous drugs,

2
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(o) Violating or attempting to violate, directly or indirectly, or assisting in or abefting 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,

9. Section 4081 of the Code states:

"(a) All records of manufacture and of séle, 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 yearé from the date of making, A
current inventory shall be kept by every manufacturer, wholesaler, pharmacy, veterinary
food-animal drug retailer, physician, dentist, podiatrist, veterinaﬁan, laboratory, clinic, hospital,
institution, or éstab‘lishment holding & 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 dangercus drugs or dangerous devices.

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

10" Section 4077 of the Code sté,tes, in pertinent part, that except as provided in
subdivisions {b) and (c) of this section, no person shall dispense any dangerous drug upon
prescription except in & container correctly labeled with the information required by Section
4076, |

11, Section 4113 (¢ ) of the Code sfates,_“The pharmacist-in-charge shall be responsible
fora phérmaoy's compliance with all state and federal laws and regulations pertaining to the -
practice of pharmacy.”

12.  Section 118, subdivision (b), of the Code provides that the suspension/

expiration/surrender/cancellation of a license shall not deprivé the Board/Registrar/Director of

First Amended Aceusation
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jurisdiction to proceed with a disciplinary action during the period within which 'the license may
- be renewed, restored, reissued or reinstated. '

13, Section 1735.2 of the California Code of Regulations, states in pertinent part;

“h A drug‘product shall not be compounded until the pharmacy has first prepared a
written master formula record thét includes at least the following elements;

(1) Active ingredients to be used,

" (2) Inactive ingredients to be usc;q.

(3) Process and/or procedure used to prepare the drug,

(4) Quality reviews required at each step in preparation of the drug,

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

(6) Expiration dating requirements,,

“(h) Every compounded drug product shall be given an expiration date representing the
date beyond which, in the professional judgment of the pharmacist performing or supervising the
oompounding, it should not be used. This "beyond use date" of the compounded drug product:
shall not exceed 180 days _from preparation or the shortest expiration date of any component in
the compounded drug product, unless a longer date is suppérted by stability studies of finished
drugs or compounded drug products using the same components and packaging, Sﬁorter dating
than set forth in this subsection may be used if it is deemed appropriate in the professional
Jjudgment of the responsible phérmacist.” -

| 14.  Section 1735.3 subdivision (a) (1) of the California Code of Regulations, states that:

“For éaoh oomgounded drug product, the pharmacy records shall inc;lude:

(1) The master formula record....”

15.  Section 1735.4 of the California Cede of Regplgf;ions, states iq peﬁinént part:

“(2) In addition to the labeling information required under Business and Professions Code
section 4076, the label of a compounded drig product shail contain the generic name(s) of the

principal active ingredient(s).

First Amended Accusation
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“(c) Drug products compounded into unit-dose containers that are too small or otherwise
impractical for full compliance with subdivisions (a) and (b) shall be labeled with at least the
name(s) of the active ingredient(s), concentration or strength, volume or weight, pharmacy
reference or Jot number, and expiration date.” '

16.  Ssetion 1735.6 subéivision (b) of the California Code of Regulations, states:

“(b) Any equipment used to compound drug -produc.;ts shall be stored, used, and maintained
in accordance with manufacturers' specifications,”

17.  California Code of Regulations, title 16, section 1751.1, subdivision (a), requires that
pharmacies compounding sterile injeciable drug products for future use keep, in addition to those
records required by section 1735.3, records indicating the name, lot number, amount, and date on
which products were provided toa prescriber, Subdiyision (¢) requires that these records be kept
and maintained in the pharmacy in a readily retrievable form for at least threc'year's.

18. California Code of Regulations, Title 16, section 1751.2, subdivision (b), provides-:
“In addition to existing labeling requirements, a pharmacy which compounds sterile

injectable products shall include the following information on the labels for those products;

“(b) Name and concentrations of ingredients contained in the sterile injectable produet, . . .”

19, Section 1751,7 subdivision (¢ ) of the California Code of Regulations, states that:

3

LR

“Batch-produced sterile injectable drug products compounded from one oT more non-

- sterile ingredients shall be subject to documented end product testing for sterility and pyrogens

and shall be quarantined until the end product testing confirms sterility and acceptable levels of

pyrogens” . ,
COST RECOVERY
20. Section 125.3 of the Code states, in pertinent part, that the Board may request the

| administrative law judge to direct a licentiate found to have committed a violation or viclations of

3
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the licensing ;act to pay a sum not to exceed the reasonable costs of the investigation and
enforcement of the case. . :
FIRST CAUSE FOR DISCIPLINE -
{(Unprofessional Conduct - Failure to Prepare Master Formula Prior to Compounding)
[Respondents Ecompounding Pharmacy end PIC Narvades)

21, Respondents Ecompounding Pharmacy and PIC Narvades are subject to disciplinary
action for u-nprltl)fessional conduct under section(s) 4301, 4301(3), 4301(0), and 4113(c) of the
Code, and CalifOrnié Code of Regulation, title 16, sections 1735 2(d) and 1751.1, in that
Respondents were unable to produce or retrisve adequate compounding records for batches of
compounded drug products, The circumstances are as follows:

22, During an investigation at Ecompounding Phattnacy on or about December 4, 2012,

Respondent PIC Narvades was unable to produce compounding worksheets and written master

formulas that had been prepared prior to the compounding of batches of drugs incIuding the

following:

a,  eight (8) batches of L-carnitine 250 mg/ml,
b.  six (6) batches of methylcobalamin 1000 meg/ml,
¢.  three (3) batches of testosterone propibnate 100 mg/ml,
-d.  four(4) batches testosterone propicnate 50 mg/ml; and
g, thirteen (13) batches of HCG* 1000 U/ml.
| SECOND CAUSE FOR DISCIPLINE
(Unprofessional Conduct - Lacking Master Formula For Compounded Products)
[Respondents Ecompounding Pharmacy and PIC Narvades]
23, Réspondents Ecompound’;ng Pharmacy and PIC Narvades are subj eot to disciplinary

action for unprofessional conduct under section 4301, subdivisions (§) and (o), in conjunction

~with section 4081, subdivisions (aj and (b) and California Code of Regulations section 1735.3(a)

and 1751.1 in that for each compounded drug product, the pharmacy records required to be

majntained shall include the master formula record,

" First Amendsd Accusation




[

e e S L I L B o O o o T S T S S S ey
o -1 v o R W N = O R =] Nt B N s

W - v W WL R

24, During an investigation at Ecompounding Pharmacy on or about December 4, 2012,
Respondent PIC Narvades was unable to produce proper master formulas for drug products that
were compounded. ' .

25,  Specifically, tﬁe deficiencies included that the writien master formulas that were
produced by Respondents were for a different strength then the compounds being made and/or the
mastef formula was for a preservative free product, however Respondent added preservatives
(bcnzyl.alqohol). The batohés reviewed included the following:

a.  eight (8) batches of L-carnitine 250mg/ml,

b, six (6) batcﬁes of methylcobalamin 1000 meg/m],

o,  three (3) ba‘gchés of testosterone propionate 100 mg/ml,
d.  four (4) batches testosterone propionate 50mg/ml; and

o. - thirteen (13) batches of HCG* 1000U/ml.

26, Additionally, the compounding worksheets did not provide “step by step” instructions|

for compounding the products, Instead, the equipment and compounding procedures that were
documented on the worksheets appeared to have been copied from the master formula,
Moreover, some of the equipment docuymented oh the worksheets as having been used was not,
however, owned by Respondent Ecompgunding Phaimacy.

. THIRD CAUSE FOR DISCIPLINE

(Unprofessional Conduct - Failure To Quarantine And Complete End-Product Testing)
{Respendents Ecompounding Pharmacy and PIC Narvades]

27. Respohdents Ecompounding Pharmacy and PIC Narvades are subject to discipline
under"’section(é) 4301, 4301(j), 4301(0), and 4113(c) of the Code, and California Code of
Regulations, title 16, section 1751.7, subdivision (¢}, in that Respondents failed fo quaraniine and
adequately conduct énd-product testing, The circumstances ;are as follows: |

28. Duringan mvest]gatlon at Respondent Ecompounding Pharmacy on or about
Dccember 4, 2012 Respondents produced batch produced injectable drug products compounded
from one or more non-sterile ingredients that did not have appropriate end-product testing for

sterility and pyrogens. Documentatién on the batch produced non-sterile to sterile compounding

7
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worksheets indicated the compounded products were being dispensed to multiple patients and for
office use before the 14-day pericd and before Respondent Ecompounding Pharmacy could
recefve appropriate results for sterility, |

29. Respondents further failed to conduct pyrogen testing for the non-sterile to sterile
bateh produced compounded products, whidh included eight (8) batches of L-carnitine 250
mg/ml, six (6) batches of methylcobalamin 1000 mog/ml, three (3) batches of testosterone
propicnate 100 mg/ml, four (4) bgtchcs testosterone propionaté 50mg/ml, and thirteen (13)
batches of HCG* 1000U/ml. o

FOURTH CAUSE FOR DISCIPLINE
(Inapprbpriate Equipment Used In Sterile Compounding)
[Respondents Ecompounding Pharmacy and PIC Narvades ]

30. Respondents Ecompounding Pharmacy and PIC Narvades are subject to disciplinary
action under sections 4301, 4301(j), 4301(0), and 4113(c) and California Code of Regulations,
title 16, section 1735.6 subdivision (b) in that inappropriate equiprﬁent was used to compound
drug products, The ciréum-stancés are as follows: |

31, During an investigation at Ecompounding Pharmacy on or about December 4, 2012,
PIC Narvades identified a euro-pro toaster as his "dry heat sterilizer.” At the time of the
inspection, the toaster appeared to be used to "sterilize" 10 m! amfocr vials with the settings on
convectién bake and 250°F, Intertek, the manufacturer for the toaster noted that the product was
for "house hold use only." According to the user’s manual for the guro-pro toaster oven model
TO176, the product was manufactured solely for use in cookingftoasting food itemns and not
intended for the use as a sterilization oven for compounding equipmentt. |

FIFTH CAUSE. FOR DISCIPLINE.
(Unprofessional Conduct - Inapproprfate labeling of compounded drug products)
[Respondents Ecompounding Pharmacy and PIC Narvades ] .

32, Respondents Ecompounding Pharmacy and PIC Narvades are subject to discipline
under section(s) 4301, 4301(j), 4301(0), and 4113(c) of the Code, and California Code of
Regulations, title 16, section 1735.4 subdivision (¢) for failufé to lst the names of the active

8
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ingredients, concentration of strength, volume or weight, pharmacy reference or lot number, and

expiration date on the label. - o
33, The circumstances are that during the insi)ection of Respondent Ecompour;ding

Pharmacy by the Board inspectors on December 4, 2012, no expiration dates were found on the

following vials:

Number of Vials | Drug
Found

5 L-arginine 100mg/m]
30ml '

carnitine (1) NP

3 ‘ 250mg/m]}

30m|

MIC w/Vit B-12

3 30ml

Nandrolone Deca (GS)

2 - | 300mg/ml

, : 10ml '

g Tostosterone cypionate
200mg/ml

‘ 10ml,

3 : Testosterone propionate
e 50mg/ml - :
10ml,
5 Testosterone propionate
100ml/ml
: 10ml
' Testosterone USP

1 100 ml/ml -
10 ml
Methylcobalamin
6 1000meg/ml
30m}

SIXTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct)

[Respondent PIC Narvades]
34. Respondent PIC Narvades is subject to disciplinary action under section 4306.5

subdivigion (a) in that he engaged in unprofessional conduct while working as the Pharmacist in

Charge at Ecompounding Pharmacy located in Woodland Hills, California where he fafled to -

9\
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exercise or Implement his best professional judgment. The circumstances are described more fully

below:

35, Respondent PIC Narvades allowed the extension of the bej/ond use date (BUD) for
HCG* 1,000U/m! without propet written justification,

36, Respondent PIC Narvades failed to perform the bubble test to confirm the proper

function of the filter when using it to sterilize injectable dangerous drugs. The bubble test is the

indusiry standard and master formulas require this standard of practice to ensure the integtity of
the filter. |

37, Respondent PIC Narvades improperly permitted a consumer home use toaster oven to
be used to "sterilize” vials for sterile injectables,

38. Respondent PIC Narvades permitted dangerous drugs to be compounded without
proper master formulas. .

39. Respondent PIC Narvades failed to quarantine batches of non-sterile to sterile
compounds to conduct end product testing. | . |

SEVENTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct- Fraud/Misrepresentation)
_ [Respondent PIC Narvades] _

40, Reépqndr:n‘r PIC Narvades is subject to disciplinary action under section 4301
subdivision (g) and California Code of Regulations 1735.2 in that he engaged in unprofessional
conduct while working at the Pharmacist in Charge at Ecompounding Pharmacy located in
Woodland Hills, California where Respondents knowingly made and/or signed a certificate or‘
other document that falsely represented the existence or nonexistence of a state of facts. The
circumstances ére described mors fully below:

41.  The circumstances are that during the written Self'—assess‘ment of Ecompounding
Pharmacy dated November 12, 2012; PIC Narvades willingly signed and initialed each page o’_f.
his self assesément, representing Ecompounding Pharmacy to'_be com:galiant with all applicable

laws and regulations. The self assessment was presented to the Board during the inspection on

10
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December 4, 2012, Such rcpreseﬁtation, included in the self assessment, was false and unirue as
to at least the following four regulations:

a. ' PIC Narvades falsely marked “yes” 1o the assessment question as to whether
the pharmacy does not compound medication until it has prepared a written master formula that
includes the flowing elements: (1) Aotive ingredients to be used. (2) Inactive ingredients to be
used. (3) Process and/or procedure used to prepare the drug. (4) Quality reviews required at each
step in preparation of the drug. (5) Post-compounding process or procedures required, if any, (6)

‘Expiration dating rcqulrements In fact, a violation of CCR 1735, Z(d)(I -6) was found as
described more fully above.

b, PIC Narvades falsely marked “yes” to the assessment question as to whether
"Compounded drug products are given an expiration date representing the date beyond which, in

the professional judgment of the pharmacist performing or supervising the compounding, it

| should not be used. The ‘beyond use date’ of the compounded drug product does not exceed 180

days from preparation or the shortest gxpiration date of any compenent in the compounded drug
preduct, unless a longer date is supported by stability studies of finished drugs or compounded
drug products using the same components and packaging. Shorter dating may be used if itis
deemed approiariate in the professional judgment of the responsible pharmacist.” In fact, a
violation of CCR 1735 2(h) was found as described more folly above.r .

¢.  PIC Narvades falsely marked “yes” to the assessiment question as to whether -

"Drug products compounded into unit dose containers that are too small or otherwise impractical

!| for full compliance with the requirements of [a] and [b] are labeled with at least the name(s) of

the active ingredient(s), concentration of strength, volume or weight, -pharmacy reference or lot
number, and expiration date,” In fact, a violation of CCR 1735,4(c) was found as described more
fully above.

d.  PIC Narvades falsely marked “yes” 1o the assessment questiop as to whether
"vatch produced sterils injectable drug products compounded from one or more non-sterile
ingredients are subject to documented end product testing for sterility and pyrogen and are

11
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quarantined until the end product testing confirms sterility and acceptable levels of pyrogens, In
fact, a viclation of CCR 1751.7(c) was found as described more fully above.
|  EIGHTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct- Excessive Furnishing To A Prescriber)
[Respondents PIC Narvades and Ecompounding

42. Respondents PIC Narvades and Ecompounding are subject to disciplinary action |
under section 4052 suhdivision (a) and California Code of Regulatijoné CCR 1735.2(c) in that he
engaged in unprofessional conduct while working as the Pharmacist in Charge at Ecompounding
Pharmacy located in Woodland Hills, California. Specifically, while Respondents may (1)
Furnish a reasonable quaritity of compounded drug produot to a prescriber for office use by the
ﬁrescribcr. Such amount is reasonable where it (1) is sufficient for agministration or application
to patients in the prescriber's office, or for distribution of not more than a 72-hour supply to the
presoriber’s patients, as estimated by the prescriber; and (2) is reasonable considering the intend'eci
use of the cormpounded medication and the nature of the pfescriber‘s.practice; and (3) for any
individual preseriber and for all prescribers taken as a whiole, is an amount which the pharmacy is
capable of compounding in compliance with pharmaceutical standards for integrity, potency,
quality and strength of the compounded drug product. Instead, Respondents furnished .
compounded diugs whicﬂ exceeded a reasonable guantity as follows: ’

43. The circumstances are that during an inspection by Board inspectors on December 4,

2012, the files and records of Respondents PIC Narvades and Ecompounding indicated that

Respondents furnished to prescribers and clinics more than a reasonable quantity of compounded

medications. Specifically, Respondent’s exceeded a reasonable quantity of 72-hours supply for at
home use, where the actual medications furnished were for 30 days. Additionally, Respondent
PIC Narvades knew the prescribers were dispensing these products for the patients to use at

home,

8. Such medications, include an extensive list. As an example, but not limited to

the followiﬁg: Thyroid Porcine, Testosterone 20% Cream, Testostercne Cypicnate 200mg/ml oil

injectable; the Progesterone: 100mg/gn with Melatonin 3mg/gm topical, Progesterone 100 mg SR

12
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caps; Bi-Est Cream 50:50 8mg/gm. Cream; Hydrocortisone 20mg SR Capsule; Tretinoin 0.05%

HQ 4% Fluocinolone 0.01% Cream; and cyanocobalamin 1000meg/ml injectable.

44,  Additionally, compounded medications furnished by Ecompounding cxceedéd a
rcasonaB!e quantity by drug, which included, but are not limited to the following: Bi-Est Cream;
Bi-Est 50:50; Firm and Fade (HQ 4%) LT Cream; Hydrocortisone 10 mg SR Capsuls; and
Hydroquinone (LT) 6% Cream.

45. Méreover; compounded medications furnished by Ecompounding exceeded a
reasonable quantity by patient/clinic , which included, but aré not limited to the followling:

Dr. E.M was furnished 179 units; EC Medical Group was furnished 48 units; Evol Medical Spa
wals furnished 19 unifs; Skin Physicians and Surgeons was furnished18 units; and Pacific Center
for Plastic Surgery was furnished 11 units.

46. Additionally, compounded medications furnished by Ecompounding that exceeded &
reasonable quantity included, but ére, not limited to the following: Bi-Est creams, Bi-Est
capsules, Firm and Fade creams, Hydrocortisone cépsules—, and Hydroquinone creams,
Medication totals included, but are not limited to, the following: troche (each) 240 units; cream
(gm) 48,790 uriits; capsule (each) 17,760 units and injectabies (mls) 4,631 units,

NINTH CAUSE FOR DISCIPLINE
(Unprofessional Condﬁct— Unlicensed Repackaging and Manufacturing)
| [Respondents PIC Narvades and Econipound%ng] '

47, Respondents PIC Narvades and Ecémpounding are subject to disciplinary action for
violations of section 4033 subdivision (a)()) and the Sherman Food, Drug and Cosmetic law

Chapter 6, Article 6 commencing with Section 111613) in that by compoeunding certain drugs,

| Regpondents engaged in the “manufacture” of a drug or device in California without a valid

license from the Department of Heaith, Education and Welfare of the United States.

48. The circumstances aré that Respondents E_.compqunding and PIC Narvades
manufactured é.ppr’oxima‘cely 240 "compounded" troche, 48,00 gms of “compounded" clream,
17,000 "compounded™ capsules, 4,600 mls of "compounded" injectables and repackaged 13,300

tablets and furnished them direotly to the consumer without licensure as a manufacture.

13
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TENTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct- Manufactaring and Selling mishranded drags)
. [Respondents PIC Narvades and Ecompounding]
49. Respondents PIC Narvades and Ecompounding are 'subject to disciplinary action for

violations of section 4033 subdivision (a)(l) and Health and Safety Code sections 111430 and

} 111440, which states that a drug or device is misbranded if if was manufactured in an

establishment not duly registered with the Secretary of Health, Education and Welfare of the
United States and accordingly, that the sale and delivery of such misbranded drugs is a violation.
Respondent Ecompounding is not registersd as a manufacturer. Accordingly, all tems furnished
in excess of rea'sonab}e'quantity or repackaged constitute misbranded drugs, the sale of which is a
violation

50. The circumstances are that Respondents Ecompounding and PIC Narvades
manufactured approximately 240 "compounded" troche, 48,00 gms of “compounded" cream,
17,000 "compounded" capsules, 4,600 mls of "compounded" injectables and repackaged 13,300
tablets and furﬁished them directly to the consumer without licensure as a manufacturer,

ELEVENTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct- Prohibited Act)
[Respondents PIC Narvades and Ecompounding) _

-Sll. Rc_spondents PIC Narvad§s and Eoompoundiﬁg are subject to disciplinary action for
violafions of section 4169 subdivision (a) and Health and Safety Code sections 111335 and _
111440 for its unlawful purchase, trade, sell, or transfer darigerous drugs that the pe;rson knew or
reasonably should have known were misbranded. |

' 52, 'The circumstances are that Respondents Ecompounding and PIC Narvades
manufactured approximately 240 misbranded troche, 48,00 gms of misbranded cream,. 17,G00
ﬁlisbranded capsules, 4,600 mls of misbrandgd injectables and rrepackagcd_13,300 tablets and
furnished them directly to tﬁe gonsumer without licensure as a manufactu‘rer. '

i
I
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TWELFTH CAUSE FOR DISCIPLINE
(Unprofessional Conduet- Failure To Properly Invoice)
[Respondents PIC Narvades and Ecompounding]

53.  Respondents PIC Narvades and Ecomp_ounding are subject to disciplinary action
under Code of Federal Regulations (CFR) section 1304.,22 subdivision (¢) for furnishing 31
controlled medications without providing invoices énd maintaining records which included
registration number of the person to whom the containers were distributed. Said medicatioﬁs
were distributed to Dr. B.M between June 2010 and November 2012, |

| THIRTEENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct- Unlawful Advertising
And Promotion Of Compourded Medications)

[Respondents PIC Narvades and Ecompounding]

54.  Respondents PIC Narvades and Ecompounding are subject to disciplinary action
under Code section 651 (a) and 21 U.S.C, section 353a subdivision {¢) in the Respondent
Ecompounding's promotional and advertising documénts showed unlawful advertising of at least
13 different compounded medications, ' )

FOURTEENTH CAUSE FOR DISCIPLINE .

.(Unprofessional Conduct- Failure To Imple;inent Corresponding Responsibility)

[Respondents PIC Narvades and Bcompounding)

55., Respondents PIC Narvades and Beompounding aré subject to disciplinary action
under Code section 4301 subdivision (&) and Health and Safety Code section 11153 subdivision
{a) in that Respondent had a corresponding responsibility for proper prescribing and dispensing of
controlled substances. Specifically, Respondent Ecompoundiﬁg'dislncnsed 15 prescriptions (10
prescriptions for 600 té,blets of Amphetamine Salt Comb6 30mg, 2 prescriptions for 120 tablets of
Amphetamine Sa}ﬁ Combo 20mé, 2 prescriptions for 120 tablets __(_af Dgxtrpgmphgtamjne BOmg
Tab, and 1 prescription for 120 tablets of Oxandrolone 2.5 tablet) written by Dr, EM that lacked
legitimate medical purpose.

i

15

First Amended Accusation


http:prescriptl.on

WOooe ~1 ot B W b —

o0 ~X [ w LS w3 ) — L] o [+=] -3 =Y LA B (L e —_— fo]

DISCYIPLINE, CONSIDERATIONS

56, To determine the level of discipline, if any, to be imposed on PIC Narvades,
Complainant further alleges that:
a.  Onorabout September 21, 2010, Citation Number Cl 2010 45835 was issued
against Pierre Pelayo Narvades, RPH 46866 for a viclation of Bus. & Prof. Code § 4081 subd. (a)

- and California Code of Regulations Title 16, § 1718 [Records of Dangerous Drugs and Devices

Kept Open for Inspection; Maintenance of Records, Current Inventory/Current Inventory -
Defined.] The circumstances were that between 1/19/2010 and 2/17/2010, while Respondcnt
Narvades was pharmacist«in-charge of Medpro Pharmacy located at 7129 W. Sunset Blvd, Los
Angeles, CA 90046, PIC Narvades did not dispense certain medication to the patients resulting in
a lack of complete accountability in inventory, A fine of $3,500 was issued by the Board,
b.  On or about June 24, 2009; Citation Number Cl 2008 40615 was issued against
Pierre Pelayo Narvades, RPH 46866 for a violation of Cﬂifomia Code of Regulations, title 16, §
1714 subd (d) [Operational standards and security; pharmacist responsible for phgn*maoy‘ sécurity]
and Bus, & Prof. Code§ 4104 {Procedures to také action when licensed individual is impaired or
known to have diverted or used drugs; Written policies; Report; Immunity.} The circumstances
are that non-pharmacist Felix Lyubovny was in possession of the key for the licensed area of
Medpro Pharmacy, PETY 48193 and not PIC Narvades.
c.  Additionally, on December 5, 2008, during an inspectidn of Medpro Pharmacy,
PIC Narvades, told the Board Inspector that he did not haye operational standards and security
policies.
PRAYER

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

1, Reyokiné or suspending Pharmacist License Number RPH 46866 to Pierr_e Pelayo
Narvades; . |

2, : Revoking o‘r suspending Pharmacy Permit Number PHY 50194, issued to De Vera,
In¢. dba Ecompounding Pharmacy; ‘

16
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3, Revoking or suspending Sterile Compounding Permit Nuiﬁber 1.8C 99618, issued to
De Vera, Inc,. dba Ecompounding Pharmacy; . |
4, Ordering Ecompounding Pharmacy to pay the Board of Pharmacy the reasonable
- gosts pf the invéstigation and enforcement of this case, pursuant to Businéess and Professions
Code section 125.3; and

5. Taking such other and further action as desmed necessary and proper,

owr_2//9 J1+f

Executive'Qfficer

Board of Pharmaéy
Department of Consumer Affairs |
State of California :
Complainent
LA2013508552
51394261 .doc
17
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KAMALA D. HARRIS

Attorney General of California
MARCD. GREENBAUM

Supervising Deputy Attorney General
GILLIAN E. FRIEDMAN

Deputy Attorney General

| Original Pharmacist License No, RPH 46866

State Bar No. 169207
300 So. Spring Street, Suite 1702
Los Angeles, CA 90013
Telephone: (213) 897-2564
Facsimile: (213) 897-2804
Attorneys for Complainant
BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
' STATE OF CALIFORNIA
In the Matter of the Accusation Against: Case No. 4534

DE VERA, INC.
DBA ECOMPOUNDING PHARMACY: ACCUSATION
21250 Califa Street, Suite 109
Woodland Hills, CA 91367

Pharmacy Permit No, PHY 50194
Sterile Compounding Permit No. LSC 99613

and
PIERRE PELAYO NARVADES

20364 Lander Drive
Woodland Hills, CA 91364

Respondents.

Complainant alleges:

PARTIES

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

as the Executive Officer of the Board of Pharmacy, Department of Consumer Affairs.

1
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© 2, Onorabout March 7, 1994, the Board of Pharmacy issued Pharmacist License
Number RPH 46866 to Pierre Pelayo Narvades, The Pharmacist License was ii] full force and
effect at all times relevant to the charges herein and will expire on September 30, 2013, unless
renewed.

3. Since on or about January 21, 2010, Respondent Narvades has served and/or been
reflected in Board records as the President and Pharmacist in Charge (PIC) for Respondent
Ecompounding Pharmacy.

4. Onor about January 21, 2010, the Board of Pharmacy issued Original Pharmacy
Permit Number PHY 50194 to De Vera, Inc. dba Ecompounding Pharmacy with the address of -
record of 21250 Califa Street, Suite 109, Woodland Hills, California 91367 (Respondent
Ecompounding Pharmacy).\ The Pharmacy Permit was in full force and effect at all times relevant
to the charges brought herein and will expire on January 1, 2014, unless renewed.

5. Onorabout July 7, 2010, the Board of Pharmacy issued Sterile Compounding Permit
Number LSC 99618 to De Vera, Inc. dba Ecompounding Pharmacy. The SterilelCompoundiﬁg
Permit was in full force and effect at all times relevant to the charges brought herein and expired
on January 1, 2013,

JURISDICTION

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

STATUTORY AND REGULATORY PROVISIONS

7. Section 4300 of thé Code states, in pertinent part, that every license issued by the
Board is subject to discipline, including suspension or revocation,

8. Section 4301 of the Code provides, in pertinent part, that the Board shall take action
against any holder of a license who is guilty of “unprofessional conduct,” defined to include, but
not be limited to, aﬁy of the following:

i
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(j) The violation of any of the statutes of this state, of any other state, or of the United
States regulating controlled substances and dangerous drugs,

(o} Violating or attempting to violate, directly or indirectly, or assisting in or abetting the
violation of or conspiring to violate any provision or term of this chapter or of the applicable
federal and state laws and regulations governing pharmacy, including regulations established by
the board or by any other state or federal regulatory agency.

9.  Section 4081 of the Code states: |

"(a) All records of manufacture and of sale, acquisition, or disposition of dangerous drugs
or dangercus 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 inVentoi‘y shall be kept by every manufacturer, wholesaler, pharmacy, veterinary
food-animal drug retailer, physician, dentist, podiatrist, \,/eterinarian, laboratoty, clinic, hospital,
institution, or establishment holding a curtently 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 Weifare‘.and
Institutions Code who maintains a stock of dangerous drugs or dangerous devices.

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

10. Section 4077 of the Code states, in pertinent part, that except as provided in
subdivisions (b} and (c) of this section, no person shall dispense any dangerous drug upon
prescription except m a container correctly labeled with the information required by Section
4076, |

11.  Section 4113 ( ¢ ) of the Code states, “The pharmacist-in-charge shall be responsible
for a pharmacy's compliance with all state and federal laws and regulations pertaining to the
practice of pharmacy.” |

i
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12, Section 118, subdivision (b), of the Code provides that the suspension/
expiration]surrender/canéellaiion of a license shall not deprive the Board/Registrar/Director of
jurisdiction to proceed with a disciplinary action during the period within which the license may
be renewed, restored, reissued or reinstated.

13.  Section 1735.2 of the California Code of Regulations, states in pertinent part:

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

(1) Active ingredients to be used.

(2) Inactive ingredients to be used.

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

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

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

{6) Expiration dating requirements..

“(h) Every compounded drug product shall be given an expiration date representing the
date beyond which, in the professional judgment of the pharmacist performing or supervising the
compounding, it should not be used. This "beyond use date” of the compounded drug produc‘ﬁ
shall not exceed 180 days from p;eparatiOn or the shortest expiration date of any component in
the compounded drug product, unless F:l longer date is supported by stability studies of finished
drugs 61‘ compounded drug products using the same components and packaging. Shorter dating
than set forth in this subsection may be used if it is deemed appropriate in the professional
judgmeﬁt of the responsible pharmacist,”

14, Section 1735.3 subdivision (a) (1) of the California Code of Regulations, states that:

“For each compounded drug product, the pharmacy records shall iniclude: -

(1) The master formula record....”

15.  Section 1735.4 of the California Code of Regulations, states in pertinent part:
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“(a) In addition to the labeling information required under Business and Professions Code
section 4076, the label of a compounded drug product shall contain the generic name(s) of the

principal active ingredient(s),

“(c} Drug products compounded into unit-dose containers that are too small or otherwise
impractical for full compliance with subdivisions (&) and (b) shall be labeled with at least the
name(s) of the active ingredient(s), concentration or strength, volume or weight, pharmacy
reference or lot number, and expiration date,”

16. Section 1735.6 subdivision (b) of the California Code of Regulations, states:

“(b) Any equipment used to compound drug products shall be stored, used, and maintained
in accordance with manufacturers' specifications.”

17. California Code of Regulations, title 16, section 1751.1, subdivision (a), requires that
pharmacies compounding sterile injectable drug products for future use keep, in addition to those
records required by section 1735.3, records indicating the name, lot number, amount, and date on
which praducts were provided to a prescriber. Subdivision (¢) requires that these records be kept
and maintained in the pharmacy in a readily retfievable form for at least three years,

18. | California Code of Regulations, Title 16, section 1751.2, subdivision (b), provides:

“In addition to existing labeling requirements, a pharmacy which compounds sterile

injectable produycts shall include the fo[lowin'g information on the labels for those products;

“(b) Name and concentrations of ingredients contained in the sterile injectable product, .. .”

19, Section 1751,7 subdivision (¢ ) of the California Code of Reguiations, states that:

“Batch-produced sterile injectable drug products compounded from one or more non-
sterile ingredients shall be subject to documented end product testing for sterility and pyrogens
and shall be quarantined until the end product testing confirms sterility and accepiable levels of

pyrogens.”
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. | COST RECOVERY

20. Section 125.3 of the Code states, in pertinent part, that the Board may request the
administrative [aw judge to direct a licentiate found to have committed a violation or violations of
the licensing act to pey a sum not to exceed the reasonable costs of the investigation and
enforcement of the case.
| FIRST CAUSE FOR DISCIPLINE

(Unprofessional Conduct - Failure to Prepare Master Formula Prior to Compounding)
[Respondents Ecompounding Pharmacy and PIC Narvades}

21, Respondents Ecompounding Pharmacy and PIC Narvades are subject to disciplinary
action for unprofessional conduct under section(s) 4301, 4301(j), 4301(c), and 4113(c) of the
Code, and California Code of Regulation, title 16, sections 1735.2(d) and 1751.1, in that
Respondents were unable to produce or retrieve adequate compounding records for batches of
cormpounded drug products. The circumstances are as follows:

22.  During an investigation at Ecompounding Pharmacy on or about December 4, 2012,
Respondent PIC Narvades was unable to produce compounding worksheets and written master
formulas that had been prepared prior to the compounding of batches of drugs including the
following;

a.  eight (8) batches of L-carnitine 250 mg/ml,
b.  six (6) batches of methylcobalamin 1000 meg/ml,
c.  three (3) batches of testosterone propionate 100 mg/mi,
4. four (4) batches testosterone propionate 50 mg/ml; and
‘6. thirteen (13) batches of HCG* 1000 U/ml.
SECOND CAUSE FOR DISCIPLINE
(Unprofessional Conduct - Lacking Master Formula For Compounded Products}
[Respondents Ecompounding Pharmacy and PIC Narvades]

23. Respondents Ecompounding Pharmacy and PIC Narvades are subject o disciplinary

action for unprofessional conduct under section 4301, subdivisions (j) and (o), in conjunction

with section 4081, subdivisions (&) and (b) and California Code of Regulations section 1735.3(a)

6
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and [751.1 in that for each compounded drug product, the pharmacy records required to be
maintained shall include the master formula record.

24. During an investigation at E¢ompounding Pharmacy on or about December 4, 2012,
Respondent PIC Narvades was unable to produce proper master formulas for drug products that
were compounded. |

25. Specifically, the deficiencies included that the written masfer formulas that were
produced by Respondents were for a different strength then the compounds being made and/or the |
master formula was for a preservative free product, however Respondent added preservatives
(benzyl alcohol). The batches reviewed included the following:

a. eight (8) batches of L-carnitine 250rﬁg/ml,

b.  six (6) batches of methylcobalamin 1000 mcg/ml,

¢.  three (3) batches of testosterone propionate 100 mg/ml,
d.  four (4) batches testosterone propionate 50mg/ml; and
e.  thirteen (13) batches of HCG* IOOOU/le

26.  Additionally, the compounding worksheets did not provide “step by step” instructions
for compounding the products. Instead, the equipment and compounding procedures that were
documented on the worksheets appeared to have been copied from the master formula.

Moreover, some of the equipment documented on the worksheets as having been used was not,
however, owned by Respondent Ecompounding Pharmacy. . |
THIRD CAUSE FOR DISCIPLINE
(Unprofessional Conduct - Failure To Quarantine And Complete End-Product Testing)
[Respondents Ecompounding Pharmacy and PIC Narvades]

27.  Respondents Ecompounding Pharmacy and PIC Narvades are subject to discipline
under section(s) 4301, 4301(j), 4301(c), and 4113(c) of the Code, and California Code of
Regulations, title 16, section 1751.7, subdivision (¢), in that Respondents failed to guarantine and
adequately conduct end-product testing. The circumstances are as follows:

28.  During an investigation at Respondent Ecompounding Pharmacy on or about

December 4, 2012, Respondents produced batch preduced injectable drug products compounded

7.
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from one or more non-sterile ingredients that did not have appropriate end-product testing for
sterility and pyrogens. Documentation on the batch produced non-sterile to sterile compounding
worksheets indicated the compounded products were being dispensed to multiple patients for
office use before the 14-day period and before Respondent Ecompounding Pharmacy could
receive appropriate results for sterility.

29. Respondents further failed to conduct pyrogen testing for the non-sterile to sterile
bateh produced compounded products, which included eight (8) batches of L-carnitine 250
mg/ml, six (6) batches of methylcobalamin 1000 meg/ml, three (3) batches of testosterone
propionate 100 mg/ml, four (4) batches testosterone prOpionate 50mg/ml, and thirteen (13)
batches of HCG* 1000U/ml.

FOURTH CAUSE FOR DISCIPLINE
(Inappropriate Equipment Used In Sterile Compounding)
[Respondents Ecompounding Pharmacy and PIC Narvades ]

30.  Respondents Ecompounding Pharmacy and PIC Narvades are subject to disciplinary
action under sections 4301, 4301(}), 4301(0), and 4113(c) and California Code of Regulations,
title 16, section 1735.6 subdivision (b} in that inappropriate equipment was used to compound
drug products. The circumstances are as follows:

31.  During an investigation at Ecompounding Pharmacy on or about December 4, 2012,
PIC Narvades identified a euro-pro toaster as his "dry heat sterilizer." At the time of the
inspection, the toaster appeared to be used to "sterilize" 10 ml ambet vials with the settings on

convection bake and 250°F. Intertek, the manufacturer for the toaster noted that the product was

for "house hold use only.” According to the user’s manual for the euro-pro toaster oven model

TO176, the product was manufactured solely for use in cooking/toasting food items and not
intended for the use as a sterilization oven for compounding equipment,

i

i

1

i

Accusation




(=T~ RN S NV S U N -

[yl ] o ] e e ] b2 _— . — f— i ot — — — —
OOE [ R T R N =~ B - - BN S - W & B s N & =

FIFTH CAUSE FOR DISCIPLINE

(Unprofessional Cenduct - Inappropriate labeling of compounded drug products)

[Respondepts Ecompounding Pharmacy and PIC Narvades ]

32.  Respondents Ecompounding Pharmacy and PIC Narvades are subject to discipline

under section(s) 4301, 4301(j), 4301(0), and 4113(¢c) of the Code, and California Code of

Regulations, title 16, section 1735.4 subdjvision (c) for failure to list the names of the active

ingredients, concentration of strength, volume or weight, pharmacy reference or lot number, and

expiration date.

33. The circumstances are that during the inspection of Respondent Ecompounding

Pharmacy by the Board inspectors on December 4, 2012, no expiration dates were found on the

following vials:

Number of Yials
Found

Drug

12

L-arginine 100mg/m1
30ml

3

carnitine (1) NP
250mg/mi
30ml

MIC w/Vit B-12
30ml

Nandrolone Deca (GS)

300mg/ml =

10m!

Testosterone cypionéte
200mg/ml
10ml,

Testosterone propionate
50mg/ml
10ml,

Testosterone propionate
100ml/ml
10m]

Testosterone USP
100 ml/ml
10 m]

Methylcobalamin
1000meg/m!
30ml

Acocusation
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SIXTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct)
[Respondent PIC Narvades]

34, Respondent PIC Narvades is subject to disciplinary action under section 4306.5
subdivision (&) in that he engaged in unprofessional conduct while working at thé Pharmacist in
Charge at Ecompounding Pharmacy located in Woodland Hills, California where he failed to
exercise or implement his best professional judgment. The circumstances are described more fully
below:

35. Respondent PIC Narvades allowed the extension of the beyond use date (BUD) for
HCG* 1,000U/m] without proper written justification,

36. Respondent PIC Narvades failed to perform the bubble test to confirm the proper
function of the filter when using it to sterilize injectable dangerous drugs. The bubble test is the
industry standard and master formula required standard of practice on a used filter to ensure
integrity of the filter.

37. Respondent PIC Narvades improperly permitted a consumer home use toaster oven to
be used to "sterilize" vials for sterile injectables.

38. Res'pondent PIC Narvades permitted dangerous drugs to be compounded without
proper master formulas.

39, Respondent PIC Narvades failed to quarantine batches of non-sterile to sterile
compounds fo conduct end product testing. |

- SEVENTH CAUSE FOR DISCIPLINE
{(Unprofessional Conduct- Frand/Misrepresentation)
[Respondent PIC Narvades]

40. Respondent PIC Narvades is subject to disciplinary action under section 4301
subdivision (g} and California Code of Regulations 1735.2 in that he engaged in unprofessional
conduct while working at the Pharmacist in Charge at Ecompounding Pharmacy Jocated in

Woodland Hills, California where Respondents knowingly made and/or signed & certificate or

10
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other document that falsely represented the existence or nonexistence of a state of facts, The
circumstances are described more fully below:

41. The circumstances are that during the written self-assessment of Ecompounding
Pharmacy dated November 12, 2012; PIC Narvades willingly signed and initialed each page of
his self assessment, representing Ecompounding Pharmacy to be compliant with all-applicable
laws and regulations. The self assessment was presented to the Board during the inspection on
December 4, 2012, Such representatiron, included in thé self assessment, was false.and untrue as
to at least the following four regulations:

a.  PIC Narvades falsely marked “yes™ to the assessment question as to whether the
pharmacy does not compound medication until it has prepared a written master formula that
includes the flowing elements: (1) Active ingredients to be used. (2) Inactive ingredients to be
used. (3) Process and/or procedure used to prepare the drug. (4) Quality reviews required at each
step in preparation of the drug. (5) Post-compounding process or procedures required, if any, (6)
Expiration dating requirements. In fact, a violation of CCR 1735.2(d)(}-6) was found as
described more fully above.

b.  PIC Narvades falsely marked “yes” to the assessment question as to whether
"Compounded drug products are given an expiration date representing the date beyond which, in
the professional judgment of the pharmacist performing or supervising the compounding, it
should not be used. The ‘beyond use date’ of the cdmpounded drug product does not exceed 180
days from preparation or the shortest expiration date of aﬁy component in the compounded drug
product, unless a longer date is supported by stability studies of finished drugs or compounded
drug products using the same components and packaging, Shorter dating may be used if it is
deemed appropriate in the professional judgment of the responsible pharmacist.” In fact, a
violation of CCR 1735.2(h) was found as described more fully above.

¢.  PIC Narvades falsely marked “yes” to the assessment question as to whether "Drug
products compounded info unit dose containers that are too small or otherwise impractical for full

compliance with the requirements of [a] and [b] are labeled with at least the name(s) of the active

11
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ingredient(s), concentration of strength, volume or weight, -pharmacy reference or 1ot number,
and expiration date.” In. fact, a violation of CCR 1735.4(c) was found as described more fully
above. 7
d.  PIC Narvades falsely marked “yes” to the assessment question as to whether "batch
produced sterile injectable drug produets compounded from one or more non-sterile ingredients
are subject to documented end product testing for sterility and pyrogen and are quarantined until
the end product testing confirms sterility and acceptable levels of pyrogens. In fact, a violation of
CCR 1751.7(c) was found as described more fully above.
" DISCIPLINE CONSIDERATIONS
42. To determine the level of discipline, if any, to be imposed on PIC Narvades,

Complainant ﬁrther alleges that:

a. On or about September 21, 2010, Citation Number CI 2010 45835 was issued-
against Pierre Pelayo Narvades, RPH 46866 for a violation of Bus. & Prof. Code § 4081 subd. (a)
and Califernia Code of Regulations Title 16, § 1718 Records of Dangerous Drugs and Devices
Kept Open for Inspection; Maintenance of Records, Current Inventory/Current Inventory
Defined. The circumstances were that between 1/19/2010 and 2/17/2010, while ReSpondent
Narvades was pharmacist-in-charge of Medpro Pharmacy located at 7129 W. Sunset Blvd, Los
Angeles, CA 90046, PIC Narvades did not dispense ceﬁain medication to the patients resulting in
a lack of complete accountability in inventory. A fine of $3,500 was issued by the Board.

b.  On or about June 24, 2009, Citation Number C1 2008 40615 was issued against
Pierre Pelayo Narvades, RPH 46866 for a violation of California Code of Regulations, title 16, § |
1714 subd (d) Operational standards and security; pharmacist responsible for pharmacy security
and Bus. & Prof. Code§ 4104 Procedures to teke action when licensed individual is impaired or
known to have diverted or used drugs; Written policies; Report; Immunity. The circumstances
are that non-pharmacist Felix Lyubovny was in possession of the key for the licensed area of
Medpro Pharmacy, PHY 48193 and not PIC Narvades. Additionally, on December 5,2008,
during an inspection of Pharmacy, PIC Narvades, told the Board Inspector that he did not have

operational standards and security policies.

12
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PRAYER

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

L Revoking or suspending Pharmacist License Number RPH 46866 to Pierre Pelayo
Narvades;

2. Revoking or suspending Pharmacy Permit Number PHY 50194, issued to De Vera,
Inc. dba Ecompounding Pharmacy;

3. Re\}oking or suspending Sterile Compounding Permit Number LSC 99618, issved to
De Vera, Inc, dba Ecompounding Pharmacy‘; |

4, QOrdering Ecompounding Pharmacy to pay the Board of Pharmacy the reasonable
costs of thie investigation and enforcement of this case, pursuant to Business and Professions
Code section 125.3; and |

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

o

DATE]j: ‘ 61/ g l) ) 3

VTI‘(GINI EROLD
Executw Officer

Board of Pharmacy

Department of Consumer Affairs
State of California

Complainamt

LAZ013508552
51257830.doc
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