BEFORE THE

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS

STATE OF CALIFORNIA
In the Matter of the Accusation Against: Case No. 4125
DANIELS PHARMACY OAH No. 2014100384
943 Geneva Avenue -
San Francisco, CA 94112 STIPULATED SETTLEMENT AND

‘ DISCIPLINARY ORDER
Original Permit No. PHY 36740
and
IYAD L. NASRAH
488 Gellert Drive
San Francisco, CA 94132
Pharmacist License No, RFFH 40241
Respondents.
DECISION AND ORDER

The attached Stipulated Settlement and Disciplinary Order is here by adopted by the Board of

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

This Diecision shall become effective on June 18, 2015.

It is so ORDERED on June 4, 2015.

BOARD OF PHARMACY ‘
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

Al ¢

By

AMARYLIS GUTIERREZ
Board President
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KamaLa D, FHARRIS
Attorney General of California
FRANK H, PACOE ,
sSupervising Deputy Attomey Géneral
JONATHAN D, COOPER
Deputy Attorney General
State Bar No. 141461
455 Golden Gate Avenue, Suite 11000
San Francisco, CA 94102-7004
Telephone: (415) 703-1404
Facgimile: (415) 703-5480
Attornevs for Complalnant

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

In the Matter of the Accusation Against: Case No. 4125

DANIELS PHARMACY OAH No. 2014100384
943 Geneva Avenne -
San Francisco, CA 94112 | STIPULATED SETTLEMENT AND
DISCIPLINARY ORDER

Pharmacy License No. PHY 36740 ,

and

IYAD I NASRAH

488 Gelert Drive

San F rancisco, CA 94132
Pharmacist License No, RPT 40241

Respondents.

In the interest of a prompt and speedy settlement of this matter, consistent with the public
inferest and fhe responsibility of the Board of Pharmacy of the Department of Consumer Affairs,
the partiey hereby agree 1o the following Siipuleﬁ;ed Settlement and Disciplinary Order which will
be submitted to the Board of Pharmacy for approval and adeption as the final disposition of the
Accusation as to both Respondent Daniels Pharmacy and Respondent Tyad 1, Nasrah.

1. Virginia Herold ("Complainant"), Exccutive Officer, Board of Pharmacy, brought this
action solely in ber official capacity and is represented in this matter by Karaals I, Harris,
Attorney General of the State of Californiu, by Jonathan D. Cooper, Deputy Atiorney General.
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2. Respondent Daniels Pharmacy (“Respondent Daniels™) and Respondent Iyad T,
Nasrah ("Respondent Nasrah," collectively “Respondents™) are each and both represented in this
proceeding by attorney Kurt W, Melehior, whose address is: Nossaman LLP, 50 California
Street, 34th Floor, San Francisco, CA 94111 (welephone {415) 398-3600),

3. Onorabout October 24, 1990, the Board of Pharmacy issued Pharmacy License No,
PHY 36740 to R:;:Spendem Draniels, The Pharmacy License was in full force and effect at all

times relevant to the charges herein, and will expire on Qctober 1, 2013, unless renewed,

4, On or about August 20, 1986, the Board of Pharmacy issued Pharmacist License No. |

RPH 40241 to Respondent Nasrah, The Pharmacist License wag in full force and ¢ffect at all
times refevant 10 the charges herein and will expire on Qctober 31, 2015, unless renewed, Since
on or aboul October 24, 1990, Respandént Nagrah has served andior has been reflected in Board
records as the Pharmacist in Charge (PIC) for Respondent Daniels,

JURISDICTION

8. Accusation No, 4123 was filed before the Board of Phé:.rmacy {Board), Department of

Il Consumer Affairs, and is currently pending against Respondents, The Accusation and all other

statutorily required documents were properly served on Respondents on or about May 27, 2014,
Respondents timely filed its/his Notice(s) of Defense contesting the Accusation. Onor about
February 12, 2015, a Fist Amended Aconsation and all other statutorily required documents were
property served on Respondents. A copy of First Amended Accusation No. 4125 is attached as
exhibit A and is incorporated herein by reference.

ADVISEMUENT AND WATVERS

6. Respondents have carefully read, fully discussed with counsel, and understand the

' charges and allegations in First Amended Accusation No, 4125, Respondents have also carcfully

read, fully discussed with counsel, and understand the effects of this Stipulated Settlement and

Disciplinary Order.

7. 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 thelv own expense; the tight to confront and cross-examine the
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witnesses against them, the right to present evidence and to testify on their own behalf; the right
to the issuance of subpoenas to compel the attendance of wilnesses 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,

8. Respondents vo lumafi'fy, knowingly, and intelligently waive and give up each and
every right set forth above.

CULPABILITY.

9. Respondents understand that the charges and allegations in Accusation No. 4125, if
proven ai a hearing, constitute cavse for imposing discipline upon their licenses.

10, Respondents admit that at hearing Complainant could establish a factual basis for the
charges and aii&gatium in Accusation No. 4125, and that those charges and allegations are cause -
for discipline. Respondents hereby give up their right 1o contest those charges and allegations.

11, Respondent Daniels aprees that ity Pharmacy License is subject o discipline and it
agrees to be bound by the board's probationary terms as set forth in the Disciplinary Order below,

12, Respondent Nasrah agrees that his Phgrmﬁcist License is subject to discipline and he
agrees 1o be bound by the board's probatioriary termns as set forth in the Disciplinary Order below.

RESERVATION

13, Admissions made by Respondents herein are only for the purposes of this proceeding,
or any other proceedings in which the Board of Pharmacy or other professional licensing agency
is invalved, and shall not be admissible in any other criminal or ¢ivil proceeding.

CONTINGENCY.

14, This stipulation shall be subject to approval by the Board of Pharmacy. Respondents
understand and agree that gounsel for Complainant and the staff of the Board may communicate

directly with the board regarding this stipulstion and settletent, without notice to or participation

by Respondents or their counsel. By signing the stipulation, Respondents understand and agree

that they may not withdraw their agreement or seek 1o rescind the stipulation prior to the time the
board considers and acts upon it. 1f the board fails to adopt this stipulation as its Decision and
Order, the Stipulated Settlement and Diseiplinary Order shall be of no force or effect, except for
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thig paragraph, it shall be inadmissible ti.n-arty legal action between the parties, and the board shall
not be d-isqu.uliﬁed from further action by having considerad this matter,

15, 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.

16.  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 ail prior or contemporaneous agreements, understendings, discussions,
negotimions, and comm.itmems (wr.ii:teﬁ or orai). This Stipulated Settlement and Disciplinary
Order may not be gltered, amended, modified, supplemented, or otherwise changed except by a
writing exocuted by anauthorized representative of each of the parties,

I7. In'-considerat‘ion of the forepoing, the parties agree that the board may, without
further notice or formal proceeding, issue and enter the following Disciplinary Order;

DISCIPLINARY ORDER

[T IS HEREBY ORDERED that Pharmacy License No. PHY 36740, issued to Respondent

Daniels, and Pharmaeist License No. RPH 40241, issued 1o Respondent Nasrah,.are each nﬁd

both revoked. However, each revocation s stayed and esch respondent is placed on probation for

five (5) years on the foﬂowmg terms and sonditions,

TERMS APPLICABLE TO BOTH RESPONDENTS'
I, Obey Al Laws
Each respondent shall obey all state and federal laws and regulations,
Each respondent shall report any of the following occurrences to the board, in writing,
within seventy-twe (72) hours of such ocewrrence:
» an arrest or igsuance of 4 criminal complaint for violation of any provision of the
- Pharmacy Law, state and federal food and drug laws, or state end federal controlied

substances laws involving either respondent

' All actions required of Respondent Daniels shall be undertaken by an owner or officer,
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¢ a plea of guilty or nolo contendere in any state or feders! eriminal proceeding to any
criminal complaint, information or indictrnent 'by either respondent
° a conviction of any crime against either respondent
. discipline, citation, or other administrative action filed by any state or federal agency
which mvolves either respondent’s pharmacy or pharmacist license or which is
related to the practice of pharmacy or the manufacturing, obtaining, handling,
distributing, billing, or charging for any drug, device or controlled substance.
Fatlure to timely report such occurrence shall be considered a violation of probation,
2. Reportto the Board
Each respondent shall report to the board qumr’terly!bn a schedule as directed by the board
or-its designee. The reports shall be made either in person or in writing, as directed. Among
other requirements, each respondent shall siate in each repott under penalty of perjury whether
there has been compliance with all the terms and conditions of probation. Failure to submit
timely reports in & form as divected shall be considered a violation of probation. Any period{s) of
delinquency in submission of reports as directed mey be added to the total period of probation.

Moreover, if the final probation report is not made as dirgeted, probation shall be sutomatically

gxtended until such time as the final report is made and accepted by the board,

3. Inderview with the Boagd

Upon receipt of reasonable prior notice, each resporilent shall appeer in person for

interviews with the board or its designee, at such intervals and locations as are determined by the

boerd or its designee. Failure to appear for any scheduled interview without prior notification 1o
board stafl, 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.

4. Cooperate with Board Staff

Each respondent shall cooperate with the board’s inspection program and with ﬁne board’s
monitoring and investigation of respondents® complisnce with the terms and conditions of this
probation. Failure to cooperate shall be considered a violation of probation.

i
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5 Reimbursement of Board Costs
As a gondition precedent to successful completion of probation, respondents shall be jointly
and severally liable for payment to the board of its costs of investigation and prosecution in case

number 4125 of $25,000,00. Absent prior written approval by the board or.its designee, neither

respondent may successfully complete probation until this amount is paid m full, Each shall be

responsible for the full amount and nefther may claim to owe only a portion or a share.
| Respondents shall make full payment within ninety (90) days, There shall be no deviation

from this schedule ebsent prior written approval by the board or its designee. Failure to pay costs
by the deadline(s) as directed shall be mnsideréd 2 violation of probation.

The filing of béinkm}ﬁcy by either or both respondents shall not relieve either respondént of
its or his responsibility to reimburse the board its costs of investigation and prosecution.

6. Probation M.oni'tm'ing Costs

Each respondent shall pay any costs associated with probation monitoring as determined by
fhé board each and every year of probation. Such costs shall be payable to the board on.a
schecule as dirgcted by the board or its designee, Failure o pay such costs by the deadline(s) as
directed shall be considered a violation of probation.

7. Completion of Probation

Upon written notice by the board or its designes indicating suceessful completion of
probation, the successfully-completing resﬁaondent’s license will be fully restored.

8. Violation of Probation

1f either respondent has not complied with any ters or condition of probation, the board

shall have continuing jurisdiction over that respondent, and probation shall astomatically be

extended as to that respondent, untif all terms and conditions have been satisfied or the board has

taken other action as deemed appropriate totreat the failure to comply as & violation of probation, -

to terminate probation, and/or to impose the penalty that was stayed,

If eithé:r respondent violates probation in any respect, the board, after giving that respondent
notice and an opporiunily Lo be heard, may revoke probation as to that respondent and catry out:
the disciplinary order that was stayed. ITa petition to revoke probation or an accusation is filed
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during probation, the boavd shall have continuing jurisdiction and the period of probation shall be

automatically extended until the petition to revoke probation or sccusation is heard and decidad.
ADDITIONAL TERMS APPLICABLE TO RESPONDENT DANIELS

9, Civil Penalty

Respondent shall pay to the Board a eivil penalty of $60,000.00 within ninety (90) days of |
the effective date of the decision,

Respondent understands and agrees tiiat this ¢ivil penalty isan administrative fine as
defined in 11 U.8.C. § 523(a)(7), and is non-dischargeable irﬁ bankruptcy. The filing of
bankruptey by respondent shall not relieve respondent 5'{‘ the obligation to pay the civil penalty,

Failure to timely pay this civil p.eng]ty shall be considered a violation of probation. Further,
absent prior written-approval by the board or its 'c}esignee',. respongdent may no‘t. successfully
complete probation until this amount is paid in full.

10, Pested Notice of Probation

Respondent shall prominently post a probation notice provided by the board in a place

| conspicuous and readable to the public. The probation notice shall remain posted during the

entire period of probation ordered by this decision.

Respondent and its employees, contractors, and agents shall not, directly or indirectly,
engage in any conduct or make any statement which is intended to mistead oris likely to have the
effect of misleading any patient, customer, member of the public, or other person(s) as.lo the
nature of and reason for the probation of the licensed entity.

Faiture 1o post such notice shall be considered a V'iolatfan of probation,

11, Noetice to Employees

Respondent shall, upon or before the effective date of this decision, ensure that all
employees now-or in future involved in pharmacy operations are made aware of all the terms and
conditions of probation, either by posting a notice of the terms and conditions, circulating snch
notice, or both, I the notice required by this provision is posted, it shall be posted in a prominent
place and shall remain posted throughout the probation period. Respondent shall ensure that any
employees, contractors, or agents hived or used after the effective date of this decision are made
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aware of the terms and conditions of probation by posting a notice, circulating a notice, or both,
Additionally, respondent 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 provide such notice
or subrail such notification 1o the board shall be vonsidered a violation of probation,

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

12, Pharmacy Consultant

Within thirty (30) days of the ¢ffective date of fhis decision, and prior to the comﬁletion of
the suspension period ordered by this decision, respondent shall submit to the board or its
designee, for prior approvel, the name and cense number of a pharmacist that shall then be

retained by the phanmacy at its.own expense-as an independent consuliant responsibie {or

reviewing pharmacy operations on a monthly basis during the perod of probation for complisnce |

by respondent with state and federal laws and regulations governing the practice of phariacy.
The consultant shall be a pharmacist licensed by and not on probation with the board.
Respondent shall be responsible for ensuring that the consultant submits timely reports. After six

monthly reports have been submitted timely, respondent may request that the board or its

- designee approve transition to quarterly review and reporting by the consultant. Approval or

denial of such transition shall be withir the diseretion of the board orits- designee.

If an approved consultant is no longer able or willing to serve as a consultant for
respondent, respondent shall seek approval of a new c:o-nsultaﬁt within thirty (30} days, and to
ensure timely reporting by the new|y-approved ccmsummt; Respondent may not operate asa
pharmacy withount a consultant approved by the board or ifs désignee. and failure to secure
approval ofa consuliant shall result in a further suspension of the pharmacy’s operations until
such time ag & consnltant is approved and respondent is informed by the board or its designee that
it niay resume pharmacy operations.

Failure 10 timely seek approval of, retain, or ensure timely reporting by the consultant shall

be congidered a violation of probation.
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13, Owaers and Officers: Knowledge of the Law

Within thirty (30} days ef the effective date of this decision, and prior to the completion of
the suspension period ordered by this decision, respondent shall submit to the board or its
designee 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(s),
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, Failure to timely provide said
statements under penalty of -‘perjiu'ry shatl be considered a vielation of probation. |

14, Designation of New Pharmacist in Charge |

Within thirty (30) days of the effective date of this decision, and prior to the cormpletion of
the suspension period ordered by this decision, respondent shatl submit to the board or its
designee in writing the name and license number of a pharmacist for which approval of the board
or its designee is sought for that pharmacist to serve as pharmacist in charge for respunden-t‘

The board or its designee shatl have discﬁttion whether to approve or deny the designated

pharmacist in charge. It may not be Respondent Nasrah, Respondent may not operate as a

pharmacy without a pharmacist in charge approved by (he board or iis designee, and failure to

secure approval of a designated pharmacist in charge shall result in a further suspension of the

| pharmacy’s operations until such time as.4 pharmacist in charge is approved and respondent is

informed by the board or its designer that it may resume phatmacy operations.

Failure to time[jf seck approval of, designate, or ensure pharmacy supervision by a new
pharmacist in charge shall be considered a violation of probation,

15, Community Service Program

Within sixty (60) days of the effective date of this deeision, respondent shall submit to the
board or its designee, for prior approval, & community service program in which respondent shall
provide free heaith-care related goods or services on a regular bagis to a community or charitable
facility or agency having a total value of at least $100,000.00 {one hundred thousand dollars).
The value of goods and services donated o this program will be determined as follows: services
at aetual payroll amounts, and goods at vetail value.

9
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This total value must be met within the first four (4) years of probation. Examples of goods
and services that may be provided to constitute this value include sharps disposal containers,

mail-back containers, immunizations, and other similar community/charitable goods and services.

| Within thirty- (30} days of board approval thereof, respondent shall submit documentation to the

board demonstrating commencement of the community service program. 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,

le, Status of License

Respondent shall, at all times while on pmbaﬁ(}n, meimain current pharmacy iiéeﬁ&mre with

the board, Ifrespondent submits an application 10 the board, and the application is approved, for
A change of location, change of permit or change of ownership, the board shall tetain continuing
Jjurisdiction over the Iicén.se, and respondent shall remain.on probation as determined by the
board, Failure to maintain current licensure shall be considered a violation of probation.

if respﬁnden‘s‘s license expires or i cancelled bjf operation of law or otherwise at any 1:;.Eme

during the period of probation, including any extensions thereof or otherwise, upon renewal or

_reapplication respondent-owner's license shall be subject to all terms and conditions of this

probation not previously-satisfied.
1. Prerequisites to Dispensing Controlled Substanees
Respondent and its employees, contractors, and agents shall not dispense or furnish any
controlled substances until the pharmacy is notified m writing by the board or its designee that
two prer_equisites-té doing so have been satisfied:
{1} All pharmacists that perform any dispensing or ﬂlmisﬁing in, for, or from tespondent,
inctuding any full-time, part-time, volunteer, temporary or relief employees or independent
contractors emploved or hired at any time during probation, have taken all steps necessary
for registration with the Celifornia Prescription Drag Monitoring Program (PDMP), aka
CURES; and
{2) The board or s designee have approved written pharmacy policies and procedures
relating‘to dispensing or furnishing controlled substances submitted by the pl}iﬁmacy,

10

STIPULATED SETTLEMENT {Case No. 4125)

i
i
i
i
H




S N

10

12
13

5
1o
17

18 |

19
20

22
23
24

26

27
28

R e = N ¥ ¢ |

Dispensing or furnishing of controlled substances by respordent or its employee, contractor, or
agent without satisfying these prerequisites and receiving notification from the board or its |
designee thal dispensing or furnishing is permitted shall be considered a violation of probation,

18, Separate File of Controlled Substance Records

Respondent shall maintain and make available for inspection 4 separate file of all records
pertaining to the acquisition or disposition of all conirolled substances. Failure to- maintain such
file or make it available for ingpeotion shall be considered a violation of probation,

19, Report of Controlied Substances

Respondent shall submit qﬁari&i‘]y 1"(-3}30!.%5 to the board detailing the total acquisition and
disposition of such mmrolled.subsmnceg ag the board may direct. Respondent sﬂaii specify the
manner of disposition (.g., by prescription, due 1o burgiary, ¢tc.) or acquisition (e.g., froma
manufacturer, from another retailer, ete.) of such controlled substances. Respondent shall report
on & quarterly basis or as directed by the board. The report shail be delivered or mailed to the
bc)a_rd no later than ten (10) days following the end of the reporting period. Failove to timely
prepare or submit such reports shall be consiﬁered a violation of probation.

20. License Surrender While on Probation/Suspension |

Following the effective date of this decision, should respondent discontinue business,

‘respondent may tender the premises licénse 10-the board for surrender. The board or its designee

shall have the diseretion whether to grant the request for surrender or take any other action t
deems appropriate and reasonable. Respondent shall reimburse the board for its costs of
investigation and prosecution prior to the surrender. Upon Tormal accepiance of the surrender of
the Iicensc:; respondent will no fonger be subject to the terms and conditions of probation.

Upon acceptance of the surrender, respondent shall relinquish the pramises wall and
renewal license to the board within ten (10) days of notification by the board that the surrender is
accepted. Raspondent shal! further submit a completed Discontinuance of Business form
according to board guidelines and shall notify the board of the records mmventory transfer,
Respondent shalt also, by the time that the Board notifies respondent that the surrender is
accepted, arrange for the continuation of care for ongoeing patients of the pharmacy by, st -
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minimum, providing a written noliee to ongoing patients that specifies the anticipated closing

date of the pharmacy and that identifies one or more arca pharmacios capable of taking up the

atients' care, and by cooperating a8 may be necessary in the transfer of records or prescriptions
P .

for ongoing patients. Within five days ol its provision to the pharmacy's ongoing patients,
respondent shall provide a copy of the written notice to the board, For the purposes of this
provision, "ongoing patients" means those patients for whom the pharmacy has on file a

preseription with one or more refills outstanding, or for whom the pharmacy has filled 2

) prescription within the preceding sixty (60) days.

* Respondent may not apply for any new higensure from ti‘se board for three (3) years from the
effective date .offbe gurrender. Respondent shall .meet all tequirements applicable to the license
sought as of the date the application for that license 18 submitted to the bourd.

ADDITIONAL TERMS APPLICABLE TO RESPONDENT NASRAH
21, Suspension
As part of probation, Pharmacist License No. RPH 40241, issued to Respondent Nasréh,'is
suspended for a period of thirty (30) ﬁays beginning the effective of this decision,

During the period of suspension, respondent shall not enter any pharmacy area or any

portion of the licensed premises of 4 wholesaler, veterinary food-animal drug retailer or eny other

distributor of drugs which is licensed by the board, or any manufacturer, or where dangerous
drugs and devices or controlled substances are maintained. Respondent shall not practice
pharmacy nor do.any act involving drug selection, selection of stock, 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 ¢ontrol the ordering, manufaciuring
or dispensing of dangerous drugs and devices or controlled stibstances.

During the period (;-f suspension, respondent shall not engage in any activity that re:qujrés
the professional judgment of a pharmacist. Respondent shall not direst or vontrol any aspeet of
the practice of pharmacy. Respondent shall not perform the duties of a pharmacy technician or a

designated representative for any entity licensed by the board.

12

STIPULATED SETTLEMENT (Case No, 4125)




10
li

13
14
5

17

19
20
21
22
23
24
25
26
27
28

~3 o o B W I

18

Subject 1o the above restrictions, respondent may continue to own or hold an interest in any
licensed premises in which he holds an interest at the thne this decision becomes effective,

Failure to comply with this suspension ghall be considered a violation of probation.

22, Tolling of Suspension

During the period of suspension, respondent shall not leave California for any period
exceeding thirty (30) days, regardiess of purpose (including vacation). Any such absence in
excess of thirty (30) days during suspension shall be considered a viélation of probation.
Moreover, any absence fron: California during the period of suspension exceeding ten (10) days
shall toll the suspension, i.e., the suspension shall be extended by cne day for each day over tén
(10) days respondent is absent from California, During any such period of tolling of suspension,
respondent roust nonetheless comply with all terms and conditions of probation.

Respondent must nofify the board in writing within ten (10) days of any departure from
California during the period of suspension, and must further notify the board in writing within ten
(10) days of return. The failure to provide such niotification(s) shall constitute a vielation of
probation. Upan such departure and return, respondent shall not resume the practice of pharmacy
until notified by the board that the period of sugpension has been satisfactorily completed.

23, Ethics Course

Within sixly '(6.0}. 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 compiete it within the second
year of probation, is a violation of probation,

Respondent shall submit a certificste of completion to the board or its designes within five
(5} days of completing the course.

24, Status of License

Respondent shall, at all times while on probation, maintain an active, current pharmacist
license with the board, including any period during which suspension or probation is toled,

Faiture to maintain an active, current license shall be considered a violation of probation,
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I respondent's license expires or is cancelled by operation of law or otherwise ot 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.

25, Cuntihuing'ﬁduﬂaﬁon

Respondent shall provide evidence of efforts to maintain skill and knowledge as a

‘pharmacist as directed by the board or its designee,

26, No New Ownership of Licensed Premises

Respondent shall not acquire any new ownership, legal or beneficial interest nor serve as a

- manager, admiinistrator, meraber, officer, director, trustes, associate, or partner of any additiona)

business, {irm, partnership, or corporation licensed by the b_nard. If respondent currently owns or
__has.any legal or beneficial interest in, or serves as a manager, administrator, member, officer,
director, trustee, associale, or partner of any business, firm, ﬁau*tmrship, or corporation currently
or hereinafter licensed by the board, res?ond&nt may confinue to serve in such capagity or hold
that interest, but only to the extent of that position or interest as of the effective date of this
dmision. Violation of this restriction shall be considered a violation of probation,

27.  Notification of Change in Employment, Name, or Contact Information

Respandent shall notify the board in writing within ten (10) days of any change of
empk}yﬁmnt. Said notification shall include the reasons for leaving, the address-of the new

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

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

address, mailing address, or phone number,

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

28.  Pharmacist Examination

Respondent shall take and pass the California Prarmacist Jurisprodence Examination
(CPIE) within six {6) months of the effective date of this decision, Ifrespondent fails to fake and
pass the examination within six (6) months, resﬁaond&nt shall be automatically suspended from
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practice. Respondent shall not resume the practice of pharmacy until he or she takes and passes
the CPJE and is notified, in writing, that be or gshe has passed the examination and may resume
practice. Respondent shall bear all costs of the examim}tien(&).

Puring any such suspension, respondent shall not enter any pharmacy area or any portion of
the lteensed premises of a wholesaler, veterinary food-animal deug retailer or any other distributor
of drugs which is leensed by the board, or any manufacturer, or where dangerous drugs and
devices or confrotled substances are nmintainm’;lv_ Respondert shall not practice pharmacy nor do
any act involving drug selection, selection of stock, manufacturing, compounding, dispensing or
patient consultatimi; nor shall respondent ﬁmnage, adminis‘ief, or be a consultant zo.'any.l'icensaa
of the board, or have access to or control the ordering, manufacturing or dispensing of dangerous
drugé and devices or controlied substances,

During any such suspension, respondent sh_ﬁll not engage in any activity that requires the
professional judgment of a pharmacist. Respoﬁdent shall not direct or control any aspect of the

practice of pharmacy. Respoundentshall not perform the duties of a pharmacy technicianora .

| designated representative for any entity licensed by the board,

Subject to the above resirictions, respondent may continue to own or hold an interest in any
licensed premises in which he holds an iuterest at the time this decision becomes effective.

Faiture to comply with any such suspension shall be considered a violation of probation,

If respondent fails to pass the CPJE after four attempts, re&pdndant ghall successfully
oo-mpleﬁ:; at a mininnum, sixteen (16) additional semester units of pharmacy education as
approved by the board.

Failure to take the examination within one (1) year of the effective date of this decision
shall be considered a vielation of probation. Failure to complete coursework as required shall be
considered & violation of probation.

29.  BEmployment as a Pharmacist/Tolling of Probation

Except during periods of suspension, respondent shall, at all times while on probation, be

employed as a pharmacist in California for o minimum of forty (40) hours per calendar month,

| Any month during which this minimum s not met shall toll the period of probation, i.e., the
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period of probation shall be extended by one month for each month doring which this mintmum is
not met, Durjhg any such period of (olling of probation, respondent st nonetheless comply
with all tei‘ms and conditions of pa‘obﬂﬂ()ix,

Should respandent, regardless of residency, for any reason (including vacation) cease
practicing as a pharmacist for 2 minimum of forty (40) hours per calendar month in California,
respondent must notify the board in writing within ten (16) days of the cessation of practice, and
must further notify the board n writing within ten (10) days of the resumption of practice, Any
failure fo provide such notification(s) shall be considered a violation of probation,

Tt is a violation of _prob&tidn for resﬁnnd&mt’s probation to remain tolted pﬁrs.u-ant fa the

provisions of this condition for a tetal period, counting consecutive and non-consecutive months,

| exceeding thirty;»séx (36) months,

"Cessation of practice” means any calendar month during which respondent is

1ot practicing for at least forry {40) hours as a pharmacist, as defined by Business and

“Professions Code section 4000 &t seq . "Resumption of practice” meémé any caicudar

month during which respondent is practicing for at least forty (40) hours asa

pharmacist, as defined by Business and Professions Code section 4000 et seq.

30 Mo Supervision of Interns, 'Sér-v.ing-as Pharmacist-in-Charge (P1C), Serving as
Designated Representative-in-Charge, or Serving as a Consultant

During the period of probation, respondent shall not supervise éiay intern pharmacist, be the

pharmacist-in-charge or designated representative-in-chargze of any entity licensed by the board

| nor serve as a consultant, Assumption of any such nnauthorized supervision responsibitities shall

be congidered 8 violation of probation,
31, ‘Notice to Employers

Druring the period of probation, respondernt shall aotify all present and prospective

employers of the decision in case number 4125 and theterms, conditions and restrictions imposed |

on respondent by the decision, as Tollows: 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 his direct supervisor, pharmacist-in-charge (including each new
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pharmacist-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 4123, and terms and conditions imposed thereby,

It shall be respondent’s responsibility to ensure that his employer(s) and/or supervisor(s)
subimit timely acknowledgment(s) to the board, If respondent works for or is employed by or

through a pharmacy employment service, respondent must notify his-direct supervisor,

pharmacist-in-charge, and owner at every entity licensed by the board of the terms and conditions .

of the decision in case number 4125 in advance of the respondent commmencing work at each
licensed entity. A record of this notification must be provided to the board up'oﬁ 1‘eﬁ;u.est,”

Furthgrmore, within thirty (30) days of the effective date of this decision, and within fifteen
(15) days of respondent undertaking any new employmest by or through a pharmacy employment
service, respondent shall cause his divect supervisor with the pharmacy. emp.lnyment service to
report to the board in writing acknawledging that he has read the decision in case mmber 4125
and the terms and conditions imposed thereby. 1t shall be respondent’s responsibility to ensure
that hié employer(s) and/or supervisor(s) submit timely acknowledgment(s) to the board.

Failure to timely notify prosent or prespective employer(s) or to ¢cause the employer(s) to
submit timely acknovledgments to the board shall be considered a violztion of probation,

"Employment" within the meaning of this prov‘isiqn'shall include any fﬁll—‘{ime,

pari-time, temporary, relief or pharmacy 'managenﬂ-ent service as a pharmacist or any

position for which a pharmacist Heense is a requirement or criterion for employment,

whether the respondent s an em‘ployaé, independent contractor or voluntees,

32, Bupervised Practice

Dhring the period of probation, regpondent shall practice only under the supervision of a
licensed pharmacist not on probation with the board, Upon and after the effective date of this
decision, respondent shall not practice phurmacy and his license shall be automatically suspended
until a supervisor is approved by the board er its desigtice. The supervision shall be, as required
by the board or its designee, either:

Continuous — Af least 75% of a work week
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new employer(s), pharmacist-in-chargs, and supervisor(s) submit timely acknowledgement(s) to

acknowledgements to the board shall be considered a violation of probation.

Substantial - At least 50% of a work week
Partial - At'least 25% of a work week
Daily Review - Supervisor's review ol probationer's daily activities within 24 hours

Within.rthmy (30) days of the effective date of this decision, respondent shall have his

decision in case number 4125 and is familiar with the required level of supervision as determined
by the board or its é@signlee. k shall be respondent’s respensibility to ensure that his employer(s),
pharmacist-in-charge, and supervisor(s) submit timely acknowledgement(s) to the board. Failure
to cause the direct supeﬁisoi' and the ;lralaar'nmcist—in?charge tb submit ﬁma ly ns!enoﬁ:iedgementsr J
to the board shall be considered a violation of probation,

If respondent changes employment, it shall be respondent s responsibility to casure that his

the board, Respondent shall kave his new supervisar, within fifteen {15) days after employment
commences, submit notification to the board is writing stating the direct supervisor and
pharmacést—in—c]mrge have read the decision in case number 41235 and are familiar with the level
of supervision as determined by the board, Respondent shall not practice phérmacy and his
license shall be automatically suspended until the board or its desigree approves a new

supervisor. Fallure to ciuse the direct supervisor and the pharmacist-in-chatge to submit timely

During any such suspension, respondent shall not enter any phaﬂnady area or any portion of
the livensed premises of a wholesaler, veterinary food-animal drog retailer or any other distributor
of drugs which is licensed by the board, or any manufacturer, or where dangerous dmgs and
devices or controlled substances are maintained. Respondent shall not practice pharmacy nor do
any act involving drug selection, selection of stock, rmmu‘fac:tﬁring, compounding, dispensing or
patient consultation; nor shall responderit manage, administer, or be a consultant to any licensee
of the board, or have access to or control the brdt:rihg, manufacturing or dispensing of dangerous

drugs and devices or controlled substances,
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| practice of pharmecy. Respondent shall not perform the duties of a pharmacy technician or g

licensed premises in which he holds an interest at the time this decision becomes effective.

‘may tender his license to the board for surrender. The board or its designee shall have the

During any such suspension, respondent shall not engage in any activity that requives the

professional judgment-of a pharmacigt, Respondent shall not direct or control any aspect of the

designated representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any

Failure to comply with any such suspension shall be considered a violation of probation.
33, License Burrender While on Probation/Suspension
Following the effective date of this detision, should respondent cease practice due to

retirement or health, or be otherwise unable to satisfy the terms and conditions of probation, he

dlscratmn whether to gran’r thc request for Sunendel or take amy other appropmte and reasonable
action, Upon formal acceptance of the surrender of the license, respondent will a0 longer be
aub,]c-zul to the terms and conditions of probation. Any such surrender constitutes a record of
discipline and shall become & part of respondent’s license history with the board.

Upon acceptance ol the surrender, respondent shall relinquish his pocket and wall license{s)
to the board within ten (10} days of notification by the. board the surrender is accepted,
R@sp@ndeﬁt may not reapply for any leense from the board for three (3) years from the effective
date of the #urrender. Rasﬁondcn’t shall meef ali requirements applicable fo the license sought as
of the date application for that license is submilted to the Board, including any examination
requirements and any outstanding costs.
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ACCEPTANGE

| am authorized to sign for Respondent Daniels, | have carefislly read the above Stipulated
Sertiement and Diseiplinary Order and have fuily discussed it with my ﬁttomcy, Kurt W,
Metchior, I understand the stipulation and the effect it will have on my Pharmacy License, |
enter into this Stipi&ia‘ied Setl.lemen( snd Diseipiinary Order voluntarily, knowingly, and

inteliigently, and agree to be bound by the Decigion and Order of the Board of Pharmacy,

DATED: c{}f(} /./5’/

I, Nagrah, for
ANIELS PHARMACY
Respondent

1 have carefully read the above Stipulated Settlement and Disciplinary Order and have fully

discussed i with my attorney, Kurt W. Melchior. | understand the stipulation and the effect it

will have on my Pharmacist License. T enter into this Stipulated Settlement and Disciplinary

Order voluntarily, knowingly, and mtelligently, and sgree (o be bound by the Decision and Order

of the Board of Phafmacy.

DATED; l(//fé{( g M

[YAD [ NASRAH
Respondent

[ have read and fully discussed witl Respondent Daniels and Respondent Nasrah the tegms
and conditions and other matlers contained in the above Stipulated Settlement and Disciplinary

Order, Tapprove its form and conmtent,

DATED:

KURT W, MELCHIOR
Nossaman LLP
Attorneys for Respondents

0
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| «DATED:

ACCEPTANCE

1 am authorized to sign for Respondent Daniels, 1 have carefully read the above Stipulated

|l Settlement and Disciplimary Order and have fully discussed it with my attorney, Kurt W,

Melchior. 1 understand the stipulation and the effect it will have on my Pharmacy License, |

enter into this Stipulated Settlement and Disciplinary Qrder voluntarily, knowingly, and

5. |I" intelligently, and agree to be bound by the Decision and Order of the Board of Pharmacy,

%" B Iyad I, Nasrah, for
DANIELS PHARMACY
Respondent

I have carefully read the above Stipulated Settiement and Disciplinary Order and have fully
discussed it with my attorney, Kurt W, Melchior. ] understand the stipulation and the effect jt
will have on.my Phammacist License. 1 enter inte this Stipulated Settlement and Disciplinary
Order voluntarily, kmwingly, and intetligently, and agree 1o be bound by the Decision and Order

of the Board of Pharmacy.

DATED:

IYAD [, NABRAH
Respondent

['have read and fully discussed with Respondent Daniels and Raspondeﬁt Nasrah the terms
and conditions and other matters contained in the above Stipulated Settlement and Disciplinary

Qrder. Tapprove its form and content.
}

' e L Calar
DATED: ﬁﬂﬂ:fﬂ {, é , 7 ;fﬂ / C/b \{' L-Lf:a_(y/(u—ttw (s Sy
i f

KURT W MELCHIOR
MNossaman LLP
Attarneys for Respondents
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ENDORSEMENT
The foregoing Stipulated Settlement and Disciplinary Order is hereby respectfully

submitted for consideration by the Board of Pharmacy,

Dated: (/- Respectfully submitted,
L”(/ e / 2615

KAMALA D, HARRIS

Attorney General of California
FRANK H. PACOE -

Supervising Deputy Attorney General

JONATHAN D COOPER
Deputy Attorney General
Attorneys jfor Complainant

o

HF2011202835
41276457 doc
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KAMALA [D. HARRIS

Aftorney General of California

FRANK H, PACOE

Supervising Deputy Attorney General

JONATHAN T COCTER

eputy Attorney Genoral

State Bar Ne, 141451
435 Golden Gate Avenue, Suite 11000
8an Francisco, CA 94102.7004
Telephone: (415) 703-1404
Facsimile: (415) 703-5480

Attorneys for Complainant

BEFORE THE
 BOARD OF FHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
. STATE OF CALIFORNIA

JYAD L NASRAH

In the Matter of the Accusatian Againgt: - | Case No. 4125

DANIELS PHARMACY

943 Geneva Avenue .

San Franciseo, CA 94112 o . FIRST AMENDED ACCUSATION

Pharmacy License No, PHY 36740

and

488 Gellert Drive
San Francisco, T4 24132
Pharmacist License No, RPH 40241

Respondents,

Complainant al leges:'
PARTIES

1. Virginia Herold (Complaipant} brings this Accusation solely in her official capacity
ag the Hxrecutive Officer of the Board of Pharmacy, t}aparérﬁent of Consurner Affairs,

2. On erabout October 24, 1994, the Board of Pharmacy issusd Pharmacy License No.
PI;IY 3674010 Daniels Pharmacy (Respondent Daniels). The License was n full foree and effect
at all times relevant to.the: churges herein, and will expire on October 1, 2014, unless renswed.

3. Onorabout Augnst 20, 1986, the Board of Pharmacy issued Pharmagist License No,
RPH 40247 1o Iyad 1. Nasrah (Respondent Nasrah), The License was in fall force and sffeer at all

1
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times relevant to the charges herein and will explre on October 31, 2014, unless renewed, Since
on or about October 24, 1990, Respondent Nasrah has served and/or has begn reflected in Board
records g8 the Pharmacist in Charge (PIC) for Respondent Danjels. “

" JURISDICTION

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

5, Section 4011 of the Cade provides that the Board shall administer and enforce both |
the Pharmacy Law [Bus. & Prof, Code, § 4000 et seq,]-and the Utiform Controlled Substances
Act {Health & Safety Code, § 11000 et seq.).

6.  Seetion 4300(s) of the Code provides that every license issued by the Board may be
suspendéd or revoked, '

7. Section 4300.1 of the Code provides that the éxpiraﬁon, cancellation, forfeiture, or
suspension of a Board-lssued license, the placement of a Hoense on a retired sfatus, orthe -
voluntary surrender of'a license by a licensee, shall not deprive the Board of jurisdiction to
commence or proceed with-any investigation of, or action or disciplinary procesding against, the
licerisee or to render 4 decislon suspending or reveking the license, | |

TATUTORY AND REGULATORY PROVISIONS

Business and Professions Code:

8. Bection 4043(a) of the Cods states:

“Wholesaler” means and includes a person who acts as a wholesale merchant, broker,
jobber, qustoms brokes, veverse distribirtor, agent, or a nonresident wholesaler, who sells for -
resale, or negotiates for distribution, or takes possession of, any drug or deviée ineluded in
Seatlon 4022, Unless otherwise authorized by iaw, a wholesaler may not store, %wamhouse, or
adthorize the storage or warehouéing of drugs with any person or at any location not licenssd by
the board, |

9, Section4059 of the Code, in pertinent part, prohibits furmnishing of any dangerous
drug or dangerous device except upon the preseription of an authorized preseriber,

2
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10, Bection 40895 of the Code, in pertinent part, permits ordering/delivery of dangerons
drugs or devices only by end to entities lioensed by the board and authotized prescribers, and
requires that all dellveries to a licensed premises shall be signed for and received by a pharmacist,

1. Section 4061 of the Code provides, in pertinent part, that manufacturers’ sales |
representatives may disgtribute complimentary samples of drugs only to and pursuant to a written
request from an authorized prescriber that specifies the name and quentity of diug desire.

12, Bection 4063 of the Coda states:

No présaription for any dangerous drag or dangerous device may be refilled except upon
authorization of the prescriber. The authorization may be given orally or at the time of giviﬁ g the
priginal preseription. No prescription for any dangerous drug that is a controlled substance may
be designated refillable as needed. |

13, Section 4064 of the Code states:

(a) A presoription for a dangerous drug or dangerous device may be refilled without the
preseriber's authorization if .th'e:prescriber is unavailable to authorize the refill and i, in the
pharmacist's professiondl judgment, fallure to refill the preseription might interrupt the patient's |
ongoing care and have a significant adverse effect on the patiert's well-belng.

(5) The pharmacist shall inform the patient that the preseription was refilled pursuant to this

secdiom,

(¢} The pharmacist shall inform the prescriber within a reasonable peried of time of any
refills dispensed pursuart to this section,

() Prior to refilling a presoription pursuant fo this segtion, the pharmacist shall make every
reasonable effort to contact the p‘resaribezx The pharmacist shall meke an appropriate record,
including the bagis for proceeding under this section.

() The prescriber shall not incur any liability as the result of  refilling of a prescription
pursuant to this section,

(0 Notwithstanding Section 4060 or any other law, a person may possessa dangerous drug
or dangerous device farnished without prescription pursuant to this section,

14, SBection 4076, subdivision (g), of the Code provides, in pertinent part, that &

3
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pharmacist Shali not dispense any pres;:ri;;tion except in a contalner méet-iﬁg the requirements of
stats and federal law that is correctly labelsd with information including the following:
(1) Excopt where ordered otherwise by the prescriber, the manufacturer’s trade name of the
| drug or the generic name and the name of the manufacturer;

{2) The directions for use of the drug;

(3) The name of the patient or patients;
(4% The name(s) of the prescriber{s);
| (5) The date of digpensing; .

{6) The namie and address of thé vharmacy, and prescription number;

(7) The strength of the drug(s) dispensed;

(8) The guantity of the drug(s) dispensed;

{9) The expiration date of the drug(s) dispensed;

(10) If on the prescription, the condition or purpose for which the drug was prescribed; .

{11) A physical desoription of the dispensed medication,

15, . Secﬁon 4081 of the Code states, in pertinent part:

(u) All records of manufasture and of sale, acquisition, or disposition of dangerous drugs or |
dangerous devices shall be at all times during business howrs opento ingpection by authorized

_ offlcers of the law, and shall be preserved for at least three years from the date of making. A

ewrrent inventory islmll'b_e kept by every manufacturer, wholesaler, pharmacy, veterinary food-

animal drug retafler, physician, dentist, podigtrist, veterinarian, laboratery, clinie, hospital,

| institution, or establishment holding a currently valid and unrevoked certificate, lioense, permit,

regisiration, or exempiion under Division 2 (commencing with Section 1200) of the Health and

| Safoty Code or under Part 4 (commencing with Section 16000) of Division 9 of the Welfare and

Institutions Code who maintains a stock of dangerous drugs or dangerous devices,
(b} The owner, officer, and parter of a pharmacy, wholesaler, or veterinary food-animal
drug retailer shall be jointly responsible, with the pharmacist-in-charge or designated

representative-in-charge, for maintaining the records and inventory described in this section.

First Amanded Accusution
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16, Section 4105 of the Code requires, in pertinent part, that unless a waiver is granted by
the boérd, all records and other documentation.of the acquisition and disposition of dangerous
drugs and devices by any entity licensed by the board be retained on the licensed premises, in a
roadily retrigvable form, for three years from the date of making.

17, Seotion 4113¢cY of the Cods states:

The pharmactst-in-charge shall be responsible for a pharmacy's compliance with all staté
and federal laws and regulations pertaining to the prastice of pharmaoy.

18, Bection 4115(e) of the Code states: |

No person shail act as a pharmacy technician without first being ticensed by the board asa -

- pharmacy technician,

19, Bection 4125(a) of the Code states:
Every pharmacy shall establish.a quality assurance program that shall, at a minimurm,

document medication errors atiributable, in whole-or in part, to the pharmacy or its personnel,

The purpose of the quality assurance program shall be to assess errors that ocour in the pharmacy -

in dispensing or furnishing prescription medications so that the pharmacy may take appropriate
actlon to prevent a recurrence. ' ‘
20, Sevtion 4160(a} of the Code states:

(a) A persori-may not act as & wholesaler of any dangerous dmg or dangerous device unless

|| -he or she has obtained a license from the board,

21, Section 4301f the Code statos, in pertinent part:
The board shall take action against any holder of a livense who is guilty of unprofessional
sonduct o whose license has been procured by fraud or misrepresentation or issued by mistake,

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

(f} The commission of any et involving moral turpiiude, dishonesty, fraud, deceit, or
sorruption, whether the act is committed in the course of relattons as-a lleensee or otherwise, and
whether the act is a felony or misdemeanor or not,

{g) Knowingly making or signing any certificate or other document that falsely represents

3
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the existenge or nonexistence of & state of facts.

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

States reguiating controlled substances and dangerous drugs,

{m} The cash vompromise of a charge of viclation of Chapter 13 (commencing with Section

801) of Title 21 of the United States Code regulating controlled substances or of Chapter 7

- (commencing with Section 14000) of Part 3 of Division 9 of the Welfare and Ingtitutions Cotle

relating to the Medi-Cal program. The record of the compromise is conclusive evidence of

unprofessional conduct,

{o) Violating or attempting to violate, -d.iréct]y-or'indiracﬂy, or assisting i -or abeiiing the

-viotation of or conspiring to violate any provision or term of this chapter or of the applicable

federal and state laws and regulations governing pharmacy, ineluding regulations established by

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

22.  Seotion 4324 of the Code states:

(8) Bvery person who signs the name of anothar, or of a fictitious person, or falsely makes,
alters, forges, utters, publishes, passes, or attempts o pass, as genuine, any prescription for any
drugs is guilty of forgery and upon conviction thereof shall be punighed by .impriscmment
pursuant to subdivision (h) of Section 1170 of the Penal Code, or by imprisonment in & county
Jail for not morethan one year,

(b) Bvery person who has in his or her pessession any drugs secured by a forged
prescription shall be punished by imprisonment pursuant to subdivision (h) of Section 1170 of the
Penal Code, or by impriscnment in the county jail for not mare than one year,

23, Bection 4332 of the Cods staies:

Any person who {ills, negleets, or refuses to maf:ﬂtain the records required 'by' Section 4081
or who, when called upon by an authorized offiver or a member of the board, fails, neglects, or

]
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refuses to produsce or provide the records within a reasonable time, or who willfully produces or
furnishes recerds that are false, is guilty of & misdemeancor, |

24, Section 4342 of the Code states:

(8} The board may institute any action or actions as.may be provided by law and that, In its
disoretion, are necegsary, to prevent the sale of pharmaceuticsl preparations and drugs that do not

conform to the standard and tests as to quality and strength, provided in the latest edition of the

United States Phavmacopoeta or the National Formulary, or that violate any provision of the

Sherman Food, Drug and Cosmetic Law {Part 5 (commencing with Section 109875) of Division
104 ofthﬁ.l-lea'lth.and Safety Code). |

(B} Any knowing or willful violation of any regulation adopted pursuant to Section 4006
shall be subjéa‘t 0 pﬁhishmam in the same manner as is ;:)rc:w;tdcfd in Sections 4336 and 4321,

Health and Safety Code: _ |

25, Health and Safety Code section 11165 provides, in pm*tineﬁt part, for establishment
and maintenance of a Controlled Substance Utilization Review and .Evaluation System (CURES) |
for the electronic monitoring of preseribing and dispensing of Bchedule 11, TII, and TV controlled

substances, and requires, in pertingnt part, that for each prescription for a Schedufe 11, I, or IV

controlled substance, the dispensing pharmacy or clinic transmit a report with certain information

on the ‘patif'm'tE prescriber, controlled substance, and prescription, to the California Department of

Justice, on a_waekij basis in a format preseribed by the Caltfornia Department of Justice. |

26, Bealth and Safety Code section 111340 states:

Ay drug or cle:-vice is misbranded unless it'b'ears'a label containing all of the following
irrformation:

{8) The name and place of business of the manufacturer, pagker, or distributor.

(b) Anaccurate statement pf the quantity of the contents in terms of weight, measure, or

| numerica] count,

! Health and Safsty Code section 11165 was first amended to impose CURES reporting
requirements effective January 1,2003; as of that date, prescriptions for Schedule Il and 1T drugs
had to be reparted. Effective January 1, 2007, Schedule IV preseriptions also had to be reported, .

7
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Rensonable variations from the requirements of subdivision (b) shall be permitted.
Requirements Tor placement and prominence of the information and exemptions as to small
packages shall be established in accordance with regulations adopted pursuant to Section 110380,

27, Health and Safety Code section 111440 states: ‘

It is unlawful for any person 1o manufacture, sell, deliver, hold, or offer for saie any drug ot
device that is misbranded. |

g;;;li;:g;nia Code of Raﬁulg.tions:

28, California Code of Regulations, titie 16, section 1707.2 states, in pertinent part:

(2) A phavmacist shall provide oral consultation to his or her patient or the patient's a.gent tn

.all oare settings:

(1} upon request; or
. (%) whenever the pharmacist deems it warranted in the exercise of his or her professional
Judgmens,

(bXT) In addition to the obligation to consult set forth in subsection {(a), a pharmacist shall -
provide oral consultetion to his or her patient or the patient’s agent in any care setting in which the
patient or agent s present: '

(A) whenever thé praseription drug has not previously been dispensed to-a patient; or

{B) whenever a preseripﬁén drug not proviously dispenzed to & patient in the sanie dosage -
form, sirength or with the $ame written divections, is dispensed by the pharmacy. ‘

{2) Wher the patient or agent is not present (including but not limited to a preseription drug
that was shipped by mail) a pharmacy shall ensure that the patient receives written notice:

{A) of his or her right to request consultation; and

(B} a telephone number from-which the patient may obtain oral consultailon from &
pharmacist who has ready access 1o the patient's record.

(%) A pharmaeist is not required by this subssction to provide oral consuliation to an
inpatient of a health care facllity licensed pursuant to section 1250 of the H_aal%:h and Safety Code,
or to an inmate of an adult correctional famility or 4 favenile detention fheility, exoapt upon ihe
pafient's discharge, A phammacist Is not-obligeted o conguli abont disehargs medications il a

8
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health facllity licensed pursuant to subdivision (a) or (b) of Health and Safety Code Section 1250
hes implerented & written policy about discharge medications which meets the requirements of

Business and Professions Code Section 4074,

29. California Code of Regulations, title 16, section 1707.3 states:

Prior to consultation as set forth in section 1707.2, a pharmacist shall review a patient's
drug therapy end medication record before each prescription drug is delivered. The review shall
include sereening for severe potential druy ‘iherapy problerms:

30.  California Code of Regulations, title 16, seetion 1711 stutes:

(&) Each 'p:harmuc_y shall establish or participate in.an-established quality AssuraNGe prbgram |
which documents and agsesses medicﬁtion errors to delerrnine cause and an approprigte response
as part of a mission to improvs the quality of pharmacy service and prevent errors,

(1) For purposes of this section, “medication etror” means any variation from & preseription
or drug order not autharized by the prescriber, as desoribed in Section 1716, Medication error, as
definad in the section, does not include ny variation that is corrected prior to furnishing the drug
to the patient or pa!ﬁieﬁt's.agent. or any variation allowed by law.

(e)(1) Bach quality assurence program shall be managed in accordance with written policles

| and procedures maintained in the pharmacy in an immediately retrievable form.

{(2) When a pharmacist determines that a medication error has oceurred, a pharmacist shali |
as sDon as"possible:

(A) Communicateto the .pai'ient of the patient's agent the fact that a medication error hag ‘
oceurred and the steps required to avold injury or mitigate the ervor.

(B) Communicate to the prescriber the fact that a medication error has ooourrad,

{3) The communication requirement in paragraph (2) of this subdivision shall only apply to
medication errors if the diug was administered to or by the patient, or if the medication error |
resulted in & clinteally significant delay in therapy.

{4)-1f a pharmacist is notified of a prescription error b}.f the patient, the patfent's agent, or a
prescriber, the pharmacist is not required to communicate with that individual as required in

9
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paragraph (2) of this subdivision,

{d) Each pharmacy shall use the findings of its quality assurance program to develop
pharmacy systems and workflow processes destgned 1o prevent medigation errors. An
investigation of each medication error shall commence as soon as is reasonably possible, but no
fater than 2 business days from the date the medication error is discovered, All médicartion &IOS
discoverad shall be subject 10 a quality assurance review,

(e} The primary purpose of the quality-assurance review shall be to advance error
prevention by analyzing, Individually and collectively, lnvestigative and other pertinent data
collected iﬁ responss 1o & medication error to assess the oause and any contributing factors such
ag system or process lhilures. A record .o.f the quality assurance review shall be immediately
retrievable in the pharmasy. The record shall contain at feast the following:

1,the date, ocation, and participants in the quality assurance review;

2. the pertinent date and other information relating to the medication error(s) rev;c’wed amd '
documantatxz}n of any patient.contaet required by subdivision (c);

3. the findings and determinations generated by the guality assurance review; and,

4, recommend chang.es o pharmaoy policy, procedure, systems, or processes, if any.

The pharmasy shall inform pharhacy personnel of changes to pharmacy policy, pmcadure,
sydters, or processes made as a result of recommendations generated in the quality assurance
PrOgram. ' '

{f) The record of the guality assurAnce review, as provided in subdivision (g} shall be
immediately retrievable in the pharmacy for at least one year from the date the record was
created, ' ‘

(g) The pharmacy's compliance with this section will be considered by the board as a
mitigating factor in ‘%:he investigation and evaluation of & medication error,

(I} Mothing in this seciion shall be constroed to prevent a pharmacy from canﬁ*actmg oF
otherwige arranging for the provision of personnel or other resources, by a third party or
administrative offices, with such skill or expertise as the pharmacy believes ’m' he necessary {0
satigfy the requiroments of this section. | |

0
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31, Celifornia Code of Regulations, title 16, section 1714 gates, In periinent parf:

(b) Bach pharmacy licensed by the board shall maimtain its facilities, space, fixtures, and
squipment so that drugs are safely and properly prepared, malntained, secured and distributed.
"The pharmady shall be of sufficient size and unobstructed area to accommodate the safe prasctice

of pharmacy,

{&)} The pharmasy owner, the building owner or manager, or a family member of a

-pharmagist owner (but not more than one of the aforementioned) may possess 2 key to the
‘pharmacy that Is maintained in a tamper evident container for the purpose of 1) delivering the key
- t0 u pharmaeist or 2) providing access in cass of emergency. An emergency would include fire,

| flood or carthquake. The signature of the pharmacist-in-charge shall be present in such a way that

the pharmacfst may readily determine whether the key has besn removed from the container,

32, California Code of Regulations, title 16, section 1716 states:
Pharmacists shall not deviats from the requirements of a prescription except upon the prior
consent of the preseriber orto select the drug product in aceordance with Secijon 4073 of the

Business and Professions Code,

Nothing in this regulation is intended to prohibit a pharmacist from exercising commoniy-

aacsptéd pharmaceutical practice in the compounding or dispensing of a presoription.

33, Cali'fomié Code of Regulations, title 16, section 1717 states, in pertinent part:

{a) No madication shall be dispensed on preseription except in a new container which
vonforms with standards established in the official compendia,

Notwithstanding the above, 4 pharmacist may dispense and refill a prescription for non-
liguid oral products in & clsan multiple-drug patient medication package (patient med pak),
provided:

{1} s patient med pak i3 reused only for the smine patient;

{23 ng more than a ene-month supply is dispensed at one time, and

g

First Amended Acousation



http:sha!l.be

Lo A o B T = O I - N T -

—

11

(3) sach patient med pak bears an guxiliary label which reads, “store in a cool, dry place.”

(b) In addition to the requirements of Business and Professions Cade section 4040, the
following information shall be maintained for each preseription on file and shall be readily
retrievable:

(13 The date dispensed, and the name or initials of the dispensing pharmacist, All-
presariptions filled or refilled by an Intern phermacist must also be injtialed by the supervising
pharmacist before they are dispensed.

(2) The brand name of the drug or device; or if a generic drug or device is dispensed, the
distributor's name which appears on the commercial packags Iabet; and

(3) H'a prescription for a drug or device is refilled, a record of each refill, quantity
dispensed, if different, and the'iﬁitia]s or name of the dispensing pharmagist,

th A new prescription must be created if there s a cliange inthe drﬁg, sirength, presoriber

or dirgctions for use, uniless.a complete record of all such changes is otherwise maintained.

() The pharmacy must have written provedurss that identify each individual pharmacist

respensible for the filling of a preseription and a corresponding entry of information into an

sutomated data provessing system, or a manual record system, and the pharmacist shall creaie in

histher handwriting or through hand-initiatizing a record of such filling, not Jater than the
beginniﬁé of the pharmacy’s next operating day, Such record shall be maintained for at loast three
years, '

34,  California Coede of Regulations, title 16, section 1718, states:

“Current Inventory” as used in Seetions 4081 and 4332 of the Business and Professions
Code shall be considered to include complete accountability for all dangerous drugs handled by
every licensee enumerated in Sections 4081 and 4332,

The controlled substances inventories required by Title 21, CFR, Section 1304 shall be
available for inspection upon request for at least 3 years efier the date of the inventory,

35, California Code of Regulatlons, title 16, section 1793.7 states, in pertinent part;

12
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[ ligted in Schedules T through V contalned in Henlth and S&feiy Code section 11053 ¢t seq.

-exeept veterinary drugs that are labeled as such, and inclu_des the following:

1 prescription,” “Rx only,” or words of similar import, . .,
| P P £

designated by Henlth and Saféty Code section 11057(d) and a dangerous drug as desighmd by

{b) Pharmacy technicians must work under the direct supervision of s pharmacist and in
preparation and dispensing of medications, including the maintenance of appropiiate records,

(&) A pharmacist shall be responsitie for all activities of pharmacy technicians to ensure

that al} such aotivities me perfermed completely, safely and without risk of harm to patients,

Code of Fedéml Repulations:

36. Ii le 21, Code of Federal Regulations, aez;tlon 1304.04(F) requires, in pertinent pan,
ihat invenitoriss and recor ds of Schedule | and II oontrol ed substances shall be kept separate from
gll other mcords, and that inventories and records of Schedule IV controlled substances shall ba
sither kept ssparaté from other records, or be immediately retrievable from the business records,

Controlied ubstancésll}a FerOus D 1S .

37, Section 4021 of the Code provides that a “éomtrolled substance” means any substance

38.  Scotion 4022 of the Code states, in pertinent part:

“Dahgamus drug: or “dangerous device” means any drug or device unsgfe for self use,

(8) Any drug that bears the legend: “Cation: federal law prohibits dispensing without

(q) Any other drug or device that by federal or state law can be lawfully dispensed only on
preseription or furnished pursuant 0 Section 4006,

39, Klonopin is a brand name for clonazepam, a Schedule 1V controlled substance as

Business and Professions Cede section 4022, 1ts vsed to treat mental health symptoms,

40,  Celexa s o brand name for ciialopram, 4 dangerous drug os desighated by Business :

and Professions Code section 4022, Tt is used to treat mental health symptoms,

41,  Zvprexa'isabrand name for olanzapine, a dangerous drug as designated by Buosiness|

13
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and Professions Code section 4022, 1t is used to treat mental health symptoms.
COST RECOVERY
42, Bection 128.3 of the Code provides, in pertinent part, that the Board may request the
administrative law judge to direat a loentiate found to have committed a violation or violations of
the licensing act to pay a sum not to exceed the reasonable costs of the investigation and
enforcement of the case,

2011 INSPECTIONS AND INVESTIGATION

43, Betwoen In or about January and April 2011, Respondents wete the subject(s) of

investigation(s) by the Board of Pharmacy. The investigation(s) revealed record-keeping,

dispensing, and furnishing practices that failed to comply with the law,

44,  During January 12 and January 27, 2011 ingpections by Board Inspector(s), each of
the following deviations from pharmacy requirements was/were noted by the Inspector(s):

8. Included.in the agtive drug i.nvantéry'fo'r the pharmacy were: (1) a presoription
bottle ﬁ}t patient SM, labsled by a Saf‘ewag Pharmacy, preseription number 6448294 dispensed
on January 4, 2009, that expired in October 2010, with some of the labeled drug quantity missing;
(1) several boxes of presoription bottles contuining professional drug -samplés; ant (ilh).ane or
more bubble packs or sfrip packs containing drugs returned from board and care homes. There
were 10 records of acquisition maintained by Respondents with regard to-any of these items.

b, Respondents used & prescription dispensing software and systen to oreats pre-

filled bubble packs or strip packs for board and care homes, subdivided by patient and dose. The

software and systern did not make note of the identity of the dispensing pharmacist, nor was this
Information recorded anywhere on the label or in Respondents’ records. Respondent Nasrah said
that he had n.o' racord of and/or it wis not possible to identify the dispensing pharmacist for any of
the thousands of prescriptions dfsp&ﬁsad using fhi_s system during the previous nine (’9) years,

6.  The software and system used to generate the bubbie/strip packs for board and
vare homas also did nbt include required information on the label(s) generated during this n‘mé (C))]
year poriod, including dispense date; druy manufacturer; and/or.address of the pharmacy,

d.  In various places in the pharmacy, including in the active inventory, were

4
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preseription bottles containing quantities of dangerous drugs, with either no labels or incomplete
labels affined. Respondent asseried that these were returned from assisted fiving facilities,

e, Since at least October 21, 2009, Respondents had not successfully transmitted

data regarding centrolled substances dispensed by the pharmacy to the Controlled Substances

{Jti]imtidn Review (CURES) dainbase maintained by the California Department of Justice,

£ Controlled substance tnvoices for at Jeast the two months prior to the inspection.
were grouped and filed together, and thers was no separation of Schedule I 'invoices,

g, On at least onie ovoaslon, ineluding on orabout July 17, 2010, a non-pharmaocist
(stors cierlc) signed ‘a wholesaler's proof of delivery form to accept delivery of dangerous drugs.

45, Between on or about July 10, 200% and on or about January 10, 2011, Respondents
dispensed dangerous drugs and/or controlled substances to patient DC pursuant to unauthorized
preseriptions and/or refills, including:
' g Onat least ten {10) pecasions between on or about December 14, 2009 and on

or about Jenuary 10, 2011, Respondents filled new prescriptions for C for controlled substances
and/or dangerous drugs without preseriber authorization, including: two (2) prescriptions for

controlled substanve/dangerous drug cldpazepam 0.5mg (Kionopin); six (8) prescriptions for the

dangerous dmg Celexa 40mg: and two (2) prescriptions for the dangerous drug Lyprexs 20mg,

b, Onat least twenty-nine (29) cceasions between on or gbout Au gust 2, 2009 and

on or about September 1, 2010, Respondents Turnished refill prescriptions to DC for controlied

substanves und/or dangerous drugs without prescriber authorization, including: five (5) refills for

controtied substance/dangerous drug clonazepam .5mg (Kionopin); fourteen (14) refills for the

dangerous drug Zyprexa Z0myg; and ten (10) refills for the dangerous drug Celexa 40mg.
¢.  Onatlezast seven {7) ocoasions between on or abowt July 10, 200%.and on or
about January 19, 2010, Respondents created and/or signed prescription doouments for DC that

falsely stated anthorization by the prescriber, including: one (1) prescription for controlied

substance/dangerous drug clonazepam 0.5mg (Klonopin); five (3) prescriptions for the

dangerous drug Celexa 40me; and one (1) preseription for the dangerous diug Zyprexa 20mg,

IR
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FIRST CAUSE FOR DISCIPLINE

(Incomplete Inventory and/or Records of Acquisition and/or Disposition)
4. Respondents arg each and severally subject to discipline under section 4301(j) and/or
(0) and/or section 4113(c) of the Code, by reference to section(s) 4081, 4103, 4332 and/or 4342
of thé Code, and/or California Code of Regulations, title 16, section 1718, for violating statutes
regulating controlled substances or dangerous drugs, and/or directly or indirecily violating,
attempting to violate, or assi:sting in or abetting a violation of laws or regulations governing the

practice of pharmacy, in that, ag deseribed. in paragraphs 43-44 above, Respondents failed to

maintain an accurate, complete, and readily retrievable inventory and/or records of acguisition

and disposition of all dangerous drugs in the pharmacy inventory.,.

SECOND CAUSE FOR DISCIPLINE -

- (Possessing and/or Dispensing/Farnishing Drug Samples)
47, Respondents are sach and severally subject to discipline under section 4301()) and/or
(o) and/or section 41 13(¢) of the Tode, by reference to section 4061 of the Code, for violating
statutes regulating controlied substances or dangerous drugs, and/or directly or indirectly
violating, a‘ttemp‘&iﬁg to violate, or assisting in or abetling a violation of laws or regulations
governing the précticc of pharmacy, in that, as deseribed in paragraphs 43-44 above, Resg.:ondants-
had in their inventory, and/or had pre:vi'oiasily dispensed o firnished, manufacturer drog samples,

THIRD CAUSE FOR DISCIPLINE

(Failure to Identify Dispensing 'Pharmacisit)

48. Respandént-s are each and severally subject to discipline under section 4301()) and/or
{0} and/or swetion 4113(¢) of the Code, by reference to California Code of Regulations, title 186,
section 1717, Tor violating statwies regulating controlled substances or dangerons drugs, and/or -
directly or indirectly violating, attempting to viclate, or assisting in or abetiing 8 violation of laws
or regulations governing the practice of pharmacy, in that, a8 deseribed lu paragraphs 43-44
above, Resporndents dispensed medications without a mearns of ideniifying the dispensing
phénnacist. ‘
i
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FOURTH CAUSE FOR DISCIPLINE

(Inadsquately Labeled Prescription Containers)

49. Respondents are each and severally subject to discipline under section 4301() and/or

(o) and/or section 4113(c) of the Code, by referonce to section 4076 of the Code, far violating

statutes regulating controlied substances or dangerous d'rtigs,.andfor diwcﬂy or indirectly
violating, attempting o violate, or assisting in or abetting a violation of laws or regulations
governing the ryraatide of pharmacy, in that, as deseribéd in paragraphs 43-44 above, Respondents
dispensed medications in prescription centainers which falled to include required information, '

F’i’FTH CAUSE FOR DISCIPLINE

(Possession of Misbranded Drog Containers)
50, Respondents are.each and severally subjéct to discipline under section 4301(j) and/or |
(0) and/or sestion 4113(c) of the Code, by reference to Healthand Safety Code section | 11340

and/for 111440, for violating statutes rf:gulaﬁn'g controlled substances or dangercus drugs, and/or

directly or indirsctly violating, attempting to violats, or assisting in or abetting a violation of laws |

or regulations governing the practice of pharmacy, in that, as deseribed in paragraphs 43-44
above, Respondents possessed drug containers that were tisbranded inasmuch as they had

affixed to fhem no or incomplete labels deseribing the contents, the manufacturer, and other

required data,

SIXTH CAUSE FOR DISCIPLINE
{(Failure to Report Controlled Substance Prescriptions to CGRE'S')

51 Rﬁspondeiats are gach and severally subject to discipline under section 4301 (3} and/or
{o)-and/or section 4113(c) of the Code, by reference to Health and Safety Code sentioln 11165, for
viclating statutes regula‘tiﬁg sontrolled substances or dangerous drugs, and/or directly or
indirectly violating, attempting to violate, or assisting in or abetting a v_io]ation of Taws or
regulations governing the practice of pharmasy, in that, as described in paragraphs 43-44 above,
in the perlod prior to January 12, 2011, the ﬁharmacy had not successfully transmitted any
digpensing data to CURES for vontrolled substances that were dispensed sinee at least October
21,2008,

17
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SEVENTH CAUSE FOR DISCIPLINE

{Failure to Segrepate Schedule I Records)
52, Respondents are each and severally subject to disgipline under section 4301() and/or
(o) and/or section 4113(c) of the Code, by reference to Title 21, Code of Federal Regulations,

gection 1304.04(T), for violaling statutes regulating controtled substances or dangerous drugs,

and/or for directly or indirsctly violating, atiempting to violate, or assisting In ot abetting a

violation of Jaws or regulations governing the practice of pharmacy, in that, as described in
paragraphs 43-44 above, on or about fanuary 12, 2011, Scheduls If records were not segregated.
EIGHTH CAUSE, FOR DISCIPLING,

(Receipt and Acknowledgment b‘f-DeHver}} by Nﬂn;Pharmacist)
53, Respondents.arc each and sevesally subject to discipline under section 4301(j) and/or
(0) and/or setion 4113(c) of the Cada_,: by reference to sadticm(s) 4039 andfor 4059;5 of the Code,
for viclating statutes regulating controliad substances or dungerous drugs, and/or for direetly or
indirectly violating, attempting to violafe, or assisting in or abetting a violation of laws or
regulations governing the practice ofpharm;c;y, in that, as desoribed in paragraphs 43-44 above, a
non-pharmecist received and/or sigried for a delivery of 2 dangorous drug of device,

NINTH CAUSE FOR DISCIPLINE

(Furnishing/Dispensing Prescriptions Without Prescriber Authorization)

54, TRespondents are each and severally subject to discipling under section 4301() and/or

(0} and/or section 4113(¢) of the Code, by reference to section 4059 of the Code, for violating

statutes reguiating controlled substances or dangerous drugs, and/or for diraatﬁy or indirectly
viclating, attempiing to vielate, or assisting in or-abetting a violation of laws dr regulations
governing the practice of pharmacy, in that, as described in paragraph 43 abové, Resporndents
furnished ten (10} new prescriptions to patient DC that were not authorized by a preseriber,

TENTH CAUSE FOR DISCIPLINE
(Furnishing/Dispensing Refills Without Prescriber Authorization)
55, Respondents are each and severally subject to discipline under section 4301() and/or

{0) and/or section 41 13(¢) of the Code, by reference to section 4063 of the Code, for violating

18
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statutes regulating controlled substances or dangerous drugs, and/or for direstly or indirectly

violating, attempting to violate, or assisting in or abetting a violation of laws or regulations

governing the practice of pharmacy, in that, as desctibed in paragraph 45 above, Respondents

furnished twenty nine (29) refills to patient DC that were not authorized by a prescriber.
ELEVENTH CAUSE FOR DISCIPTINE

(Dishonesty/Creation of Palse Prescription Document(s))

56. Respondents are each and severally subject to discipline uncier section 4301(f) and/or
(g} and/or sectioﬁ 4113(c} and/or section 4324 of the Code, for acts involving moral turpitnde,
dishonesty, fraud, decett, corruption and forgery, and/or for knowingly making or signing any
eertificate or other dovument that falsely represents the existence or nonexistence of a state of
facts in that, as described in paragraph 45 above, Respondents created seven (7) false
prescriptions for patiernt DC. |

' TWELFTH CAUSE FOR DISCIPLINE
(Failure to Maintain Records of Acquisition of Drogs)

57, Respondents are each and Sevcréiiy subjest to discipline under section 4301()) and/or
()] an.df'cr secﬁ;m 4113(z) ofthe Code, by referenae.to Code section 4081, for violating statutes
regulaiing vontrolled substances or dengerous dmgs, and/or for direstly or indirectly violating,
attempting to violate, or asaisting in pr abetting  violation of Taws or regulations governing the
practice of pharmacy, in thai on or about Junuary 12, 2011, Respondents’ facility contained a
preseription bottle coniaining 180 Premarin 1.25 tablets, Safeway preseription number 6448294,
issue fo patient SM on January 4, 2009, Respondents had no record of the acquisition of this
item., | . _

THIRTEENTH CAUSE FOR DISCIPLINE
{Unprofessional Conduct)

38, are each and se\rerall-y subject to discipling under section 4301 ovf the Code in that
Rospondents, as deseribed in paragraphs 43-45 above, engaged in unprofessional f.mnduct.
I
1t
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CASH COMPROMISE OF MEDI-CAL CHARGES

39, Onorabout June, 2019, the California Departrient of Health Care Services

(hereinafter “Department”) audited Respondents' premises and records pertaining to the period of

- March 1, 2009 through March 31, 2010.

60, Based on this audiz, on or about July 16, 2010, the Department took formal action

against Respondents by withholding ali Medi-Cal payments to Respondents and by suspending

1| and deactivating Respendents® Medi«Cal provider number and National Provider Identifier

nuntber. The Department charged Respondents with having violated California Welfare and

| nstitutions Code section 14197(b) (false and fraudulent clalms) and California Code of

Regulations, Titlé 22, sections 51470{a) {false billing) and 51485 (submission of false
information), based on 1o the following misconduet: | |
é} Ovarbiiling for msd‘ieaﬁans;
by Billing for presgrip‘iions that had not actually been provided 1o beneficiaries;
<) Falsificaticn of a telephone presoription; and
d) Failure to fﬁurchasa sufficient quantities-of drugs to fili claims made for orders fiiled,
61, On orabout October 13, 2010, Respondents enterad ino a cash compromise of the

-above-described charges by signing & document entitted “Stipulation And Settlement Agreement

|| Between The California Department of Health Care Services And Daniel’s Pharmacy.” The

agreemeant provided for settlement of the charges in exchenge for Respondents® agreement to pay
approximate!ly $1,000,000.00 to the Department. .
' FQURTEENTE CAUSE FOR DISCIPLINE
{Cash Compremise of Med-Cal Charges)

62, Respondents are each and severally subject to discipline under section 4301{m)

| and/or section 4113(c) of the Code, in that they engaged in a cash-compromise of a charge of

violation of Chapter 7 (coinmaming with Section 14000) of Part 3 of Division 9 of the Welfare
and Instituilons Code relating to the Medi-Cal program, as described above in paragraphy 59-61,
1

i
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2013 INSPECTION

63, Onorabout August 1, 2013, Pharmacy Board inspectors inspected Respondents’
pharmacy in order to ascertain whether Respondents continued to be in violation of law, The

Inspectors observed numerpus violations, as set forth below in the following Causes. for

Discipline,

{Faiture 1o Consult with On-Premises Patignt)

64, Respondents are each and seve-ra!lif subject o discipline under section 4301() and/or
(@) and/or section #113(c} of the Cads, by reference to Californie Code of Regulations, Title 16, -
section 1707.2(b)(1 ){A); for violating statutes regulating contm!i‘le;cl subsstances or dangerous |
drugs, and/or for directly or.indirec:'tliy 'vidlatin:g, attempting ic violate, or assisting in or abetling a
viclation crf laws or regulations governing the practice of pharmacy, tn that on August 1, 2013,
Respondents dispensed a preseription to patient DV, which ftad not previously been dispensed fo
patient DV, witheut providing a consultation by & phanmacist, Respondents failed 1o have @
policy or procedure identifying medications for which & consuitaiion should be provided,

(Failure to Consult with Off-Promises Patient)

65. Respendents arg each and severally subjest fo discipline under section 4301(j) and/or
(0)' and/or seciion 4113(c) of the Code, by reference to California Code of Regulations, Title 16,
seetion 1707.2(0)(2), Tor violating statutes regulating controlied substances or dangerous drugs,
and/or for directly or indirectly violating, attempting to viclate, or assisting in or abetting a
violation of faws or regulations governing the practice of pharmacy, in that on Avgust 1, 2013,
Reﬁpéndsms prepared preseription medication for delivery to a‘patiem, which medioation had not
previously been dispensed to said patient, without providing any notification to the patient
regarding the patient’s right to reguesi a consultation.

SEVENTEENTH CAUSE FOR DISCIPLINE

(Possesslon of Misbhranded Dirug Containers)

66, Respondents are such and severally subject to discipling under seotion 4301(j) and/or

21
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(o) and/or section 4113{c) of the Code, by reference. to Health and Safety Code section 111340

and/or 111440, for violating statutes regulating controlled subsmnces or dangerous drugs, and/or

directly or indirectly violating, attempting to violate, or agsisting in or abetting & violation of laws
or regulatlons governing the practice of pharmacy, in that on or about August 1, 2013,
Respondents possessed numerous misbranded/unlabeled prescription vials with dangerous drugs
and outdated products in current inventory, Respondents also bad in'its possession previousty-
dispensed bubble packs of medications which had been returned by board-and-care homes,

EIGHTEENTH CAUSE FOR DISCIPLINE

{Failurs to Initiate Quality Assurance Review)

67. Respondents are sach and severally subject to diseipline under section 4301(3) and/or

(0) andfor section 4113(g) of the Code, by reference to Code section 4125(a) and California Code |

of Regulations, Title 16, section 1711, for violating statutes regulating controlled substances or,

dangerous drugs, and/or for directly or indirectly violating, attempting to viclate, or assisting in or

1l absiting a viclation of laws or regulatlons governing the practice of pharmacy, in that on August

14,2013, R;espondcnté admitted to Board Inspectors thiat they had failed to complete quality
assuranee reviews, procedures and related forms in 'the aftermath of dispeusing errors,

MINETEENTH CAUSE FOR DISCIPLING

(Variation from Prescription)

68, Respondents are gach and séver?;;l?jz subject to discipline under section 4301(j) and/or
{(v) and/or section 4113{c} of the Code, by reference to California Code of Regulations, Title 18,
section 17186, for viclating statuies regulating controlled substances or dangerous drugs, and/or
for directly or indirestly vielating, attempting to violate, or sissisﬁng inor abeﬁing a violation of
laws or regulations governing the practice of pharmacy, in that on August 1, 2013, Board |
Inspectors identified two prescriptions, RX numbers N9878911 and N9879201, which contained
erroneous directions for use and/or Identified the wrong prescriber.

TWENTIETH CAUSE FOR DISCIPLINE

{lmproper Supervision of Pharmacy Technician)
69, Respondents are cach and severally subyjeet to discipline under section 4301()) and/or
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(o) and/or section 4113(c) of the Code, by reference to California Code of Regulations, Title 16,
section 1793.7, for violating statutes regulating controlled substances or dangsrous drugs, and/br
for directly or indirectly violating, attempting to violate, or assisting in or abetting a violation of
fews or regulations governing the practice of pharmacy, in that on August 1, 2013, Respondents®
pharmacy technician worked unsupervised in the basement of the facility, and had the ability to
override thé automated diépensing unit SynMed’s scan features when replenishing the dispensing

unit,

{(Failure to Maintain Operational Standa?ds o Drugs)

70, Respondents are gach and severally su-b}ac.t to discipline under section 4301(j) and/or
(o) and/or section 4113(c) of the Code, by reference to California Code of Regulations, Titie 16,
section 1714, for violating statutes regulating controlled substances or dangerous drugs, and/or '
for directly or 'in'direcﬂy violating, atternpting to violate, or assisting In or abetting a viclation of
laws or regulations governing the practice of pharmacy, in that on Aungust 1, 201:3, Respondents’
pharmacy prﬁmisas.ooniaincd dengerous drugs on stock shelves in unlabeled containers without
drﬁg name, strengih, lot numbers and expivation dates, The premises also contained automated
disgaxas&ng-maits without aécumm lot numbers aﬁd expiration dates, Loose pills were sitting in on
vario-:res counters invarious Tocations,

TWENTV-SECOND CAUSE FOR DISCIFLINE

‘(Failure to Maintain Records of Acquisition of Drugs)
71, Respondents are each and severally subject to discipline under section 4301(j) and/or
{6} and/or section 4113(c) of the Code, by reference to Code section 4081, for vioiating statutes
regulating controlled substances or dangerous drugs, and/or for directly or indirectly violating,
attermpting to vialate, or assisting in or abetting a viclation of laws or regulations governing the
practice of pharmacy, in thaton or about August 1, 2013, Respondents’ facility contained
numerous firll bubble pasks which bad been acquired from board-and-care homes, the

receipt/ncquisition of which had not been memorialized in any record. Similarly, Respondents

were In possession of & Walgreens prescription bottle containing amiodipine-benzapril capsules

23
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which had evidently previously been issued to patient PL, Respondents had no record of the
acquisition of this ftem, '
TWENTY.THIRD CAUSE FOR IMSCIPLINE
{Unlicensed Wholesale Activity)

72.  Respondents are cach and severally subject to discipline under section 4301 (1) and/or
() and/or (o) and/or section 4113(c) of the Code, by reference to Code section 4060, for violating
statutes regulating controlled substances or dangerous drugs, and/or for directly or indirectly
violating, attempting to violate, or assisting in or ahatting & violation of laws or regulations _
governing the préctice of pharmacy, in that on or about AugﬁSt 13, 2013, Respondents were
found to be in possession of medications which had been returned o them by board-and-case
heymes, thus constliuting whoicsa.l ing activity, when Respondents were not licensed as |

wholesalers. Respondents svidently intended to reuse the medications.

{False Statements on Certificates or Documents)

73.  Respondents are each and severally subject to dissipline under section 4361 (g) and/or

(i) andfor (o) and/or section 4113(c) of the Code, for making a false statement on a-certificate or

| document and for violating statutes regulating controlled substances or dangerous drugs, and/or

for directly-or indirectly violating, attempting to-violate, or assisting in or abﬁ&ing a violation of
laws or regulations governing the practice of pharmacy, in that-on o about August 1, 2013, Board
Inspectors located documents showitig that Respondents had filled a prescription for divaiproex
by Waockhardt by utilizing Mylan divalproex, but billed insurance as if they had provided
divalproex by Wockhardt,

(Fatlure to Maintain Opérational Standards — Key)
74. Respondents are each and severally subject 1o discipline under section 4301(}) and/or
{o) andfor section 4113(c) .of the Code, by reference to Californfa-Code of Regulations, Title 16,
section 1714, for violating statutes regulating controlled substances or dangerous drugs, andfor
for directly or indirectly violating, attempting to violate, or assisting in or abetting a violation of
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Jaws or regulations governing the practice of pharmacy, in that on or about August 2, 2013,

Respondents admitted that the key to the pharmacy was in the possession of a family member,

1| and was not in a tamper-proof container,

2014 INSPECTION
75.  On or about August 5, 2014, Pharmacy Board inspectors inspected Respondents’

1 pharmacy. At that time, the inspectors observed an individual, Lydia Dean, acting as-a pharmacy

technician, and filling prescriptions, when that individual was not licensed as a pharmacy

“technician,

TWENTY-SIXTH CAUSE FOR DISCIPLINE
(Employment of Unlicensed Pharmapy Technician)
76,  Respoadents are sach and:sevcraliy subject to discipline under Code section 4301,
suﬁémﬁons () and/or (0, and wnder Code sections 4113, subsection (©), and 4113, subsection {g),

in that Respondents ﬁmplayéd an unlicensed individual, Lydia Dean, to act as a pharmacy

technician, as set forth above in paragraph 75.

- DISCIPLINE CONSIDERATIONS

77, To determine the level of discipline, if any, to be imposed on Respondent Daniels
aud/or Respondent Nasrahi (collectively, Respondents), Complainant further alleges that;
a  Onor abéui'{)ctohsr 21, 2009, Chiation No. C 2008 38553, with a fine of $4,000.00,
was issued to Responderd Daniels for failure(s) 1o comply with ité ob!igation(s) under Health and

Bafety Code section 11165 io report all Schedule 11, 11, and IV controled substance preseriptions:

dispensed by the pharmacy to the Conlrotled Substance Utilization Review and Evaluation

Systern (CURES), inand/or between December 2004 and December 2008. That citation is now
finai and is incorporated by reference as I fully set forth herein.

b, Onuwr about. Cetober 21, 2009, Ciation No, C1 2008.41783, with a fine of $4,000.60,
was issued to Respondent Wasrah, as PIC, for fi}aniels Pharmacy’s failure(s) 1o comply with its
obligation(s) under Health and Safety Code seotion 11165 1o report all Schedule 11, 111, and IV
controlled substance prescriptions dispensed to the Controlled Substance Utilization Review and

Evaluation System (CURES), in and/or between December 2604. and December 2008, That
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citation is now final and is incorporated by reference as if fully set forth herein,
-.QRAYER

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

1. - Revoking or suspending Pharmaéy License No, PHY 36740, issued to Danjels
Pharmacy (Respondent Danlels);

2. Revoking or suspeniding Pharmacist License No. RPH 40241, issued to Iyad Nasrah
{Raspondent Nasrah);

3, Ordering Respondent Daniels and Resp@ndent‘f\las_rah to jointiy and severally be

responsible to pay the Board of Pharmacy the masonable costs of the investigation and

“enforcement of this case, pursuant to Business and Professions Code section 125.3;

4, Taking such other and further actiGings Is deemed necessery snd proper.

DATED: L/K%j/ 15

Board of Pharmacy .
Department of Consumer Affairs
Stats of Califorrda

Complainant

5
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KAMALA D, HARRIS

Attorney General of California

FRANK H, PACOE

Supervising Deputy Attorney General

JONATHAN D. COOPER

Deputy Attorney Gengral

State Bar No, 141461
455 Golden Gate Avenue, Suite 11000
San Francisco, CA 94102-7004
Telephone: (415) 703-1404
Facsimile: {415) 703-5480

Attorneys for Complainant

BEFORE THE
BOARD OF PHARMACY
DEPARTMENT QF CONSUMER AFFAIRS
STATE OF CALIFORNIA
In the Matter of the Accusation Against;- Case No. 4125
DANIELS PHARMACY
943 Geneva Avenue
San Francisco, CA 94112 ACCUSATION
Pharmacy License No, PHY 36740
and _
IYAD I, NASRAH
488 Gellert Drive
San Francisco, CA 94132
Pharmacist License No, RPH 40241
Respondents.
Complainant alleges:
 PARTIES

1. Virginia Hereld (Complainant) brings this Accusation solely in her official capavity
as thé Exeentive Officer of the Board of Pharmacy, Department of Consumer AfTairs,

2. | On or about Qctober 24, 1990, the Board of Pharmacy issued Pharmacy License No.
PHY 36740 to Daniels Pharmacy {Respondent I)aniels). The License was in full force and effect
at all times relevant to the charges herein, and will é:xpire on October 1, 2014, unless renewed.

3. Onorabout Avgust 20, 1986, the Board of Pharmacy issued Pharmacist License No,

RPH 40241 to Iyad 1, Nasrah (Respondent Nasrah). The License was in full force and effoct at all

1
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times relevant to the charges herein and will expire on October 31, 2014, unless renewed, Since
on or about October 24, 1990, Respondent Nasrah has served and/or has been reflected in Board
records as the Pharmacist in Charge (PIC) for Respondent Daniels,

JURISDICTION

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

5. Section 4011 of the Code provides that the Board shall administer and enforce both
the _Pharmacy Law [Bus. & Prof‘ Code, ‘F;IHJO.U t;t seq] a.n-d ti;é Uniforrﬁ C(i)rnrﬁ;éirl'earsﬁbrstan'ces
Act [Health & Safety Code, § 11000 ¢t seq.),

6.  Section 4300(a) of the Code provides that every llcense issued by the Board may be
suspended or revoked,

7. Section 4300.1 of the Code provides. that the expiration, cancellation, forfeiture, or
suspension of 5 Board-issued license, the pladcr‘ncnt of a license on a retired status, or the
voluntary surrender of & license by a licensee, shall not deprive the Board of jurisdiction to
commence or proceed with any Investigation of, or action or disciplinary proceeding against, the
licensee or to render a decision suspéndiﬁg‘ or revoking the license,

. STATUTORY AND REGULATORY PROVISIONS

Business and Professions Code:
8. Section 4043(a) of the Code states:

“Wholesalor™ meﬁns and includes a person who acts as 8 wholesale merchant, broker,
jobber, customs broker, reverse distributor, agent, or a nonresident wholesales, who sells for
resale, or negotiates for distribution, or takes poésession of, any drug or device included in
Section 4022. Unless 6thchisé authorized by law, a wholbsaler may not'Store,'warehouse, or
authorlze the storage of warehousing of drugs with any person dr at any location not licensod by
the board. 7 o '

9, Section 4059 of the Code, it pertinenit part, prohibits-furnishing of any dangerous
drug or dangerous device except upon the peeseription of un authorized prescriber.

Accusation
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10.  Section 4059.5 of the Code, in pertinent part, permits ordering/delivery of dangerous

drugs or devices only by and to entities licensed by the board and anthorized prescribers, and,

requires that all deliveries to a licensed premﬁses shall be signed for and received by a pharmacist,

11, Section 4061 of the Code provides, in pertinent part, that manufacturers’ sales
representatives may distribute complimentary samples of drugs only to and pursuantto a writien
request from an authorized prescriber that specifies the name and quantity of drug desired,

12, Section 4063 of the Code states::

No prescription for any dangerous drug or dangereus device may be refilled except ﬁp"on

authorization of the prescribé.r. The aufﬁorizﬁtion ma)_l“b-e given oraily or af the time of giving the
original prescription. No prescription for any dangerous drug that is a controlled substance may
be designated refillable as needed.

13,  Section 4064 of the Code states:

(a) A prescription for a dangerous drug or dangerous device may be refilled withoﬁt the
prescriber's authoﬁzati.on if the prescriber is unavéilable to authorize the refill and if, ln the
pharmacist's professional judgment, failure to refill the prescription might interrupt the patient's
ongoing care aﬁd have a si'gniﬁcant adverse effect on the patient’s well-being,

(b) The pharmagist shall inform the patlent that the prescription was refilled pursuant to this
section. ' ' '

(¢) The pharmacist shall inform the préscriber within a reasonable period of time of any
refills dispensed pursuant to this section.

~ (d) Prior to refilling a prescription puTSuant to this sectioﬁ, the pharmacist shall make every
reasonable effort to contact the prescribet. The pharmacist shall make an approﬁriaﬁa record,
including the basis for proceeding under this section.

(¢) The prescriber shall not incur any liability as the result of a refilling of a prescription
pursuani to this seotion. 7

() Notwithstanding Section 4060 ot any other law, & person may possess a dangerous drug
or dangerous device furnished without preseription pursuant to this section,

14,  Section 4076, subdivision (a), of the Code provides, in pertinent pa.rt, thata

3
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pharmacist shall not dispense any bn‘_escriptio_n except in a container meeting the requirements of
State and federal law that is correctly labclcd-with _infofmati;)n including'thé following:

(1) Except where ordered otherwise by the prescriber, the manufacturer’s trade name of the
drug or the geherip naﬁle and the néme of thé'manﬁfauturer; -

kZ) The directions for use of the drug; -

(3) The name 61‘ the patient or patients;

(4) The name(s) of the prescriber(s);

(3) The date of dispensing;

(6) The name and addféss oftha bhar;hacy, randipresrcfi.ﬁt-ibn number, o

(7) The strength of the drug(s) dispensed;

(8) The quantity of the drug(s) dispensed;

(9 The expiration date of the drug(s) dispensed;

(10) If on the prescription, the condition or purpose for which the drug was prescribed;

(11) A physical description of the dispensed medication,

15, Section 4081 of the Code states, in pertinerit part;

(a) All records of manufacture and of sale, acquisition, or disposition of dangerous drugs or

dangerous devices shall be at all times during busiriess hours open to inspection by authorized

| officers of the law, and shall be preserved for at least three years from the date of making. A

current inventory shall be kept by every manufacturer, wholesaler, pharmacy, veterinary food-
animal drug 1'etai]ér, physician, dentist, podiatrist, veterinarian, laboratory, clinic, hospital,
institution, or establishment holding a currently valid and unrevoked certificate, license, pérmit,
registration, ot gxemption under Division 2 (commencing with Section 1200) of the Health and
Safety Code o under Part 4 (commencing with Section 16000) of Division 9 of the Welfare and
Institutim_ls Code who méintains a stock of dangerous drugs or dangerous devices,

(b) The owhe'r, ofﬁber, and jmrtrier.bf‘ﬁ:phm‘méicy, wholesaler, or veterinary food-animal
drug retaifer shall be jointly responsible, with the pharmacist-in-charge or designated

tepresentative-in-charge, for maintaining the records and inventory described in this section,
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16,  Section 4105 of the Code requirss, in pertinent pert, that unless a waiver is granted by

 the board, all records and other documentation of the acquisition and disposition of dangerous

drugs and devices by any entity licensed by the board be retained on the licensed premises, in a
readily retrievable form, for three years from the date of making.
17.  Section 4113(c) 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.

18,  Section 4125(a) of the Code states:

Every pharmacy shall est;lbli'sh Va qﬁalitj Vassurarm?:erpllog;am that shall, ﬁt f hinimdm,
document medication errors.attributable, in whole ot in part, to the pharmacy or its personnel,
The purpose of the quality assurance program shall be to assess errors that ocour in the pharmacy
i dispensing or furnishing prescription medications so that the pharmacy may take appropriate
action to prevent a recurrence,

15,  Section 4160(a) of the Code states: |

(a) A person may not act as a wholesaler of any dangerous drug or dsmgeroué device unless
he or she has obtained a license from the béar‘d. |

20. Section 4301 of fho Code states, in pertinent part:

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

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

(f) The commission of any act 'invoh'fing moral tﬁrpi’tude, dishonesty, fraud, deceit, or
corruption, whethér the act is committed in the course of relations as a licensee or otherwise, and

whether the act is a felony or misdemeanor or not,
(g) Knowingly making or signing any certificate or other document that falsely represonts

the existence or nonexistence of a state of facts.

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

3
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States regulating controlled substances and dangerous drugs.

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

unpro[’eé-sional conduct,

(0} Violating or attempting to violate, directly or indirectly, or assisting in or abeting the
violation of or consplring 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 regolatory agency.

21.  Section 4324 of the Code states:

(a) Every person who éigns the name of another, or of a fictitions person, or falsely makes,.
alters, forges, utters, publishes, passes, or attempts to pass, as genuine, any prescription for any
drugs is guilty of forgery and lupon conviction thereof shall be punished by imprisonment
pursuant to subdivision (h) of Section 1170 of the Penal Code, ot By imi)n-isonment ina cohnty
jail for not more than one year, '

(b) Every person who has in his or her possession any drugs secured‘by a forged
prescription shall be punished by imprisonment pursuant to subdivision (h) of Section 1170 of the
Penal Code, or by imprisonment in the ¢ounty jail for not-more than one year. '

22, Section 4332 of the Code states: ‘ _

Any person who fails, nigloots, ot refuses 1o maintain the records fcquirr;:_d by Scetion 4081
o who, when called upon by an authorized éfficer or a memb.er of the board, fails, neglects, or
refuses to preduce or provide the records within a reasonablé time, or who wilifully praduces or
Furnishes records that are false; is guilty of a misdemeanor.
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23, Sectlon 4342 of the Coxle states: |

(a) The board may institute any action or actions as may be provided by law and that, in its
discretion, are necessary, to prevent.the sale of pharmaceutical preparations and drugs that do not
conform jo the standard and tests as to quality and strength, provided in the latest edition of the

United States Pharmacopoeia or the National Formulary, or that violaie any provision of the

- Sherman Food, Drug and Cosmetic Law (Part § (commencing with Section 109875) of Division

104 of the Health and Safety Code), _

(b) Any knowing or willful violation of any regulation adopted pursuent to Section 4006
shall be subject to ﬁuﬁfshr&eﬁt m the samé manner z;s i;, ia;o?icﬁicdrirrlr"s&ciionsi ;137‘736 ancl 4321 B

Health and Safety Code:

24, Health and Safety Code section 11165 provides, in pertinent part, for establishment
and maintenance of a Controlled Substance Utilization Review and Evaluation System (CURES)
for the electronic mbnitoring of pre.scribi'ng and dispensihg of Schedule 11, T11, and YV controlled
substances, and requires, In pertinent past, that for each prescription for a Schedule 11, 11, or TV

controlled substance, the dispensing pharmacy or clinic transmit a report with certain information

on the patient, prescriber, controfled substance, and prescription, to the California Department of

Justice, on 8 weekly basis In & format prescribed by the California Depariment of Justice, '

25, Health and Safety Code soction 111340 states; |

Any drug or device is misbranded unless it bears a faboel containing all of the following
inf_‘ormation:

{a) The name and place of business of the 'ménufacturer, packer, or distributor.

' r(b) An accurate statement of the quanﬂty of the contents in terms of weight, measure, or

numerical count,

Reasonable variations from the requirenients of subdivision (b) shail be permitted,

Requirerhents for placement and prominence of the information and exemptions as to small -

' Health angd Safoty Code section 111035 was first amended to impose CURES reporting
requirements effective January 1, 2005; as of that date, prescriptions for Schedule 1T and 111 drugs
had to be reported. Effective January 1, 2007, Schedule IV prescriptions also had to be reported,

7
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packages shall be established in accordance with regulations adopted pursuant to Section 110380,
26.  Health and Safety Code section 111440 states:
It is unlawful for any person to manufacture, sell, deliver, hold, or offer for sale any drug or
device that is misbranded,

. California Code of Regulations:

27. Celifornia Code of Regulations, title 16, sectfon 1707.2 states, in pertinent part:

(a) A pharmacist shall provide cral consultation to his or her patient or the patient's agent in
all care séttings: | | |

(1) wpen request; or

(2) whenever the pharmacist deems it warranted in the exercise of his or her professional
judgment,

{bX1) In addition to the obligation to consult set forth in subsection (a), a pharmacist shall
provide oral consultation to his or her patient or the patient's agent in any care setting in which the
patient or agent is present: ' -

(A) whenever the prescription drug has not previously been dispensed to a patient; or

(B) whenever a prescription drug not previously dispensed to a patient in the same dosage
form, strength or with the same written directions, is dispensed by the pharmacy,

(2) When the patient or agent is not present (including but not limited to a prescription drug
that was shipped b‘y mail} a pharmacy shall cnsure that the patient receives written notice:

(A) of his or her right to r‘eq(wst consult_atilon; and

(B) a telephone number from which thcrpatient may obtain oral consultation from a
pharmacist who has ready access to the patient's record,

(3) A pharmacist is not l'cé[uircd by this subsection to provide oral consultation {o an
inpatient of a health care facility licensed pursuant to section 1250 of the Health and Safety Code,
orfoan inrﬁate o_f an adult correctional facility or a juvenile detention facility, except upon the
patient's discharge, A pharmacist is not obligatcd to-consult about discharge medications if' 8
health facility licensed pursvant to subdivision (a) or (b) of Health and Safety Code Section 1250
has implemented a writien policy about dischqrgc medications which meets the requirements of
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Business and Professions Code Section 4074,

28. Callfornia Code of Regulations, title 16, section 1707.3 states:

Prior to consultation as set forth in section 1707.2, a pharmacist shall review a patient's
drug therapy and medication record before each prescription drug is delivered. The review shall
include screening for severe potential drug therapy problems,

29.  California Code of Regulafions, title 16, section 1711 states:

'(a) Bach pharmacy shall establish or participate in an established quality assurance program
which documents and aéseéééé méd ircartzlc;ni errous to détﬂerrr?ninc cause and an appropriate resbouse
as part of a mission to impreve the quality of pharmacy service and prevent errors,

(b) For purposes of this section, “medication error” means any variation from a presctiption
or drug order not authorized by the prescriber, as described in Section 1716, Medication crror, as
defined in the section, does not include any vériation that is corrected prior to furnishing the drug
to the patient or patient's agent or any variation allowed by law,

{c)(1) Each quality assurance progrém shall be managed in accordance with written policies
and procedures maintaiﬁecl in the pharmacy in an immediately retrievable form.

(2) When a pharmacist determines that a medication error bas occurred, a pharmaeist shall
as soon as possible;

(A) Communicate to the patient of the patient's agent the fact that a medication error has
oceurred and the steps required' to avoid [njury or mitigate the error.

(B) Communlcate to the prescriber the fact that a medication error has occurred.

(3) The communication requirement in paragraph (2) of this subdivision shall only apply to
medication errors if the drug was administered to or by the patient, or if the medication orror
resulted ina c'linic'ally significant delay in therépy. '

(4) If a pharmagist 1s notified of a prescription error by the patient, the pationt's agent, or a
prescriber, the pharmacist is not required to communicate with that individual as required in
paragraph (2) of this subdivision, ' |

(d) Each pharmacy shall use the findings of its quality assurance program to develop

9

Acgusation




O [} R ) wn P w o5 —

T S T N S N S S N T N S O T N S
e I & B W R o S W e Mo R RN o— O

;ﬁharrﬁacy systems and workflow processes designed to prevent medication errors; An
investigation of each medication error shall cbmmence as soon as is reasonably possible, but no
later than. 2 business days from the date the medication error is discovered, All medication errors
discovered shall be subject to a qualit:} assurance 'raview..

{e) The brimary purpose of the quality assurance review shall be to advance error
ﬁfevention by analyzing, individuaily and collectively, investigative and other pertinent data
collected in response to a medication error fo assess the cause and any contributing factors such
as gystem or process failures, A record of the quality assurance review shall be immodiately
retrigvable in the pharmacy. The record shail contain at least the- following:

1. the date, location, and participants in the quality assurance review;

2, the pertinent data and other information relating to the medication error(s) reviewed and
documentation of any patien_t co.ﬁtaet required by subdivision (c);

3. the findings and determinations generated by the quality assurance review; and,

4, recommend changes to pharmacy poliey, procedure, systems, or processes, if any,

The pharmacy shall inform pharmacy personnel of changes to pharmacy policy, procedure,
systems, or processes made as a result of recommendations generated in the qualify assurance
program,

(f) The record of the quality assurance review, as provided in subdivision (e) shall be
immediately retrievable in {he pharmacy for at least one year from the date the record was
created, , |

(g) The pharmecy's compliance with this section will be oonsic}ered by the board as a
mitigating factor in the investigation and evaluation of a mcclloatiron SITOT,

(h) Nothing in fhis section shall be construed to prevent a pharmacy from contracting or
otherwise arranging for the provision of personnel or other resoﬁrces, by a third party or -
administrative offices, with such gkill or expertise as the pharmacy believes to be necessary to
satisfy the requiremonts of this section.

30.  California Code of Regulations, title 16, section 1714 states, in pertinent part!

10
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(b) Each pharmacy licensed by the board shall maintain its facilities, space, fixtures, and
equipment so that drugs are safely and propetly prepared, maintained, secured and distributed.
The pharmacy shal! be of sufficlent size and uncbstrucied arca to accommodate the safe practice

of pharmacy,

(e} The pharmacy owner, the building owner or manager, or a family member of a
pharmacist owner (but not more than ene of the aforementioned) may possess a key to the
pharmacy that is maintained in a tamper evident container for the purpose of 1) delivering the key

to a pharmacist or 2) providing access in case of emergency. An emergeney would include fire,

“flood or earthquake. The signature of the pharmacist-in-charge shall be present in such a way that

the pharmacist may readily determine whether the key has been removed from the container,

31, . California Code of Regulations, title 16, section 1716 states:

Pharmacists shall not devidte from the requirements of a prescription except upon the prior
consent of the prescriber or to select the drug product in accordance with Section 4073 of the
Business and Professions Code, -

Nothing in this regulation is intended o prohibit a pharmacist from exercising commonly-
accepted pharmaceutical practice in the compounding or dispensing of a prescription,

32, California Code of Regulations, title 16, section 1717 states, in pertinent patt:

{a) No medication shali be dispensed on prescription except in a new container which
conforms With.standards established in the official compendia. |

Notwithstanding the above, a pharmacisi may dispense and refill a prescription for non-

liquid oral products in a clean multiple-drug patient medication package (patient med pak),

provided: .
{1) a patient med pak is reused only for the same patient;
(2) no more than a one-month supply is dispensed at one time; and
(3) each patient med pak bears an auxiliary label which reads, “store in a cool, dry place.”

(b) In addition to the requirements of Business and Professions Code section 4040, the

11
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following information shall be maintained for each prescription on file and shall be readily

retrievable:

(1) The date dispensed, and the name or initials of the dispensing pharmacist, All
prescriptions filled or refilled by an intern pharmacist must also be initialed by the supervising
pharmacist before they are dispensed,

(2) The brand name of the drug or device; or if a generic drug or device is dispensed, the
distributor's name which appears on the commercial package label; and

(3) .If a prescription for a drug or device s refilled, a record of each refill, guantity
dispensed, if different, and the initials of name of the dispensing pharmacist,

(4) A new prescription must be created if thers is a change in the drug, strength, preseriber

or directions for vse, unless a complete record of ali such changes is otherwise maintained.

(f) The pharmacy must have written procedures that identify each individual pharmacist
respéns‘ib'le for the ﬂiiing of a prescription and a corresponding entry of information into an
automated data processing system, or a manual record system, and th_e pharmacisf shall create in
his/her kandwriting or through .hémd-initializing a record of sich filling, not later than the
beginning of the pharmacy's next operating day. Suéh record shall be maintained for at least three
years,

33, California Code of Regulations, title 16, section 1718, states:

“Current Inventory” as used in Scetions 4081 and 4332 of the Business and Professions

Code shall be considered to include complete accountebility for all dangerous drugs handled by

cVery licensee enunicrated in Sections 4081 and 4332,
The controlied substances inventories required by Title 21, CFR, Seetion 1304 shall be
available for inspection upon request for ai least 3 years after the date of the inventbry.

34, Califorhia Code of Regulations, title 16, section 1793,7 states, in pertinent part:

(b) Pharmacy technicians must work under the direct supetvision of a pharmacist'and in

such a relationship that the supervising pharmacist is fully aware of all activities involved in the

12
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preparation and dispensing of medications, including the maintenance of appropriate records,

(e) A pharmaeist shall be responsible for all activities of pharmacy technicians to ensure

that all such activities are performed completely, safely. and without risk of harm to patients,

Code of Federal Regulations:

35. Tiile 21, Code of Federal Regulations, section 1304,04(f) requires, in pertinent part,
that inventories and records of Schedule [ and II controlled substances shall be kept separate from
all other records, .ar;d tﬁaf .Elﬁf;;l-tori.es“éﬁd 1;é<.:.()rdé ofSchedule ITI-V controlled substances shall be
either kept separato from other records, or be immediately retrievable from the business records,

Controlled Substances/Dangerous Drugs:

3¢, Seclion 4021 of the Code provides that a “controlled substance” means any substance
listed in Schedules 1 through V contained in Health and Safety Code section 11053 et seq.

37.  Section 4022 of the Code states, in pertinent pari: |

- “Dangerous drug: or “dangerous device” means any drug or device unsafe for self use,

except veterinary drugs that are labeled as such, and includes the following:

() Any drug that bears the legend: “Caution: federal law prohibits dispensing without
prescription,” “Rx only,” or words of similar import. . . .

{¢) Any other drug or device that by federal or state law can be lawfully dispensed only on
prescription or furnished pursuant to Section 40006,

'338.  Klonopin is.a brand name for clomazepam, a Schedule IV controlled substarice as
designated by Health and Safety Code section | 1057(6} and a dangerous drug as designated by
Business and Professians Code section 4022, It is used to treat mental health symptoms,

39, Celexa is a brand name for citalopram, a dangerous drug as designated by Business
and Professions Code section 4022, [t is used to treat mental health symptoms.

40, Zyprexa is a brand name for o]anz&pine, a dangerous drug as designated by Business
and Professions dee section 4022, It is used to treat mental health symptoms,

W | |
13-
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COST RECOVERY

41.  Sestion 1253 of the Code provides, in pertinent part, that the Board may request the
administrative law judge to direct a licentiate found to have committed a violation o violations of
the licensing act to pay a sum not to exceed the reasonable costs of the investigation and
enforcement of the case, - |
2011 INSPECTIONS AND INVESTIGATION

42, Between in or about Januvary and April 2011, Respondents were the subject(s) of
investigation(s) by the Board of P.harmacy. The Investigation{s) revealed record-keeping,
dispensing, and furnishing practices that failed to comply with the law,

43.  During January 12 and January 27, 2011 inspections by Board Inspector(s), each of
the following deviﬁtions from pharmacy requirements was/were noted by the Inspector(s):

a.  Inclnded in the active drug inventory for the pharmacy were; (i) a presetiption

bottle for patient SM, labeled by a Safeway Pharmacy, prescription number 6448294 dispensed

- on January 4, 2009, that expired in October 2010, with seme of the labeled drug quantity missing;

(ii) soveral boxes of prescription bottles containing professional drug samples; and (ili) one or .
more bubble packs or strip packs containing drugs returned from board and care homes. There
were no recerds of acquisition maintained by Respondents with regard to any of these items,

b.  Respondents used a prescription dispensing software and system fo create pre-
filled bubble packs or strip packs for board and care homes, subdivided by patient and dose, The
software and system did not malke nofe of the identity of tﬁe dispensing phatimacist, nor was this
information recorded anywhere on the label or in Respondents’ records, Respondent Nasrah said
that he had no record of and/cr it was not possible to identif‘y the dispensing pharmacist for any of
the thousands of prescriptions disp‘enséd usiﬁg this sy'stcm during the previous nine (9) years, |
- ¢ Thesoftwatc and system'uéccl o generate the bubblé/strip pack.; for board and

care homes also did not include required information cn the label(s) generatéd during this nine (9)

year period, inclu'ding: dispense date; drug mgnufacturer; and/or address of the pharmacy.,

d, - In various places in the pharmacey, including in the active inventory, were

presctiption bottles containing quantities of dangerous drugs, with either no labels or incomplete

14
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labels affixed. Respondent asserted t_hat these were returned from assisted living facilities,

e.  Since at least October 21, 2009, Respondents had not successfully transmitted
data regarding controlled substances dispensed by the pharmacy to the Controlled Substances
Utilization Review (CURES) database maintained by the California Department of Justice,

. Controlled substance invoices for at least the two months prior to the inspection
were grouped and filed togother, and there was no separation of Schedule 11 invoices,

g.  On at least one occasion, including on or about July 17, 2010, a non-pharmacist
(store clerk) signed a wholesaler’s proof of delivery foﬁn to accept delivery of dangerous drugs,

4. Between on or about July 10,2009 and on or about January 10, 2011, Respondents
dispensed dangerous drugs and/or controlled substances to patient DC pursuant to unauthorized
prescriptions and/or refills, including:

a.  On at least ten (10} occasions between on or about Decsmber 14, 2009 and on
or about January 10, 2011, Respondents filled new prescriptions for DC for controlled subétanoes

and/or dangerous drugs without prescriber authorization, including: two (2) preseriptions for

| controlled substance/dangerous drug clonazepam 0,5mg (Klonopin); six (6) prescriptions for the

d.angerous drug Celexa 40mg; and two (2) prescriptions for the dangerous drug Zyprexa 20mg,
b.  On at least twenty-hine (29) oceasions betweet on o about August 2, 2009 and
on or about September 1, 2010, Rospondents furnished refill prescriptions to DC for controlled
substances and/or dangerous drugs without prescriber authorization, including: five () refills for
controlled substance/dangerous drug clenazepam 0.5mg (Klonopin); fourteen (1 4) refills for the
dangeroys drug Zyprexa 20mg; and ten (10) refills for the dangerous drug Celexa 40mg,

“c. Onat least seven {7) occasions between on or about July 19, 2009 and on or

about January 19, 2010, Respondents created and/or signed presoription documents for DC that

falsely stated authorization by the prescriber, including: one (1) prescription for controlled
substance/dangerous drug clonazepam 0,.5mg (Klonopin); five (5) prescriptions for the
dangerous drug Celexa 401ﬁg; and one (1) prescription for the dangerous drug Zyprexa 20mg,
i
i
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FIRST CAUSE FOR DISCIPLINE

(Incomplete Inventory and/or Records of Acquisition and/or Disposition)
45.  Respondents are each and severally subject to diseipline under section 4301(j) and/or
{0) and/or section 4113(c) of the Code, by 'reference to section(s) 4081, 4105, 4332 and/or 4342
of the Code, and/or California Code of Regulations, title 16, section 1718, for violating statutes
regulating controlled substances or dangerous drugs, and/or directly or indirectly violating,

altempting to violate, or assisting in or abetling a violation of laws or regulations governing the

practice of pharmacy, in that, as described in paragraph 43 above, Respondents failed to maintain

an accurate, complete, and readily retrievable inventory and/or records of acquisition and
disposition of all dangerous drugs in the pharmacy inventory.

SECOND CAUSE FOR DISCIPLINE

(Possessing and/or Dispensing/Furnishing Drug Samples)

46, Respondents are each and scvera]ly subject to discipline under section 4301()) and/or
(o) and/or section 4113(¢) of the Code, by reference to section 4061 of the Code, for violating
statutes regulating controlled substances or dangerous drugs;, and/or directly or indirectly
violnting, attempting to violate, or assisting in or abetting a violation of laws or regulations
governing the practice of pharmacy, in that, as deécriqu in paragraph 43 above, Respondents had
in their inventory, and/or had previously dispensed or furnished, manufacturer drug samples,

THIRD CAUSE FOR DISCIPLINE
(Failure to Identify Dispensing Pharmacist)

47, -Respondents are éach and Sévera]ly sﬂbject to discipline under section 4301(j) and/or

(0) andfor section 41 13(c) of the Code, by reference to Califortia Code of Regulations, fitle 16,

section 1717, for violating statutes regulating controlied substances or dangerous drugs, andfor
directly or indirectly violating, iitiélwlpting ta violate, or assiéting in or abetting a violation of laws
or regulations governing the practice of pharmacy, in that, as described in paragraph 43 above,
Respondents dispensed medications without a means of identifying the dispensing pharmaolst.
i |
i
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FOURTH CAUSE FOR DISCIPLINE

(Inadequately Labeled Preseription Containeré) .
48.  Respondents are each and severally subject to discipline under section 4301(j) and/or
(o) andfor section 41 13(c) of the Code, by reference to section 4076 of the Code, for violating
statutes regulating controlled substances or dangerous drugs, and/or directly or indirectly
violating, attempting to violate, or assisting in or abetting a violation of laws or regulations
governing the practice of pharmacy, in that, as described in paragraph 43 above, Respondents
dispensed medications in prescription containers which failed to include required information,

* FIFTH CAUSE FOR DISCIPLINE

(Possession of Misbranded Drug Coentainers)
49, Raspondénts are each and severally subject to discipline under section 4301(j) and/or
(o) and/or section 4113(c) of the Code, by reference to Health and Safety Code seotion 111340
and/or 111440, for violating statutes regulating controlled substances or dangerous drugs, and/or
directly or indirectly violating, attempting to violate, or assisting in or abetting a violation of laws

or regulations governing the practice of pharmacy, i that, as described in paragraph 43 above,

‘Respondents possessed drug containers that were misbranded inasmuch as they had affixed to

them no or incomplete labels describing the contents, the manufacturer, and other required data.

SIXTH CAUSE FOR DISCIPLINE

(Failure to Report Controlled Substance Prescriptions to CURES)

50, Respondents are each and severally subject to disciplinie under section 430-[0) and/or
(0) and/or seotion 4113(c) of the Code, by reference to Health and Safety Code section 11163, for
violating statutes regulating controlled substances or dangerous drugs, and/or directly or
indirectly violating, attempting to violate, or assisting in or abetting a violation of laws or
regulal;ions governing the praotiée ot‘pharmaéy', in that, as described in paragraph 43 above; in the
perlod prior to Janvary 12, 2011, the pharmacy had not successfully tl'ansmitted any dispensing
data to CURES for controlled substances that were dispensed since at least October 21, 2009,
il
i
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SEVENTH CAUSE FOR DISCIPLINE

(Failure to Segregate Schedule 11 Records) ‘
51.  Respordents are each and éevefally subject to discipline under section 4301(j) and/or
| (0) and/or section 4113(c) of the Code, by reference to Title 21, Code of Federa) Regulations,
section 1304.04(f), for violating statutes regulating controlled substances or dangefous drugs,
and/or for directly or indirectly violating, attempting to violate, or assisting in or abetting a
' violation of laws or regulations goverﬁing the practice of pharmacy, in that, as described in
paragraph 43 above, on ¢r about January 12,2011, Schedule I records were not sogregated,

EIGHTH CAUSE FOR DISCIPLINE

(Receipt and Acknowledgment of Delivery by Non-Pharmacist)
52, Respondents are each and severally subject to discipline under section 4301(j) and/or
(0) aﬁdr’or section 4113(c) of the Code, by reference to section{s) 4059 and/or 4059.5 of the Code,
for violating statutes regulating controlled substances or dangerous drugs, and/or for directly or
indirectly violating, attempting to violate, or assisting in or abetfing a violation of laws or
regulations governing the practice of pharmacy, in that, as described in paragraph 43 above, a
non-pharmacist received and/or signéd for a delivery of a-dangerous drug or device.

NINTH CAUSE FOR DISCIPLINE

(Furnishing/Dispensing Prescriptions Without Prescriber Authorization)

53. Respondents are each and severally subject to discipling under section 4301(j) and/or

(o) and/or section 4113(c) of the Code, by reference to section 4059 of the Code, for violating
statutes regulating controlied substanves or dangerous drugs, and/or for directly or indirectly
violating, attempting tc vielate, or assisting in or ai-)etting'a violation bf‘ laws or r_egulatidns
governing the practice of pharmacy, in that, es described in p'aragraph 44 above, Respondents
furhished ten (10) new prescriptions to patient DC that were not authorized by a prescriber,
TENTH CAUSE FOR DISCIPLINE
(Furnishing/Dispensing Refills Without Prescriber Authorization)-

54, Respondents are each and severally subject to discipline under section 4301() and/or
{0) and/or section 4113(c) of the Code, by referonce to section 4063 of the Code, for violating

18
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statutes regulating controlled sdbsta’noes ot dangerous drugs, and/or for directly or indirectly
violating, attempting to violate, or assisting in or abetting a violation of laws or regulations
governing the practice of pharmagy, in that, as described in paragraph 44 above, Rcspéndents
furnished twenty nine (29) refills to patient DC that were not authorized by a preseriber,
ELEVENTH CAUSE FOR DISCIPLINE
(Dishonesty/Creation of False Prescription Document(s))
55, Respondents are cach and severally subject to discipline under section 4301(f) and/or
() and/or section 4113(c) and/or section 4324 of the Code, for acts involving moral turpitude,
dishonesty, fraud, deceit, corruption and forgery, and/or for knowingly making of signing any
certificate or other document that falsely represents the existence or nonexistence of a state of
facts in that, as described in paragraph 44 above, Respondents created seven (7) false
prescriptions for patient DC.

TWELFTH CAUSE FOR DISCIPLINE

* (Pallure to Maintain Records of Acquisition of Drugs)

56. Respondents are each and severaily subject to discipline under section 4301(j) and/or
(0) and/or section 4113(c) of the Code, by reference to Code section 4081, for violating statutes
regulating controlled substances or dangerous -drugs, and/or for directly or indirectly violating,
attempting to violate, or assisting in or abetting a violation of laws or regulations golverning the
practice of pharmacy, in that ot or about Janvary 12, 2011, Respondents’ facility contained a
proscription bottle containing 180 Premarin 1,25 tablets, Safeway prescription number 6448294,
issue to patient SM oﬁ January 4, 2009, Respondents had no record of the acquisition of this

item,

THIRTEENTH CAUSE FOR DISCIPLINE
' (Unprofessional Conduct)

57.  Respondent is subject to discipline under section 4301 of the Code in that
Respondents, as described In paragraphs 42-44 above, engaged in unprofessional conduct.
I
i
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CASH COMPROMISE OF MEDI-CAL CHARGES

58.  On or about June, 2019, the California Department of Health Care Services
(hereinafler “Depariment™) audited Respondents’ premises and records pertaining 10 the period of
March 1, 2009 through March 31, 2010,

59. Based on this audit, on or about July 16, 2010, the Department took formal action
against Respondents by withholding ali Medi-Cal payments io Respondents and by suspending
and deactivating Respondents’ Medi-Cal provider number and National Provider Identifier

number, The Departtnent charged Respondents with having violated California Welfate and

Institutions Code section 14107(b) (false and fraudulent claims) and California Code of
Regulations, Title 22, sections 51470(a) (false billing) and 51485 (submission of false
Information), based on to the following misconduct: | '
" 8) Overbilling for medications;
‘b) Billing for preseriptions that had not actually been provided to beneficiaries;
¢)- Falsification of a telephone prescription; and .
d) Failure to purchase suflicient quantities of drugs to fill claims made for orders filled.
60. On or about October 13, 2010, Respondents entered into a cash compromise of the

above-described charges by slgning a document entitled “Stipulation And Settlement Agreement

Between The California Department of Health Care Services And Daniel’s Pharmacy.” The

agreement provided for settlement of the charges in exchange for Respondents’ agreement to pay
approximately $1,000,000,00 to the Depariment,
FOURTEENTH CAUSE FOR DISCIPLINE

{Cash Compromise of Medi-Cal Charges)
61. Respendents are each and severally subject (o discipline under section 4301(m)
and/or section 4113(c) of the Code, in that they engaged in a cash compromise of a charge of
violation of Chapter 7 (commencing with Section 14000) of Part 3 of Division 9 of the Welfare

and Institutions Code relating to the Medi-Cal program, as described above in paragraphs 55-57,

i
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2013 INSPECTION
62, On orabout August 1, 2013, Pharmacy Board inspectors inspected Respondents’
pharmacy In order to ascertain whether Respondents continued to be in violation of law. The
Inspectors observed numerous violations, as set forth below in the following Causes for
Discipline,

FIFTEENTH CAUSE FOR DISCIPLINE

(Failure to Consult with On-Premises Patient)

63, Respondents are each and severally subject to discipline under section 4301(j) and/or
(0) and/or section 4113(c) of the Code, by reference to California Code of Regulations, Title 16,
section 1707.2(b)(1)(A), for violating statutes regulating controlled substances or dangerous
drugs, and/or for directly or indirectly violating, attempting to violate, or assisting in or abettihg a
violation of laws or i-agulations govemring the practico of pharmacy, in that on August 1, 2013,
Respondents dispensed a prescription to patient DV, which had not previously been dispensed to
patient DV, without providing a consultation by a pharmacist. Respondents failed to have a

policy or procedure identifying medications for which a consultation should be provided,

SIXTEENTH CAUSE FOR DISCIPLINE

(Failure to Consult with Off-Premises Patient)

64. Respondents are cach and severally subject to discipline'under section 4301()) and/or
(0) and/or section 41 13(c) of the Code, by reference to California Code of Regulations, Title 16,
section 1707.2(b)(2), for vielating statutes regulating controlled substances or dangerous drugs,
and/or for directly ot indirectly violating, atteinpting to violate, or assisting in or abetting a
violation of laws or regulations governing the practice of pharmacy, In that on August 1, 2013,
Respondents prepared iarescrh:ition medication for'delivery to a patlent, which medication had not
previously been dispensed to said pﬁtient, without providing any notification to the patient |
rogarding the patient’s right tb'rcque'st 8 corisulté.tioﬁ.

SEVENTEENTII CAUSE FOR DISCIPLINE
(Possession of Mishranded Thug Containers).

65, Respondents are each and severally subject to discipline under section 4301(j) and/or
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(o) and/or section 4113(c) of the Code, by reference to Health and Safety Code section 111340
and/or 111440, for violating statutes regulating controlled substances or dangerous drugs, and/or
directly or indirecily viclating, attempting to violale, or assisting in or abetting a violation of laws
or regulatrions governing the practice of pharmacy, in that on br about August 1, 2013,
Respondents possessed numercus misbrandcdfunlabeléd prescription vials with dangerous drugs
and outdated products in current inventory, Respondents also had in its possession previously-
dispensed bubble packs of medications which had been returned by board-and-care homes,

EIGHTEENTH CAUSE FOR DISCIPLINE

(Failure to Initiate Quality Assurance Review)

66, Respondents are each and severally subject to discipline under section 4301(j) and/or
(o} andfor section 4113(c) of the Code, by reference to Code section 4125(a) and California Code
of Regulations, Title 16, section 1711, for violating statutes regulating controlled substances or
dangerous drugs, and/or for directly or indireotiy'virolating, attempting to violgte, or assisting in or
abetting a violation of laws or regulations governing the practice of pharmacy, in that on August
1, 2013, Rcspbndents admitted to Board Inspectors that they had failed to complete guality
assurince reviews, procedures and related forms in the aftermath of dispensing errors.

NINETEENTH CAUSE FOR DISCIPLINE,

(Variation from Prescription)

67. Respondents are each and severally subjéet to discipline under section 43G1(j) and/or
(o) and/or section 4113(c) of the C'odl_e; by reference to California Code of Regulations, Title 16,
section 1716, for violating statutes regulating controlled substances or dangerous drugs, and/or
for direetly or indirestly violating, attempting to violate, or assisting in or.abet‘cing a violation of
laws or regulations governing the practice of pharmacy, in that on Augu:a't 1, 2013, Board
Inspectors identified two preseriptions, RX numbersr‘l\l93789l 1 and N9879201, which contained
erroneous directions for use and/or identified the wrong prescriber, '

TWENTIETH CAUSE FOR DISCIPLINE
| (Improper Supervision of Pharmacy Technician)
68, Respondents are each and severally subject to discipline under section 4301() and/or
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(o) and/or section 4113(c) of the Code, by refei'eﬂce to California Code of Regulations, Tlile 16,
section 1793.7, for violating statutos regulating controlled substances or Sangerous drugs, and/or
for directly or indirectly violating, attempting to viclate, or assisting in or abetﬁng a violation of
laws or regulations governing the practice of pharmacy, in that on August 1, 2013, Resﬁondents’

pharmacy technician worked unsupervised in the basement of the facility, and had the ability to

| overtide the automated dispensing unit SynMed’s scan features when replenishing the dispensing

unit,

TWENTY-FIRST CAUSE FOR DISCIPLINE

(Fallure to Maintain Operational Standards - Drugsy

69, Respondents are cach and severally subject to discipline under section 4301(j} and/or
(c) and/or section All 3(c) of the Code, by reference to California Code of Regﬁlations, Title 16,
section 1714, for violating statutes regulating controlled substances or dangerous drugs, and/or
for ditectly or indirectly violating, attempting to violate, or assisting in or abetting a violation of
laws or regulations governing the practice of pharmacy, in that on August 1, 2013, Respondents’
pharmacy premises contained dangerous drgs on stock shelves in unlabeled conitainers without
drug name, strength, lot numbers and expiration dates. The premises also contained automated
dispensing units without accurate lot numbers and expiration dates. Loose pills were sitting in on
various counters in various locations, '

TWENTY-SECOND CAUSE FOR DISCIPLINE

(Failure to Maintain Records of Acquisition of Drugs)

70. Respondents are each and severaily subject to discipline under section 4301(j) and/or
(0) and/or section 4113(c) of the Code, by 'refer‘ence to Code section 4081, for violating statutes
regulating controlled substances or dangerous drugs, and/or for directly or indireotly violating,
atlempting (o violate, or assisting in or ubotting a violation of laws or regulations governing the
ptactice of pharmacy, in that on or about August 1, 2013, Respondents’ facility contained
numerous full bubble packs which had been acquired from board-and-care homes, the
receipt/acquisition of which had not been memarialized in any record, Simllarly, Respondents
were in possession of a Walgreens prescription bottle contalning amlodipine-benzapril capsules
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_divalproex by Wockhardt,

which had evidently pre‘fiousiy been issued to patient PL, Respondents had no record of the
acquisition of this item,

TWENTY-THIRD CAUSE FOR DISCIPLINE

{Unlicensed Wholesale Activity)

71, Respondents are each and scyerally subject to discipline under section 4301(f) and/or |

(i) and/or (o) and/or section 4113(c) of the dee, by reference to Code section 4060, for violating
statutes regulating controlled substances or dangerous drugs, and/or for directly or indirectly

viclating, attempting to violate, or assisting in or abetting a viclation of laws or regulations

governing the practicé otpharma,cy, in that on or about August 13:201 3, Respr(;ndeniirss were
found to be in possession of medications which had been returned to them by board-and-care
homes, thus constituting wholesaling activity, when Respondents were not licensed as
wholesalers. Respoﬁdents evidently intended to reuse the medications.
TWENTY-FOURTH CAUSE FOR DISCIPLINE
(False Statements on Certificates or Documents)

72. Respondents are sach and severally subject to discipline under section 4301{g) and/or
(j) and/or (0} and/or section 4113(c) of the Code, for making a false statement on a certificate or
document and for violating statutes regulating controlled substances or dangerous drugs, and/or
for directly or indireotly violating, attempting to violate, or assisting in or abetting a violation of
laws or regulations governing the practice of pharmacy, in that on or about August 1, 2013, Board
Inspectors located documents showing that Respondents had filled a prescription for divalproex

by Wockhardt by utilizig Mylan divalproex, but billed insurance as if they had provided

TWENTY-FIFTH CAUSE FOR DISCIPLINE

(Failure io Maintain Operational $tandards -- Key).
;73. Respondents are each and severally subject to discipline under section 4301(j) and/or
(0) and/or gection 41 13'(0) of the Code, by reference to Cglifem‘la Code of Regulations, Title 16,'
section 1714, for violating statutes regulating controlled substances or dangérous drugs, and/or
f'ol; directly or indirectly violating, attempting to violate, or assisting in or abetting a violation of
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laws or regulations governing the practice of pharmacy, in that on or about August 2, 2013,
Respondents admitted that the key to the phﬁrmaoy was in the possession of a family member,
and was not In a tamper-proof container,

DISCIPLINE CONSIDERATIONS

74. To determine the level of discipline, if any, to be imposed on Respondent Daniels
and/or Respondent Nasrah (collectively, Respondents), Complainant furiher alleges that; 7
a.  Onorabout October 21, 2009, Citation No, CI 2008 38553, with a fine of $4,000,00,

was issued to Respondent Danisls for failure(s) to comply with its obligation(s) under Health and

Safety Code section 11165 to report all Schedule I, 111, and IV controfled substance prescriﬁﬁbrﬁisi |

dispensed by the pharmacy to the Controlled Substance Utilization Review and Evaluation
System (CURES), in and/or between Deceﬁflher 2004 and December 2008. That citation is now
final and is incorporated by reference as if fully set forth herein.

b.  On orabout October 21, 2009, Citation No. CT 2008417835, with a fine of $4,000.00,
was issued to Respendent Nasrah, as PIC, for Daniels Pharmacy’s failure(s) to comply with its
obligation(s) under Health and Sufety Code section 11165 to report all Schedule I, HI, and 1V
controlled substance preseriptions dispensed to the Controlled Substance Utilization Review and
Evaluation System (CURES), in and/or between December 2004 and December 2008, That
citation is now ﬁnal and is incorporated by reference as if fully set forth herein,

‘ | ' PRAYER

WHBREFORE, 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, Revoking or suspending Pharmacy License No. PHY 36740, issued to Daniels
Pharmacy {Respondent Daniels); ' _

2. " Revoking or suspending Plﬁrmacist License No. RPH 40241, issued to lyad Nasrah
(Respondent Nasrah); |

3,  Ordering Respondent Daniels and Respondent Nasrah to jointly and severally be
responsible to pay the Board of Pha'rrﬁacy the reasonable costs of the Investigation and
enforcement of this case, pursuant to Business and Professions Code sectlon 125,35
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4.  Taking such other and further action

is deemed necessary and pyoper.

DATED: ___ A/ &/ /g Ef

GIN]A ROLD
Executive Officer
Board of Pharmacy

Department of Consumer Affairs

" State of California

Complainant
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