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

In the Matter of the Accusation Against: Case No. 5552

SWAPNIL VISHWASROA PATIL. ™ =~ [OCAHNo. 2016030796
1680 Rio Vista Way

Yuba City, CA 95993
STIPULATED SETTLEMENT AND

Original Pharmacist License No. RPH 56473 DISCIPLINARY ORDER

Respondent.

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

Pharmacy, Departlﬁent of Consumer Affairs, as its Decision in this matter.
This Decision shall become effective at 5:00 p.m. on January 23, 2017,

It is so ORDERED on December 23, 2016,

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

o

Amy Gutierrez, Pharm.D.
Board President
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KAMALA D, HARRIS
Attorney General of California

2 || KENTD. HARRIS
Supervising Deputy Attorney General
3 LESLIE A. BURGERMYER
Deputy Attorney General
4 || State Bar No. 117576
L 1300 ] Street, Suite 125 L
5 P.O. Box 944255 '
Sacramento, CA 94244-2550
6 Telephone: (916) 324-5337
: Facsimile: (916) 327-8643
7 E-mail: Leslie.Burgermyer@doj.ca. .gav
g Attorneys for Comp!amant ,
- BEFORE THE
9 BOARD OF PHARMACY
A ~-DEPARTMENT OF. CONSUMER AFFAIRS
10 ' STATE- OF CALIFORNIA
11 ||"Tn the Matter of the Accusation Against: - .
_ Case No. 5592 -
12 || SWAPNIL VISHWASROA PATIL ,
1| 1680 Rio Vista Way OAH No. 2016030796
13 || Yuba City, CA 95993
: ' STIPUL TED SE E T AND
14 || Original Pharmacist License No. RPH 56473 I)ISCIPI?[N ARY g%EgIEN N
15 | | ' Respondent. .
16 '
-17
18 CITIS I—IEREBY STIPULATED AND AGREED by and between the parties to the above-
19 |f entitled proceedmgs that the following matters are true
20 0 | PARTIES |
21 1. Virginia Herold (“Complainant™) is the Executive Officer of the Board of Pharmacy
22 (“Board”), Department of Consumer Affairs. She brought this action solely in her official
23 capacity and is represented in this matter by Kamala D. Harﬁs Attornéy General of the State of
24 || california, by Leshe A. Burgermyer, Deputy Attorney General,
25 2. Respondem Swapnil Vlshwasroa Patil (“Respondent”) is represented in this
26 proceeding by attorney Tony Park, Esq. and Ivan Petrzelka, Esq. whose address is: California
27 || :
' 28
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Pharmacy Léwyers, California Pharmacy Lawycrs, 2855 Michelle Dfive Suite 180, Irvine, CA;
92606-1027. |
3, On or about October 19, 2004, the Board issued Original Pharmacist License No.
RPH 56473 1o Respondent. The Origina Pharmacist Licenée was in full force and éffect at all
—times relevant to the charges brought {11 the original - Amus&tlon No, 5592 and Flrst Amended—

Accusatlon No. 5592, and will expire on October 31 2018, unless renewed.

JURISDICTION

4. Accusation No, 5592 \'Nas filed before the Board, aﬁd is currently pending against
Respondent, The Accusation émd all other statlutorily required documents were properly served
on Respondent on February 8, 2016. Respondent timely filed his Notice of Defensé’ oontestmg
the Accusation. On or about August 24, 2016, the First Amended Accusation No. 5592 was filed
and served on September 2, 2016, served along with a Supplemental Statement to Respondent,
The First Amended Accusation supersedes the original Accusation in all respects.

5. Atrueand correct copy of First Amended Accusation No. 5592 is attached herefo,

marked Exhibit A, and incorporé.ted herein by reference.

ADVISEMENT AND WAIVERS

' 6. Respondent has carefully read, fully discussed with counsel, and understands the
charges and allegations in First Amended Accusation No. 5592. Respbndent has also. carefully
read, fully discussed with counsel and understands the effects of this Stlpulated Settlement and
Disciplinary Order. .

7. Respondent is fully aware of his legal i‘ights in this matter, including. the right to a
hearing on t’hg' charges and allegations in the Accusation; the right to confront and cross-examine
the witnesées against him ; the riglit to-present evidence and to testify on his own behallf-; the right
1:6 the issuance cf subpeenas to con”jpel the attendance' of witnesses and the production of '
documents; the right to reconsideration and court review of an adverse decision; and alll other
rights accorded by the California Administrative Procedure Act and other applicable laws.

8.  Respondent vo!untar'ily, knowingly, and intelligently waives and gives up each and

every right set fotth above,

STIPULATED SETTLEMENT (5592)
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CULPABILITY
9. Respondent admits the truth of each and every charge and allegation in First
Amended Accusation No. 5592,

10. Respondent agrees that hlS Original Pharmacist License is subject to d1sc1p]1ne and he

' agrees to be bound by the Buard' srﬁm]onary TETTS U8 set forﬂrrrrthe Disuiplinary Order below.

RESERVATION

11, Tho admissions made by Respondent herein are only for the purposes of this
proceeding, ot any other proceedings in which the Board of Pharmacy or other professional

licensing agency is involved, and shall not be admissible in any other criminal or civil

proceeding.

CONTINGENCY

12, This st;pulatlon shall be subject to approval by the Board of Pharrnaoy Respondent

understands and agrees that counsel. for Complamant and the staff.of the Board of Pharmacy may -

communicate dirocﬂy.with the Board regarding this stipulation and settlement, without notice to -
or participation by Respondent or his counsel. By signing the stipulation, Respondent
undérstands and agrees that he may not withdraw his agreement or seok to rescind the stlpulatlon
prior to the time the Board oon31ders and acts upon it. If the Board fails to adopt this stipulation

as its Decision and Order, the Stipu]ated Seftlement and Disciplinary Order shall be of no force or

" effect, except for this paragraph it shall be inadmissible in any legal action between tho parties,

and the Board shall not be dlsquahf ied from further acnon by havmg considered this matter,

13. The parties unders’tand and agree that Portable Documem: Format (“PDF”) and
facsimile copies of this Stipulated Settlement and Disciplinary Order, including PDF and
facsimile signatui“os thereto, shall have the sarno force and effect as the originals,

14. “ This Stipulated Settlement and Disciplinary Order is intended by the parties to bs an

integrated writing representing the complete, final, and exclusive embodiment of their agreement.

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

negotiations, and commitments (written or oral). This Stipulated Settlement and Disciplinary

STIPULATED SETTLEMENT (5592)
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conditions.

Order may not be altered, amended, modified, supplemented, or otherwise changed except by a
writing executed by an authorized representative of each of the parties.
-15.  In consideration of the foregoing admissions and stipulations, the parties agree that

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

- Dismplmary Ordery ~ —— "~ — - ——"—"—-77—~ "___"-_ /0 =

DISCIPLINARY ORDER

| | IT IS HEREBY ORDERE]j that Original Pharmacist License No. RPH 56473 issued to
Respondent Swapnil Vishwasroa Pati] (“Respondent”) is revoked. However, the revocation is-
stayed and Respondent is placed on probation for four (4) years on fhe following terms and

1. Obey All Laws, Respondem shall obey all state and federal laws and regu]atlons |

Respondent shall report any of the foll owmg occurrences to the Board in writing, w1thm seventy-| .

two (72) hours of such oceurrence:

X anarrest or issuance of a criminal complaint for V‘ioletion of any proyision of'the
Pharmacy Law, sfate and federa] food anel drug laws, or state and federal controlled
substances laws | ‘ _

X | a plea of guilty or nolo eon‘cendre in any state or fecleral erimieal proceeding to any
criminal complaint, informatio_ﬁ or indictment

X aconviction of any-crime | |

X  discipline, citation, or other admlmstratwe action filed by any state or federal agency
which invelves Respondent’s Pharmacist License or which is related to the pr actlce of

' pharmaey or the manufacturing, obtaining, handlmg, dlStl‘!bthll’lg, billing, or charging
for any drug, devme or controlled substance.

Fallure to tlmely report such.occurrence shall be eon51de1 ed a violation of probation,

| 2. Report fo the Board. Respondent shall report to the Board quarterly, on a schedu]e

as directed by the Board ot its de31gnee. The report shall be made either in person or in writing,

‘as directed. Among other requirements, Respondent shall state in each report under penaity of

perjury whether there has been compliance with all the terms and conditions of probation, Failure

4
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{0 submﬁ timely reports in a form as directed shall be considered a violation of probation. Any
périod(é) ofﬂdelinquency» in submission of reports as directed may be added to the total period of
probation, Moreover, if the final probation report is not mﬁde as directed, probation shall be
automatically extended until such time as the final report is made and accepted by the Board.
737 Tnitervieyw with the Board. Upoh 16GETT oF T64S6TABIe PrioT Rotice, Respondent
shall appear in person for inte'rviéﬁs with the Board or its desfgnce, at such intervals and
locations as are detemlif_led by the Board or its designee. Failure to appear for any scheduled
interview Without priof ﬁotiﬁoa’cim to Bo‘ard staff“, .or failure to appear for two (2) or more

scheduled interviews with the Board or its designee during the period of probation, shall be

- considered a violation of probation,

4, Cooperafe with Board Staff. Respondg:nfc shall cooperate with the Board's
inspection program and with the Board's monitoring and investigéﬁon of Respondent's
compliahce with the t'srlﬁs and ¢onditions of his probation; Féili_irel to'cooperate shall be
considered a violation of probe;tion. |

5. Continuing Education, Respondent shall provide evidence of efforts fo maintain

~skill and lén‘bwl_edge as a phanﬁacist as directed by the Board or its designee,

6. Notice to Employers. During the peri.od of pfobation', Respondent shall notify all
présent e;,nd prospective employers of the decision in First Amended Accusation Case No, 5592
and the terms, conditions and restrictions imposed on Respondent by the decision, as follows:

. Within thirty (30) days of the effective daté of this decision, and within fifteen (15) days of
Respondeﬁt undertaking any new employment,'Réspondent shall cause his direct supervisor, |
pharmaoistdn-charge tin'cluding each new pharmacist-in-charge employed during Respondent’s
tenure of émploylﬁent) and owner fo report to thé‘ Board in witing acknowledging that the_ listed
individual(s) has/have read the decision in First Amended Accusation Case No. 5592, and terms
and conditions imposed thereby. It shall Be Respondent’s responsibility to ensure thaf his
employer(s) and/or super\}isor(s) submit timely acknow]edgmenf(s) to tﬁe Board.

If Respondent works for or is employed by or through a ﬁharmacy employment service, -

then Respondent must notify his direct supervisor, pharmacist-in-charge, and owner at every

5
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entity licenged by the Board of the terms and conditions of the decision in First Amended
Accusation Case No. 5592 in advance of ’?he Respondent commencing work at each licensed
entity. A'record of this notification must be provided to the Board upon request.

Furthermore, within thirty (30) days of the effective date of this decision, and w1thm fi freen
(15) days of Rcspondent uridértaking any néw émployrient by or thirough a pharmacy
employment service, Respondent shall cause his direct supervisor with the pharmacy employment
service.to report to the Board in writing acknowledging that he_ has read the decision in First
Amended Acc;,'lsatio.n Case No. 5592 and the terms and conditions impdsed thereby, It shaﬁ be

Respondent"s responsibility to ensure-that his employer(s) and/or supervisor(s) submit timely

acknowledgment(s) to the Board,

Failure to timely notify present or prospective employer(s) or to cause that/those

employer(s) to submit timely ackriowledgments to the Board shall be considéred a violation of

probation,

"Employment” within the meaning of this prov‘ision shall include any full-time,
' part~fime, tempora{*y, relief or ﬁharmacy management service as a pharmac_;ist‘or any
pOsitlion for which a pharmacist license is a requirement or criterion for erﬁployment,
whether 'the Respondent‘is an employes, independent contractor or volunteer. |
7. ) No Supei'visidn of Interns, Seﬁing as Pharinécist~ip-Charge (PIC), Serving as
DesignatedRepresentative—in-’C_liarge, or Sei'ving,as a ansultani. .During the period of
probation, Respondent shall not supervise any intern pharmacist, be the pﬁarmaoist-in—charge or
designated representative-in-charge of any entity licensei:i by the Board nor serve asva consultant
unless otherwise specified in this order. Assumption of any such unauthorized supervision
responsibilities shall be considered a violation of probation.' ‘

8. F’ueimbursement of Board Costs. As a condition precedent to successful completion -
of probation, Respondent shall pay to the Board its costs of investigation and prdseoution in the

amount of $11,203.75 pursuant to a payment plan épiaroved by the Board.

STIPULATED SETTLEMENT {5592)
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There shal! be no deviation from thig schedule absent prior written approval by the Board or
its designee. Failure to pay costs by the deddline(s) as directed shall be considered a violation of

probation.

The ﬁling of bankruptcy by Respondent shall not relieve Respondent of his responsibility to

"relmburse the Board 115Costs of investigation and proseeution. — - T 7T 7T T

9. Probatlon Momtormg Costs. Respondent shall pay any costs assomated with
probation monitoring as determined by the Board each and every year of probation. Such cosis

shall be payable to the Board on a schedule as directed by the Board or its designee. Failure to

pay such costs by the deadline(s) as directed shall be considered a violation of probation.

10, Status of License. Respondent shall, at all fimes Wwhile on probation, maintainan |~

active, current license with the Board, including any period during which suspension or probation

“istolled. Failure to maintain an active, current license shall be considered a violation of

probatior.
If Respondent's license expires or is cancellcd by oper atlon of law or otherwnse at any time
durmg the veriod of probation, mc]udmg any extensions thereof due to to!lmg or otherwise, upon

renewal or reapplication Respondent's license shall be subject to all terms and conditions of this

-probation not previously satisfied.

11. License Surrender While on Probatioh/Suspénsionl Following the effective date

of this decision, should Respondent cease practice due to retirement or health, or be otherwise

unable to satisfy the terms and 'oonditions of probation, Respondent may tender his license to the

. Board for surren‘der. The Board or its designee shall have the discretion whether to grant the

request for surrender or take any other action it deems appropriate and reasonable. Upon formal
acceptance of the surrender of the 1iroense, Respéi.]den_"t will no longer be subject to the terms‘and
conditions of proba'tioﬁ. This surrender constitutes a record of discipline and shall bécdme a part
of the Respondent’s license history with the, Board. |

Upon acceptance of the surrender, Respondent shall relmqmsh his pocket and wall license
to the Board w1thm ten.(10) days of rotification by the Board that the surrender is accepted

Respondent may not reapply for any license from the Board for three (3) years from the effectwe

9
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date of the surrender. Respondent shall meet all requirements applicable to the license sought as
of the date the application for that license is submitted to the Board, including any outstanding
costs.

12, Notification of a Change in Name, Residence Address, Mailing Address or

Employment Respondent shall notify the Board in wrmng withinten (10)days of any charge of
employment. Seid 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 B;)ard in writing within ten (10) days of a chaﬁge in name, residence

address, mailing address, or phonc number,

* Failure to timely notify the Board of any ohange in employer(s) name(s), addrcss(es) or

phone number(s) shall be considered a violation of probation.

13. Tolling of Probation. Except duﬁng periods of suspension, Respondent shall, at all
times while on probation, be employed asa pharfnacist in Califbrnia for a minimum of forty (40}
hours per calendar month. Any month during which this minimum is not met shall toll the period
of probation, i.e., the period of probation shall be extended by one month for each month during
which this minimum 'is not met, During any such period of tolling of probation, Respondent must
nonetheless comply with afl terms and conditions of probation.

Should respondent, regardless of résidenoy,,for any feason (including vacation} cease
practicing as a f:)harmacist for a minimum of forty'(40) hours pef calendar month in California,
Respondent must notify the Board in wrltmg w1th1n ten (10) days of the cessation of practice, and
must flirther notify the Board in writing within-ten (10) days of the resumptlon of practlce Any
failure to provide such notification(s) shall be considered a violation of probatlon,

It is a violation of probation fér Respondent's probatiori to remain tolled pursuant to the
provisions of this condition for a total period, counting consecutive and non-consecutive months,
exceeding thirty=six (36) months. ' | |
- *Cessation of practice means any calendar month during which Respondent is

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

Professions Code section 4000 et seq. "Resumption of practice" means any calendar

8
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month during which Respondent is practicing as a pharmacist for at least forty (40)
_hours as a pharmagist as defined by Business and Professions Code section 4000 et
seq).

14, Violation of Probation, Ifa Respondent has not complied with any term or

~ ¢ondition of probatioh, the Board shall have continuing jurisdiction over Regpondént, ard -

probation shall automatically be extended, until alf terms and conditions have been satisfied or the
Board has taken other action as deemed appropriate to treat the failure to comply as a violation of
probation, to terminate probation, and to imposé the penalty that was stayed.'

If Respondent violates probation in any respect, the Board, after giving Respondent notice

“andan bﬁpbﬁ&ﬁity’ 6 be heard, may revoke probafion and carry out the disciplinary order that ="

was stayed (license revocation). Notice and opportunity to be heafd are not reduired for those
provisions stating'that a violation thereof ﬁqay lead to automatic termination of the stay and/or
revocation of the license. Ifa petition to revoke probation or an accusa_tioh is filed against
Respondent during ﬁro-bation, the Beaid shall ha\(é COntinuingjurilsdictiop and the period of

prébatidn shall be automatically extended until the petition to revoke probation or accusation is

. heard and decided. |

15. Completion of Probation. Upon written notice by the Board or its designee
in'_ciicating successful oompletibn of probation, Respondent's license will be fully restored,
16, Remedial Ed;ucation. Within sixty (60} ciays of the effective date of this decision,
Respohdent shall submit to the Board or its designee, for prior approvél, an appropriate program
of remedial education re]ated to cgm[ﬁounding and/or pharmacy math before superVising or

performing compounding functions, The program of remedial education shall consist of at least

“forty (40) hours of in person training which shall be completed within forty-two (42)‘m0riths‘0f .

the end of Respondent’s probation, and at Respondent's own expense. All remedial education
shall be in addition to, and shall.not be credited toward, continuing education (“CE”) courses used
for license renewal purposes. A

Failure to timely submit or complete the approved re]ﬁe:di&i education shall be considered a

violation of probation. The period of probation will be automatically extended until such

9
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remedial education is successfully completed and written proof, in a form acceptable to the
Board, is provided to the Board or its designee,

Following the completlon of each course, the Board orifs de51gnee may require the
Respondent, at his own expense, to take an approved examination to test the Respondent's
knawledge of the course. If the Respondent does not achieve a passing score on the examination,
this failure shall be considered a violation of probeﬁon Any such examination failure shall
require Respondent to take another course approved by the Board in the same subject area.

Respondent shall be restricted from the pract1ce of oompoundmg drugs until the remedial

education program has been successfully completed.

17. No Ownershlp of Licensed Premises. Respondent shall not own, have any legalor |

beneﬁmal interest in, or serve as a manager, admmlstrator, member, officer, director, trustee,
associate, or pal“mer of any business, firm, partnership-, or corporation currenriy or hereinafter
licensed by the Board. Respondent shall sel! or transfer any legal or beneficial interest in any
entity licensed by the Board within ninety (90) days following the cffective date of this decision
and shall immediately thereatter provide w'rit_ten proof thereof to the Board. Failure to tilnely
divest an}( legal or beneficial interest(s) or provide documen\@tion thereof shall be considered a
violation of probarion, , ' | '

"Respondent shall not acqoire any new ownership, legal or beneficial interest nor serve as a
manager, admlmstrator member, ofﬁcer dlrector trustee, associate, or partner of any additional
business, fi rm, partnership, or corporatron licensed by the Board. If respondent ourrent]y owns or’
has any legal or beneﬁora] interest in, or serves as & manager, administrator, member, officer, '
director, trustes, aseoeiete, or partner of any business, :ﬁrm, partnership, or corporation currently
or hereinafter licensed by the Board, respondent may continue to serve. in such capacity or h_old
that inrerest, but only to the extent of that position or interest as of the effective date of this
decision. ‘Violation of this restriction shall be considered a violation of probation.

18. Ethics Course, Within sixty (60) calendar days of the effective date of this decision, |

Respondent shall enroll in a course in ethics, at Respondent’s expense, approved in advance by

the Board or its designee, Failure to initiate the course during the first year of probation, and

10
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plete it within the second year of probation, is a viclation of pro‘bation

Reapondent shall submit a certificate of completion to the Board or its designee within five

dayfs after completmg the course,

ACCEPTANCE = -

3 ‘T have carefully read the above Stipuiated Settleiment and Disciplinary Order and have fully

disgussed it with my attornay, Tony Park, Bsq, and/or Ivan Petrzelka. Tunderstand the stipulation

Set

o
]
S, = 3

g

con

"

i

"
"
v
¥

M
H

fHr
i

e J—

o

and; the effect it will have on my Original Pharmacist License. T enler into this Stipulated

ement and Disciplinary Order veluntarily, knowingly, and intelligently, and agree to be

nd by the Decision end Order-of the Board of Rharmacy..’ S

rep: ff/g s//zg/& (}év ,L/M —

SWAPN.ILA«’-ISﬁNASROA PATIL
Respondenz

51 have read and ﬁﬂly d1scussed with Respondent Swapnil Vishwasroa Pat:i the terms ﬂnd

i
£
:
qi:tlons and other matters contained in the above Stipulated Settlernent and Disciplinary Order.

Iapfl;rb&fe its form and content, - - '_ M
'DATED: fro- 6 '

TONY PAREK, ESQ.
VAN PETRZELKA ESQ
Attorneys for Respondem‘

11
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ENDORSEMENT

The foregoing Stipulated Settlement and Disciplinary Order is hereby respectfully.

submitted for consideration by the Board of Pharmacy.

SA2015105023
12509674 .doc

Dated: /4 ”50 ’66’7/ é)

" KAMALAD.HARRIS

. Respectfully submitted,

Attorney General of California
KENT D, HARRIS

Supervising Deputy Atjorney General

ol G s

LESLIE A. BURGERMYER
Deputy Attorney General
Attorneys for Complainant = -~
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 KAMALA D, HARRIS
" Attorney General of Cahforma
KBNTD, HARRIS ~ .
Supervising Deputy Attomey General
LBSLIE A. BURGERMYER
Deputy Attorney General
Gtate Bar No. 117576
1300 I Street, Suite 125° , .
PO BoX 94423‘5— - Sememm———— = —_—— = fm e e e e --— e e e e —_— — e i e
Sacramento, CA 94244-2550 C : :
Telephone: (916) 324-5337
Facsimile: (916) 327-8643
E-mail; Leslie. Burgermyer@doj.ca.gov
Attorneys for Complainant

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

In the Matter of the Accusation Against: Case No. 5592
SWAPNIL, VISHWASROA PA’I‘IL , '
1680 Rio Vista Way , FIRST AMENDED
Yuba City, CA 95993 ' ’

ACCUSATION
Orlgmal Pharmacxst License No RFH 564’73 '

Respondent.

Coﬁxplainant alleges: _ o
B PARTIES |
1. Virginia Herold (“Complainant™) brings this First Amended Accusation soiely inher s
official capacity as'the Executive Officer of the Board of Pharmacy,' Department of Consumer
Affais. | | L
2. Onorabout October 19, 2004, the Board of Pharmacy (“Board”) issued Original
Pharmacist License Number RPH 56473 to Swapnil Visbwasroa Patil (“Respondent™), The

Original Pharmacist License was in full force and effect at all ti_mes televant to the charges

_ brought herein and will expire on October 31, 2016, unless renewed, At all times alleged hm"ein;

Respondent was the Pharrnacist—fn—(l‘harge within the meaning of Business and Professions Code
section 4113.
i

FIRST AMENDED ACCUSATION
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URISDICTION

3. This Accusation is brought before the Boatd under the authority of the following laws.

All'section references are to the Business and Professions Code (“Code™) unless otherwise

indicated.

4. Section 4300 of the Code states, in pertinent part:

(a) Bvery license issued may be suspended or revoked,
" (b) The board shali- discipline the holder of any license issued by the boatd,
whose default has been entered or whose case has been heard by the board an:
found guilty, by any of the following methods: -
(1) Suspending judgment,
. (2) Placing him orher wpon probation,
| (3) Suspending his or her right to practice for a period not éxceed‘ing one year,
4 Reﬁol;ring his or her license, | |
(5) Taking any other action in relation to discipﬁning him or her as the board in

- its discretion may deem proper.

5. Section 4300.1 of the Code states:

The expiration, cancellation, forfeiture, or suspension of a board-issued license
by operation of law or by order or decision of the board or a court of law, the
placernent of a license on a retired status, or the voluntary surrender of a license by a
licensee shall not deprive the board of jurisdiction to conmmence or proceed with any
investigation of, or action or disciplinary proceeding against, the licensee or to render
a decision suspending or revoking the license,

! -

STATUTORY PROVISIONS

6. Section 4301 of the Code states, in pertinent part:

The board shall take action against any holder of a license who is gﬁilty of
unprofessional conduct or whose license has been procured by fraud or
misrepresentation or-issued by mistake, Unprofessional conduct shall include, but is
not limited to, any of the following: '

'(t.)). Incompetence.

(c) Gross negligence.

‘(f')'The commission of any act involving moral turfaitude, dishonesty, fraud,

deceit, or corruption, whether the act is committed in the course of relations as a
licensee or otherwise, and whether the act is a felony or misdemeanor or not.

.2
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(i) The violation of any of the statutes of this state, of any other state, or of the
United States regulating controlled substances and dangerous drugs.

{o) Violating or attempting to v1olate, directly or indirectly, or assisting in or
abetting the violation of or conspiring to violate any provision or term of this chapter
or of the applicable federal and state laws and regulations goveming pharmacy,
including regulations established by the board or by any other state or federal
regulatory agency.

7. Section 4027 of the Code states, in pertinent part:

“Dangerous drug” . . . means any drug. . . unsafe for self-use in humans or
animals, and includes the following:

(a) Any drug that bears the legend: “Caution: federal law proh1b1ts dlspensmg
“without prescription,” “Rx only,” or words of similar import.

(c) Any other drug , . . that by federal or state law can be lawfully d1spensed only

..on prescmptzon or furnished pursuant to Seetion 4006,

8. Section 4113 of the Code states, in pertinent part:

(a) Bvery pharmacy shall designate a pharmacist-in-charge and, within 30 days
thereof, shall notify the board in writing of the identity and 11cense number of that
phafmacist and the date he or she was designated, -

(c) The pharmacist-in-charge shall be respons:ble for a pharmacy's compliance
with all state and federal laws and regulatmns pertaining to the practice of pharmacy

REGULATORY PROVISIONS
9. California Code of Regulations; tifle 16, section 1716 states:

Pharmacists shall not deviate from the requirements of a prescrlpuon except
tipon the prior consent of the prescriber or to select the drug product in accordance
with Section 4073 of the Business and Professions Code.

10.  California Code of Reg.ulatlons, title 16, section 17353 states, in pertinent part:

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

- (1) The master formula rf.:c.ord.

@ The date the drug product was compounded.

(3) The identity of the pharmacy parsonnel who compounded the drug
product.

(4) The identity of the pharmacist reviewing the final drug product,

(5) The quantrty of cach component used in compounding the drug
product,

© (6) The manufacturer, expiration date and lot number of each component.

3
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If the manufacturer name is demonstrably unavailable, the name of the supplier
may be substituted, Exempt from the requirements in this paragraph are sterile
products compounded on a one-time basis for administration within seventy-two
(72) hours and stored in accordance with standards for “Redispensed CSPS”
found in Chapter 797 of the United States Phatrpacopeia - National Formulary
(USP-NE) (35™ Revision, Bffective May 1, 2012), hereby incorporated by
reference, to an inpatient in a health care facility licensed under section 1250 of
the Health and Safety Code,

(7) A pharmacy assigned reference or [ot nummber for the compovnded
drug product, o ' '

(8) The expiration date of the final compounded drug product,
(9) The quantity or amount of drug product compounded.

, (b) Pharmacies shall majntain records of the proper acquisition, storage, and
destruction of chemicals, bulk drug substances, drug products, and components used
.. in compounding. . e e

(¢) Chemicals, bulk drug substances, drug products, and components used to
compound drug products shall be oblained from reliable suppliers. The pharmacy
shall acquire and retain any available certificates of purity or analysis for chemnicals,
bulk drug substances, drug products, and componenis nsed in compounding. '
Certificates of purity or analysis are not required for drug products that are approved
"by the Food and Drug Administration, ' S :

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

11, California Code of Regulations, title 16, section 1735.7 states:

(2) Any pharmacy engaged in compounding shall maintain written
documentation sufficient to demonstrate that pharmacy personnel have the skills and
training required to properly and accurately perform their assigned responsibilities
relating to compounding, . : '

(b) The pharmacy shall develop and maintain an on-going competency evaluation
process for pharmacy personnel involved in compounding, and shall maintain
documentation of any and all training related to compounding undertaken by
pharmacy personnel. : '

(¢) Pharmacy personnel aésigncd to comnpounding duties shall demonstrate

knowledge about processes and procedures used in compounding prior to
compounding any drug product. -

DRUG

12.  Liothyronine (T3) is a man-made form of & hormone that is normally produced by the

thyroid gland to regulate the body’s energy and metabolism, and is a dangerous drug within the

meaning of Code section 4022, Ttis prescribed for thyroid replacement.

i
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COST RECOVERY

13, Section 125,3 of the Code states, in pertinent part, that the Board‘may request the
administeative law judge to direct a licentiate found to have committed a vielation or violations of

the licensing act to pay a sum not to exceed the reasonable costs of the investigation and

“enforcement of thecaser — ~ =~ - 777 T T T T o TTT o mo o T s m T e o

BACKGROUND

14, Atalltimes ﬁllaged herein, Respondent was the Pharmacist-ln-Chmge employed by
Walgreens #933 Pharmacy located at 855 Colusa Highway, Yuba City, California, (“Walgreens”).

As the Pharmacist-In-Charge, Respondent was resﬁonsib]e for Walgreens' compliance with all

state.and federal laws and regulations pertaining to thépfaétibébf’phafmacja'. )

~15.  On or about January 26, 2013, Dr. D, B. prescribed the drug “T(3)22.5 MCG SR
CAP,” quantity of 60, and 30 days sup£)1y to Consumér.K. 3. for wreating her thyroid condition,
"The prescription was submitted to Walgreens for compounding the medication, The compounded.
T(3) containéd_ a previously mixed aliquot' prepared by an unknown person on an unknown date.
The aliquot containe& up to three unknown ingredients. Respondent admittedly did not maintzin
a worksheet verifying the person-who had mixed the aliquot, its ingredients, the date prepared,
and the date that the aliquot was used in the final compounded T(3), and other information
r'eqpired by California Code of Regulations,. iitle 16, section -1735.5, subdivision (a).

 16. Onorabout] anuary 26, 2013, Respondent verified and dispensed Prescription No,

RX4080895 the compounded T(B) drug, to Consumer K., 8, The Consumer ingested the drug,
per the presonptlon, for treatment of her thyroid condition, W1thm days of taking it, the
Consumer reported to Dr, D, B: that she was ot feelmg well, and went on her scheduled vacation
to Texas, While on vacation, Consumer K. S, was hospitalized for fivg days and was diagnosed

that she was in “thyroid storm.” % She had complaints of shortness of breath, palpitations, and

! An aliquot is part of a medwme or chemicals, '

*“Thyroid storm,” also known as “thyrotoxic orisis,” is an acute, hfevthreaterung, hypermetabolic
state induced by excessive release of thyroid hormones in individuals with thyrotoxicosis,
Symptoms include fever, tachycardia, hypertension, and neurologlcal and GT abrormalities,

I{lyperlenswn may be followed by congeslive heart fsulure that is associated with hypotensmn and
shock, .
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tachycardia gabnonnally high heaﬁ rate), and went into heart failure, The Texas hospital tobk the
Consumer off the compounded T(3) drug. Upon her return to California, the Consumer exhibited
continued symptoms of cardiomyopathy as a result of the high levels of the compounded T(3).

17. Onan unknown date aftexj Janvary 26, 2013 and after Consnmer K. 8. had returned fro.m
TTexas, Dr. D, B, obtainied the Consumer' s bottle of the compounded T(3) dug, tookitic
Respdndent at Walgreens, and reqﬁested an aﬂalysis be conducted on the drug, Atleastfive
capsules were retained and enalyzed, |

18.  On orabout April 26, 2013, the Consumer received a Walgreens fax with the result of

the testing on the Consummer’s T(3) drug cépsules. The analysis disclosed that the compounded

capsule contained 406.65meg instead 'o.f the prescribed dose of 22.5mcg, which was 1807.35%
greater than the preseription ordered by Dr, D.B. Respondent dispensed Prescription RX4080855 |,
to Consumer K. 8. without propcriy verifying that the (_:Dmpounded T(3) capsules complied with
Dr, D. B.'s prescription for the drug “T(3) 22.5 MCG SR CAP” ‘Res‘pondent’s failure resulted in
harm to Consumer K. 5. as described in paragraph 16, above. |

‘19,  On or before June 29, 2015, during the Board’s investigation of the events alleged in
parag;aphs 15 through 18, above, Resbondept admitted fo the Board’s ‘investigator that he ﬁad not
maintained written doéumentation sufficient to demonstrate that the Wé].greens’ personnel -
invglved in obmpounding the T(3) for Prescription No, RX4080895 had the skills and training

. required to properly and aocﬁrately perform their assigned responsibilities relating to

comﬁoundin g He also admittcd that.' the personnel had not been trained in 6omp0unding. Daring |
the investigation, Respondent attempted to blame a different Walgreens phafmacist for the active
compounding and verification of RX 4080895 despite the fact that Respondent was the 61113!
pharmacist involved in the active compounding of T(3), signed that the compound was correct,
andl yerified the final product,
i
i
it
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FIRST CAUSE FOR DISCIPLINE

_ (Gross Negligence) 7
20. Respondent is subject to disciplinary action under Code section 4301, subdivision (b),

on the grounds of unprofessional conduct in that on or about January 26, 2013, while practicing as

a reglstered pharmﬁmst Responderit cormmitted acts constituting grossmegligsnce as allegedin |

paragraphs 15, 18 and 19, above, 1ncorporated herein by reference.

,S_EC{ IND CAUSE FOR DISCIPLINE
(Incompetence)

21, Respondent is subject to disciplinary action under Code section 4301, subdivision (¢},

“on the grounds of unprofessional conduct in thef on or about January 26, 2013, while practicing as|

aregistered pharmacist, Respondent committed acts constituting incompetence as alleged in
paragraphs 15, 18, and 19, above, incorporated herein by reference.

THIRD CAUSE FOR DISCIPLINE

{Moral Turpitude, Dishon_testy, Fraund, Deceit, or Corruption)

22, .Respondem is subject to disciplinary action under Code section 4301, subdivision (£},
on the grounds of unprofessional conduct in that on‘or before fune 29, 2015, Respéndént
committed acts involving moral turpitude, dishonesty, fraud, deceit, or corruption when he
blamed a different pharmacist for the active compounding of T(3), The trutil is Respondent was .
the only pharmacist involved in the active, cormpounding of 'I‘(3) for Consumes’s prescription,
mgned the compounded dmg as correct, and verified the final compounded product as alleged in
paragraph 19, above, 1ncorp0rated herein by reference.

I‘OURTH CAUSE FOR DISCIPLINE

" (Deviation from Prescription Without Consent)
- 23, Respondent is subject to disciplinary action under Cade section 4301, subdivisions (j)
and (o), in conjunction with Code of Regulations, title 16, section 1716,.in that on or about

January 26, 2013, Respondent deviated from the fequirements of a prescription without the prior

.consent of the prescribing physician, as set forth in paragraphs 14 through 19, gbove, incorporated

hierein by reference,
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FIXTH CAUSE FOR DISCIPLINE -

(Failare to Comply With Compounding Reqoirements)
24. Respondent is subject to disciplinary action under Code section 4301, subdivisions G

and (0), in conjunction with Code of Regulations, tifle 16, section 1735.3, subdivision (2), in that

on or about Janpary-26, 2013; Respondent-failed to- maintain-the required-documentation for-the- - |

aliquot, which was compounded and contaihed up to three iﬁgredients, that he used in the
compound of the T(3) drug for Consumer K. 3., as set forth in paragraph 13, above, incorporated
herein by reference. Specifically, _

a. Respondent failed to maintain a worksheet for the compounded aliquot
cantaiﬁjﬁg'tne haster fotrule;™ 7 _ '

- b. Respondent falled {0 maintain a worksheet statmg the date the compounded

ahquot was compounded '

¢, Respondent failed.to mamtam a worksheet stating the identity of the personnel
who compounded the aliquot; .

o d.  Respondent failed to maintain a worksheet stating the identity of the pharmacist

reviewing the final compounded aliquot product;

e,  Respondent fatled to maintain a worksheet stating the quality of each drug
product in the compounded aliquot, |

f. Respondent failed to maintain a worksheet statmg the pharmacy reference
number for the compounded ali quot

‘ g Respondent failed to maintain a worksheet stating the expiration date of the

final compounded aliquot; and '

h,  Respondent failed to maintain a worksheet stating the quantity or amount of the
compounded alignot, | |

| " SIXTH CAUSE FOR DISCIPLINE
'(Failure to Tfain Pharmacy Personnel in Compounding)
25, Respondent is subject to disciplinary action under Code section 4301, subdivisions.(j)

and (p}, in conjunction with Code of Regulations, title 16, section 1735,7, subdivision (&), in that

8
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he admittedly failed to comply with this regulation, as set forth in paragraph 18, above, incorpor-
ated herein by reference, as follows:

"a.  Respondent failed to maintain written documentation suffi.oient-to demonstrate that |
pharmacy pefsonnel have the skills and training required to properly and accuratély perforr their
assigned responsibilities relating to 6'ompoun'djng;-"' S e e

b. Responden: failed to deveiop and maintain an on-going competency evaluation
prdcess for pharmacy personnel involved in coﬁlpoundjng, and failed to majntain documentation
of any and all training related to compounding undertaken by pharmacy personnel; and

¢, Respondent failed to ensure that pharmacy personnel assigned to compounding

‘duties could demonstraté knéwlédge about the processes and procediires iised il compoimding ™

prior to compounding any drug product.

DIS CIPLINARY CONSIDERATIONS

26. Complainant requests that the following be taken into consideration when
determining the level of discipline in this matter: |
a.  Onor about July 10, 2013, the Board issued Citation No. C12012 574Ti against
Respondent alleging that Respondent, while employed as a Pharniacist at Walgreen;s Pharmacy

located in Yuba City, Ca]jfomizi, had compounding equipment and instruments that were in

“unsanitary conditions, specifically {a) the drugs were stored on equiﬁment in the midst of

extremely unclean conditions; (b) the drugs were not maintained in an orderly fashion; and, (c)
the unsanitary oonditions were easily visible to Constrmers. Respondet;t was charged with
violating California Céde .of Regulﬁtions, title 16,.sectidn 1714, subdivisions (b} and (¢), and the
fine of $500.00 was imposed. Respondent timely paid the fine, |
| PRAYER
WHEREFORE, Complainant requests that a hearing be held on the matters herein alleged,

and that following thg hearing, the Board_ of Pharmacy issue a decision:

1. Revoking or suspending Original Pharmacist License Number RPH 56473, issued to

Swapnil Vishiwasrog Patil;
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2, Ordering Swapnil Vishwasroa Patil to pay the Board of Phaimacy the reasonable costs
of the investigation and enforcement of this case, pursiant to Business and Professions Code
gection 125,3; and

3. Takingsuch other and forther action as deemed necessary and proper.

DATED:
: VIRGINIA HEROLD
Execntive Officer
Board of Pharmacy
Department of Consumer Affairs
State of California
Complainant

SA2015105023
12596374.doc
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