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

In the Matter of the Accusation Against:

PHARMACIA CORPORATION d.b.a
1800 SULLIVAN PHARMACY
William M. Tonelli, President

Elsie Tonelli, Vice President

Randall W. Tonelli, Secretary and
Pharmacist-in-Charge

1800 Sullivan Avenue, Suite 102

Daly City, CA 94015

Pharmacy Permit No. PHY 18784
and

RANDALL W, TONELLI

14 Golden Ridge Court

San Mateo, CA 94402

Pharmacist License No. RPH 24318

Respondents.

Case No. 5102

DECISION AND ORDER

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

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

This Decision shall become effective at 5:00 p.m. on December 22, 2016.

It is so ORDERED on November 22, 2016.

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

%/r

By

Amy Gutierrez, Pharm.D,
Board President
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KAMALA D, HARRIS
Attorney General of California
DIANN SOKOLOFF ' -
Supervising Deputy Attorney General . -
ASPASIA A, PAPAVASSILIOU
Deputy Attorney General
State Bar No., 196360

1515 Clay Street, 20th Floor

P.O. Box ‘70550

Ouakland, CA 94612-0550
' 'I‘elephone (510) 879-0818

Facsimile: (510) 622-2270

E-mail: Aspasia.Papavassiliou@doj.ca.gov
Artomeys Jfor Complainant

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

In the Matter of the First Amended Accusation | Case No. 5102

Against: ‘ -
STIPULATED SURRENDER OF

PHARMACIA CORPORATION d.b.a. LICENSE AND ORBER

1800 SULLIVAN PHARMACY

Wiliam M. Tonelli, President

Elsie Tonelli, Vice President
Randall W. Tonelli, Secretary and
Pharmacist-in-Charge

1800 Sullivan Avenue, Suite 102
Daly City, CA 94015

Pharmacy Permit No. PHY 18784
and

RANDALL W. TONELLI

14 Golden Ridge Court

San Mateo, CA 94402

Pharmacist License No. RPH 24318

Respondents.

IT IS HEREBY STIPULATED AND AGREED by and hetween the parties to the above-
entitled proceedings that the following matters are true:
TIES
1. Virginia Herold (Complainant) is the Executive Officer of the Board of Pharmacy
(Board). She brought this action solely in her official capacity'a'nd is represented in this matter by

1

~ Btipulated Surrender of License (Case No, 5102)'
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l‘ Kamala D. Harris, Attorney General of the State of California, by Aspasia A. Papavassiliou,

Deputy Attorney General,

2. Respondents 1800 Sullivan Pharmacy and Randall W. Tonelli are represented in this
pfocéeding by attbmey Alexander M, Medina, whose address is 983 Reserve Drive, Roseville,
CA 95678, |

3. Onor about July 29, 1985, the Board of Pharmacy issued Pharmacy Permit Number
PHY 18784 to Pharmacia Corporation doing business as 1800 Sullivan Pharmacy (Respondent
Pharmacy), with William M. Tonélli as President, Elsie Tonelli as Vice President, and Randall W.
Tonelli as Secretary and Pharmacist-in-Charge. The permit will expire on Eebruary 1,2017,
unless renewed, _

4. Onor about October 29,1965, the Board of Pharmacy issued Pharmacist License
Number RPH 24318 to Randall W. Tonelli (Respondent Pharmacist). The license will expire on
Febroary 20, 2017, unless renewed. ' ' '

JURISDICTION
5. The First Amended Accusation in Case No. 5102 was filed before the Board and is

currently pending against Respondents. The original Accusation and all other statutorily required
documents were prbperly s;erved on Respondent on June 2, 2016. Respondents ﬁmely filed their
Notice of Defense contesting the Accusation. A copy of the First Aimended Accusation is |
attached as Exhibit A and incorporated by reference. |

ADVISEMENT AND WAIVERS

6.  Respondent Pharmacist, individually and on behalf of Respondent Pharmacy, hétls
carefully read, fully discussed with counsel, and understands the charges and allegations in the
First Amgnded Accusation, Case No. 5102, and has also carefully read, filly discussed with
counsel, and understands the effects of this Stipulated Surrender of License and Order,

7. Respondents are filly aware of their legal rights in this matter, including the right to a
hearing on the charges and allegations in the Acousation; the right to confront and cross-examine

the witnesses against them; the right fo present evidence and to testify on their own behalf: the

right to the issuance of subpoenas to compel the attendance of witnesses and the production of

2

-Stipﬁlat-(;ci S_urrender of i;icense (Case No. 5102) o
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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 appIicabie laws,

8. "Respondents voluntarily, knowingly, and intelligently waive and give up each and

evary nght set forth above.

P TY
9. Respondents understand that the charges and allegations in the First Amended
Accusation, Case No. 5102, if proven at a hearing, constitute cause for imposing discipline upon
their pharmacy permit and pharmacist license '
10.  For the purpose of resolving the First Amended Accusation without the expense and
uncertamty of further proceedings, Respondents agree that, at a hearing, Complamant could
establish a factual basis for thg charges in the First Amended Accusation and that those charges

-constitute cause for discipline. Respondents hereby give up their right to contest that canse for

discipline exxsts based on those charges.

11 Respondents understand that by signing tlns stipulation, they enable the Board to”
issue an order accepting the surrender of their pharmacy permit and pharmacist license without
further process. - 7 o |

| | RESERVATION

12.  The admissions made by Respondents in this stipulation are only for ti:e purposes of
this proceeding, or any other proceedings in which the Board of Pharmacy or other professional
licensing agency is involved, and shall nc;t be admissible in any other criminal or civil
proceeding.

| | CONTINGENCY

13.  This stipulation shall be subject to appx-'oval by the Board. Respondents understand
and agree that counsel for Complainant and the staff of the Board may communicate directly with
the Board regarding this stipulation and surrender, 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 seck to fescind the stiplﬂation'prior to the time the

Board considers and acts upon it. Ifthe Board fails to adopt this stipulation as its Decision and

Supulateci Surrmder ot‘ License (Case No. 5102) "
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Order, the Stipulated Surrender and Disciplinary Order shall be of no force or effect, except for

this paragraph, it shall be inadmissible in any legal action between the parties, and the Board shall

not be disqualified from further action by having considered this matter.

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

15. This Stipulated Surrender of License aﬁd Order is intended by the parties to be an
inte’gratéd writing representing the complete, final, and exclusive embodiment of their agreement.
If supersedes any and all prior or contemporaneous agreements, understandings, discussions, ,
negotiations, and commitments (written or oral). This Stipulated Surrender of License and Order
may not be altered, amended, modified, supﬁlemented, or otherwise changed except by a writing
executed by an a&thorized representative of each of the parties, '

16. Inconsideration of the foregoing admissions and stipulations, the parties égree that
the Board may, without further notice or fc;rmal proceeding, issue and enter the fdllowing Order:

| ORDER
ITIS HEREBY ORDERED that the following licenses are surrendered and accepfed by the

 Board of Pharmacy: 1) Pharmacy Permit No. PHY 18784, issued to Pharmacia Corporation doing

business as 1800 Sullivan Pharmac'y (Respondent Pharmacy) and Pharmacist License No. RPH
24318, issued to Randzll W. Tonelli (Respondent Pharmacist).

1. The surrenders of Respondents’ pharméacy permit and pharmacist license and the
acceptance of the surrendered licenses by the Board shall constitute the imposition of discipline
against Respondents. This stipulation constitutes a record of the discipline and shall become a
part of Respondents® license historieé with the Board of Pharmacy.

2.  Respondents shall lose all rights and privilegés as 2 pharmacy and pharmacist in
California as of the effective date of the Board’s Decision and Ozder.

3.  Respondents shall cause to be delivered to the Board their pocket licenses .and, if
issued, their wall certificates, on or before the effective date of the Decision and Order.,

4,  IfRespondents ever apply for licensure or petition for reinstatement in the State of

4
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California, the Board shall treat the matter as a new application for licensure. Respondesits must
cornply with all the laws, regulations and procedures for licensure in effect at the time the-

application or petition is filed, and all of the charges and allegations contained in the First

'Amended Accusation, Case No, 5102, shall be deemed to be true, correct and admit_ted by

Respondents when the Board determines whether to grant or deny-the application, Respondents
shall satisfy all requirements applicable to that Ii.'cense as of the date the application is submitted '

d_:Respendems are requzred fo report their. surrenders a8,

Respondent Pharmacist, the requlrements include, but are not limited to, taking and passing the

California Licensure Exaniination prl_o.r to the issuance of a new license.

5. Respondent Pharmacist shall pay the agency its-costs of investigation and
enforcement in the amount of $13,922.00 p,riér to issuance of a new or reinstated license.

6. If Respondents should ever apply or reapply for 4 new lcense or certification, or
petition for reinstatement of 2 license, by any o‘fhe:_r health care licensing agency in the State of

California, all of the charges and allegations contained in the First Amended Accusation, Case

| No. 51 02, shall be deemed to be true, correct, and admitted by Respendent for the purpose of any

Statement of Issues or any other proceeding seeking to deny or restrict licensute.
7.  Respondents shall not apply to the Board for licensure or petition for reinstatement

for at least three years after the effective date of the Board"s Decision and Order.

ACCE PTANCE

Ihave carefully read the above Stipulated Swurrender of License and Order and have fully |

discussed it with my attorney, Alexander M. Medina. I understand the st;pulahon and the effect it
will have. o my pharmacist license and pharmacy permit, 1 enter into this Stipulated Surrender of
License and Order voluntarily, knowingly, and intelligently, and agree to be bound by the

Decision and Order of the Board of Pharmacy.

W%M/z) 7 Mél&('

oweo:_/0/7)lfp
A RANDALL W, TONELLL individually and on

behalf of PHARMACIA CORPORATION d.b.a

1800 SULLIVAN PHARMACY

Respondents

e T ‘ . T TT T Stipulated Surrender of Licénse (Case No, 5102) 1
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1 have fead and fully discussed with Respondent Randall W, Tonelli, individually and in his
capacity as an officer of Respondent Pharmacia Corporation doing business as 1800 Sullivan

Pharmacy, the terms and conditions atid other matters contained in this Stipulated Surrender of

License-and Order. I approve its form and content.

ALEXANDER M. MEDINA
. Attorney for Respondents _

ENDORSEMENT

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

for consideration by the Board of Pharmacy of the Departuient of Consumer Affaits,

Dated: OCAher 18, &O!(o  Respectfully sibmitted,

KAMALAD. HARRIS

Attorney General of California
DIANN SOKOLOFF _
Supérvising Deputy Attoriey General

ASPASIA A. PAPAVASSILIGU
Deputy Attorney General
‘Attorneys for Complainant

“$Fadia002158

90707082.doc

T . T T stipulated Surrender of License {Case No, | 5“]0?)
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Exhibit A
First Amended Accusation No. 5102
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Kamara D, HARRIS
Attomey General of California
DIANN SOKOLOFF ‘
‘Supervising Deputy Attorney General
ASPASTA A, PAPAVASSILIOU
Deputy Attorney General
State Bar No. 196360
1515 Clay Street, 20th Floor
P.O. Box 70550
Oakland, CA 94612-0550 -
Telephone: (510) 622-2199
Facsimile: (510) 622-2270
E-mail: Aspasia.Papavassiliou@doj.ca.gov
Attorneys for C’omplamant

BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS

e STA’I‘E OF CALIFORNIA.
In the Matter of the First Amended Accusation | Case No. 5102
Against: B ‘

FIRST AMENDED
PHARMACIA CORPORATION d.b. a ' ‘
1800 SULLIVAN PHARMACY ACCUSATION 1
William M. Toxelli, Presldent
Elsie T'onelli, Vice President
Randall W. Tonelli, Secretary and
Pharmacist- m—Charge
1800 Sullivan Avenue, Suite 102
Daly City, CA 94015
‘Pharmacy Permit No. PHY 18784 -
and
RANDALL W. TONELLX
14 Golden Ridge Court -
San Mateo, CA 94402
Pharmacist License No RPH 24318
Respanéénts. i
Complainant alleges:
PARTIES

1. Virginia Herold (Complainant) brings this First Amended Accusation solely in her
official capacity as the Executive Officer of t?he‘Board of Pharmacy, Department of Consumer
Affairs.

1

- ( 1800 SULLIVAN PHARMACY & RANDALL W, TONELL]) FIRST ALENDED ACCUSATION
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2. Onor about July 29, 1985, the Board of Pharmacy issued Pharmacy Permit Number
PHY 18784 to Pharmacia Corporation doing business as 1800 Sullivan Pharﬁacy (Respéndent
Pharmacy), with William M., Tonelli as President, Elsie Tﬁnelli a3 Vice President, and Randall W.
Tonelli as Secretary and Pharmacist—in—Chméc. The permit was in full force and effect at all
times relevant to the charges brought in this Accusation apd ﬁill expire on February 1, 2017,
unless renewed. ‘

| 3. Onor a.bbut October 29, 1965, the Bdard of Pharmacy issued Pharmacist License
Nunber RPH 24318 to Randall W Tonelli (Respondent Pharmacist), The license was in full
force and effective at all times relevant to the charges brought in this Accusation, and will expire
on Febtuary 20, 2017, unless renewed. |
' | JURISDICTION | |

4, . This First Amended Accusation is brought before the Board of Pﬁgﬂnac‘y— (B.oard),
Department of Consumer Aﬁairs,_ under the authority of the fallbwﬁng laws. All section
references are to the Business and Professions Code unless otherwise :indicafe'd,

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

"(2) Every license issued may be suspended or revoked.

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

"(1) Suspending judgment,

"(2) Placing him or her upon probatioﬁ. _

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

"(4) Revoking his or her license.

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

;'(e) The proceedings under this article éhall be conducted in accordance with Chapter 5

(commencing with Section 11500) of Part 1 of Division 3 of the Government Code, and the board

2

(1800 SULLIVAN FHARMACY & RANDALL W. TONELLI) FIRST AMENDED ACCUSATION
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shall have‘a all the powers granted therein, The action shall be f"mal, exeept that the propriety of
the action is subject fl;o review by the supetior court pursuant to Section 1094.5 of the Code of
Civil Procedure."

6. Section 4300.1 of the Codé states:

"The expiration, cancellation, forfoiture, or suspension of a board-issued license by
operation of law or by-order or decision of the board or a court of law, the placement of a license
on a retired status, or the voluntary surrender of a licgense by a licensee shall not deprive the board
of ju_risdiotibn to commence or proceeci with any ‘i:avestigation-of, or action or disciplinary
proceeding‘against, the licensee or to render a decision suspending or revoking the li.oense.“.

7. -+ Section 4307 (a) of the Code states:.

“Any person whd has been denied a license or whose license has been revoked or Is

under suspension, or who has failed to renew his or her license while it was under s'uspensiofn, or

who has been a manager, administrator, owner member, officer, divector, associate, or partner of -

any partnsrship, corporation, firm, or association whose application for a license has been denied

or revoked, is undér suspension or has been placed on probation, and while acting as the manger,
administrator, owner, member, officer, director, associate, or partner had knowledge or
knowingly participated in any conduct for which the license wai denied, revoked, suspended, or
placed on probation, shall be prohibited from serving as a manger, administratdr, owner, member,
officer, director, associate, or partner of a licensee as follows:
(1) Where a probationary license is issued or where an existing license is placed on
probation, this prohibition shall remain in effect fora i::eriod not to exoeed five years.
(2) Where the license is denjed or revoke&, the prohibition shall continue until the
license is isgued or reinstated.” |
. STATUTORY AND REGULATORY PROVISIONS
8. Section 4061 of the Code statss,‘ in pertinent patt:
"(a) No manufacturer's sales representative shall distribute any dangerous arug or
&angero‘us device as a complimentary s'ample without the written request of'a physician, dentist,

podiatrist, optometrist, veterinarian, or naturopathic dootor pursuant to Section 3640.".?...:"

3
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9. Section 4081 of the Code states, in pertinent part:

"(a) All records of manutacture and of sale, acquisition, ot dis;ﬁ os;ition of dangerous drugs
or dangerous devices shall be at all timeés during business hours opet to inspection by authorized ‘
officers of the law, and shall be preserved for at least three years from the date of making. A
ocurrent irwentory shall be kept by every manufacturer, wholesaler, pharmacy, veterinary
food-animal drug retailer, physician, dentist, Podiatrist, veterinarian, laboratory, elinio, hospital,
institution, or establishment. hc_: Iding a currently valid and unrevoked. certificato, license, 'permit,
registration, or exemption under.Di;\;isidn 2 (commencing with Section 1200) of the Health and
Safety Code or under Part 4 (commencing with Section 16000) of Division 9 of the Welfare and
Institutions Code who maintains a stock of dangerousl drugs or dangerous devices."
| 10.  Section 4301 of the Code states; in pertinent part: |

"The board shall take action against any holder of a license who Is guilty of unprofessional
conduct or \;sfhose 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:

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

"(1) The conviction of a crime éubstantiglly related toltha qualifications, functions, and
duties of a licensee under this chapter. The record of conviction of a violation of Chapter 13.
(commencing with Section 801) of Title 21 of the United States Code regulating controlled
substances ot of & violation of the statutes of this state regulating controlled substances or
dangerous drugs shall be conclusive svidence of unprofessional conduct....A. plea or verdict of
guilty or a conviction following é. plea of nolo contendere s deemed to be a conviction within the
meaning qf this provision, The board may take action when the time for appeal has elapsed, or the
judg‘xﬁent of conviction has been affirmed on appeal or when an order granting probation is made
suspending the hnﬁosition of sentence, irrespective of a subsequent order under Section 1203.4 of

the Penal Code allowing the person to withdraw his or her plea of guilty and to enfer a plea of not

4
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guilty, or setting aside the verdict of guilty, or dismissing the accusation, information, or

indictment.

"(0) Viclating or attempting to violate, directly or indirectly, or assisting in or abettihg the
violation of cr bonspiring to violate any provision or term of this chapter or of the applicable
federal and state laws and regulations governing phérmacy, including regulations established by-'
the boatd or by any other state or federal regulatqry agency." |

1 17 " California Code of Regulatiﬁns, title 16, section 1714, states, in pertinent part:

"(b) "Each pharmacy lcensed by the board shaill maintain its facilities, spaée, fixtures, qnd
equipment so that drugs are safely and properly prepared, maintained, s.eourcd and distributed.
The pharmacy shall be ‘of sufficient size and unobstructed area to accommo;lata the safe préotice

of pharmacy.

"(d) Each pharmacist whils on duty shall be respo.nsible for the security of the prescription
department, including provisions for effective control against theft or diversion oé‘ dangerous
drugs and devices, and records for such drugs and devices. I;’ossession‘ of akey tolthe pharmacy
whete dangerous drugs and controlled substances ate ‘storefl shall be restricted fo 2 pharmacist "

12, . Califprnia_ Code of R&_agulations, title 16, section 1718, states: |

"Cuzrent Inventory' as used in Sections 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 iﬁ Sections 4081 and 4332, ‘ ,

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

| COSTRECOVERY PROVISION

13, Section 125.3 of the Code states, in pert'indnt part, that the Board may request the
administrative law judge to direct a licentfate found to have c't)m.rnitted & violation or violations of
the licensing act to pay a sum not to exceed the reasm;ablle costs of the investigation and
enforcement of the cage. .

5

{1800 SULLIVAN PHARMACY & RANDALL W, TONFLLT) FIRST AMENDED ACCUSATION




e Y N V' XY

10
11

12

13
14
15
16

B Vi

18
19
20
21
2
23
24
25
26
27
28

DRUG

14, The drug combination of hydrocodone with acetaminophen {(apap) is a Schedule III
controlled substanoe under Health and Safety Code section 11056, subd. (€)(4), and a dangerous
drug under Business and Professions Code asction 4022,

FACTUAT BACKGROUND

Board Investigation

15, Board staff conducted an investi@tion involvihg Respondent Pharmacy regarding its -
handling of controlled substances and its alleged obtaining of pharmaceutical drug samples.

Controlled Substances .

. 16.  On or about April 8, 2011, the Board received a co:ﬁplaim from pharmaceutical
company the ParMed Pharmaceuticals, Inc. (ParMed) about ParMed’s suspension of controlled
substince sales to Respondent Pharmacy. Panad alleged that it blocked Respbnde'nt Pharmecy
due to its refuéal to permit & “Quality & Regulatory Anti-Diversion visit” from ParMed, '

17.  Asaresult of the complaint, a Board ingpector conducted an audit of the period from
May 25, 2009 to Majr 9, 2011, and fourd that Respondent Pharmacy had a loss of approximately
1,976 dosage units of hydrocodone/apap and an overage of approximately 2,798 dosage uniis of
hydro codone/apap

Drug Sampleq

18.  On or about December 9, 2011, the United States Food and Drug Administration
(FDA) provided information to Board staff about the FDA’s investigation of'a cqmplaint from the
pharmaceutical company Merck that Respondent Pharmacy was reoe‘:iving large bags of various
samples of pharmaceutical drugs, such as cholesterol ancl blood pressure medlcatmns '

19.  Onorabout Angust 15,2012, a Board mspector visited Respondent Pharmacy and
found various pharmaceutical drug samples on the inventory shelves and also within boxes and
bags in a small aloove section of the pharmacy.

20. Onor about August 16, 201?:, in an interview with FDA agents, Respondent
Pharmacist stated that the Respondent Pha:rméoy received. pharmaceutical drug samples from
Rotacare, & charity and clinic for uninsured, low-income patients, and mainitained them on the |

6
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maintein complete accountability of all controlled substances, In a Board audit for the period of

premises to fill prescriptions for Rotacare patients.

Crirringl Conviction

21, Onorabout July 11, 2016, in United States of America v. Randall Tonelli, United
States District Court, Northern District of California, Case No, CR-1 600072-601 TEH,
Respondent Pharmacist pled guilty to and was convicted of committing the following offenses
between January of 2010 and on or about Augsst 16, 2012: (1) knowingly offer to sell or trade a
prescription drug sample (21 U.S.C. §§ 331(t), '?’;3@)(1)(13), and 353(c)); and (2) ﬁlisbraxiding
drugs while held for sale with the intent to defraud or mislead (21 U.S.C. §§ 331(k) and
333(a)(2)). Respondent Pharmacist was sentenced to five years of probation and was crdered to

forfeit $884,809.21 and his Board of Pharmacy License Number 24318 to the United States,

FIRST CAUSE FOR DISCIPLINE
(Unprofessional Conduct: Unsecured Pharmacy)
(Bus. & Prof. Code, § 4301, subd. (0); Cal. Code Regs., tit. 16, § 1714, subds (b), (@)

22, Respondent Pharmacy has subjected its pharmacy permit to discipline and
Respondent Pharmacist has subjected his pharmacist license to discipline because they engaged in
unprofessional conduct by maintaining an unsecured pharmacy (Bus. & Prof. Code, § 4301, sub;i.
(0); Cal. Code Regs., tit. 16, § 1714, subds. (b), (d)). Respondents failed to maintain effective
control of the seogrity of the prescripﬁon department against theft or loss of controlled
substances. In a Board audit for the period of May 25, 2009, to May 9, 2011, Respondents could
not account for the loss of ap;;roximately 1,9’7. 6 dosage units of hydrocodone/apap, as followé:
494 dosage units of hydrocodone/apap 7.5 mg/750 mg; 1,452 dosage units of hydrocodone/apap
10 mg/325 mg; and 30 dosage vnits of hydrdcodone/apap 10 mg/500 mg.

SECOND CAUSE FOR DISCIPLINE

(Unprofessional Conduet: Failure to Maintain Current Inventoty) -
(Bus, & Prof. Code, §§ 4301, subds.(j), (0), and 4081 subd. (a); Cal. Code Regs., 1it. 16, § 1718)

23, ReSpondent Phexmacy has subjected its pharmacy permit to discipline and
Respondent Pharmacist has sub]ected his pharmacist license to discipline because they engagad in
unprofessional conduct by failing to maintain current inventory (Bus. & Prof, Code, §& 4301,

subds.(), (0), and 4081 subd. (a); Cal. Code Regs., tlt 16, § 1718). Respondents faﬂed to

7
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May 25, 2009, to May 9, 2011, Respondents could not account for the loss of approximately
1,976 dosags units of hydrocedone/apap, as follows: 494 dosage units of hydrocodoﬁe/apap 7.5

i
i
i
i
4
H
!
i

mg/750 mg; 1,452 dosage units of hydrocodone/apap 10 mg/325 mg; and 30 dosage units of
hydrocodone/apap 10 mg/500 mg. In addition, Respondents-could not account for an overage of
approximately 2,798 dosage units of hydrocodone/apap, as follows: 2,268 dosage units of
hydrocodone/apap 5 mg/500 mg; 126 dosage units of hydrocodone/apap 5mg/325 mg; 225
dosage units of hydrocodone/apap 7.5 mg/325 mg; 4 dosage units of hydrocodoné/apap 7.5
mg/500 mg; and 175 dosage units of hydrocodone/apap 10 mg/650 mg.

RD CAUSE FOR DISCIPLINE

(Unprofesmonal Conduect; Obtaining and Possessing Drug Samples)
{(Bus. & Prof. Code, §§ 4301, subd (0) and 4061, subd. (a))

24,  Respondent Pharmacy hag subjected its pharmacy permit to discipline and
Respondent Pharmacist has subjected his pharmacist license to discipline because they engaged in
unprofessional conduct by obtaining and possessing pharmaceutical drug samples (Bus. & Prof.
Code, §§ 4301, subd. (o) and 4061, subd, (2).) The circumstances are described in paragrapﬁs 18-
22, sbove, _ o .

FOURTH CAUSE FOR DISCIPLINE

(Unprofessuonal Conduct: Violation of Law Regarding Controlled Substances)
' (Bus & Prof, Code, § 4301, subd, (])) _

25. Respondent Pharmacy has subjected its pharrnaoy permft to discipline and

Respondent Pharmacist has subjected his pharmacist license fo discipline because Respondent
Pharmacist violated a law regarding controlled substances (Bus. & Prof. Code, § 4301, subd.’ M.
The ciroumst;ances are described in paragraphs 18-22,' above, '

FIFTH CAUSE FOR DISCIPLINE

(Unprofessioral Conduct: Substantially Related Conviction) : ]
{Bus. & Prof, Code, § 4301, subd. (1)) . ;

26. Respondent Pharmacy has subjected its pharmacy permit to discipline and
Respondent Pharmacist has subjected his pharmacist license to discipline because Respondent
Pharmacist was convicted of a eriminal offense subétantially related to the practice of pharmacy
(Bus. & Prof. Code, § 4301, subd., (M) The circumstances are desgribed in paragraphs 18-22,
above. |

by
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SIXTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct: Violation of Pharmacy Law)
(Bus. & Prof, Code, § 4301, subd. (o))

27, Respondent Pharmacy has subjected its pharmacy permit to discipline and
Respondent Pharmacist has subjected his pharmacist license to discipline because Respondent
Pharmacist viclated a law pertaining to pharmacy (Bus, & Prof, Code, § 4301, subd. (0)). The
clrcurnstances are described in paragraphs 18-22, above.

OTHER MATTERS

28. Pursuant to section 4307, if discipline is imposed on Pharmacy Permit Number PHTY

18“784, issped to Pharmace Corporation doing business as 1800 Sﬁl!ivap Pharmacy, then William
M. Tonelli, Elise Tonelli, and Randali W. Tonelli, if they had knowledge of or knowingly
"participated in any conduct for which the licensee was disciplined, shall be prohibited from
| serving as a manager, administrator, owner, member, officer, director, assqciate; or partner of a.
lioenéee for five yoars if Pharmacy Permit Number PHY 18784 is placed on probation or, if it is .
revoked, until the pharmacy permit is reinstated, |

WHEREFORE, Complainant requests that a hearing be held on the matters alleged in this

First Amended Accusation, and that following the hearing, the Board of Pharmacy Issue a
decision: ) .
1. Revoking or suspending Pharmacy Permit}Number PHY 18784, issued to fhannaoia
borporatiop doing business as 1800 Sullivan Pharmacy; | . | '

2. - Revoking or mispendhg Pharmacist License Number RPH 24318, issued to Randall
W. Tonelli;
. 3, Prohibiting William M, Tonelli from serving as a manager, administrator, owner,
member, officer, director, associate, or pattner of a licensee for five years if Pharmacy Permit
Number PHY 18784 is placed on probation or, if it is revoked, until the pharmacy permit is
reinst_atad;

4. . Prohibiting Elsie Tonelli from serving as a manager, administrator, o¥ner, member,

officer, director, associate, or partner of a licenses for five years if Pharmaoy Permit Number

9
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PHY 18734 is placed c;n probation or, if it is revoked, until the pharmacy permit is reinstated;

5. Prohibiting Randall W. Tonelli from serving as a manager, admﬁlistrator, OWREr, '
member, officer, dire-c'tor, associate, or painer of a licenses for five years if Phatmacy Permit
Number PEY 18784 is placed on probation or, if it s revoked, until the pharmacy penﬁit is
reinstated, : l ' .

6.  Ordering Pharrflaca Corporation doing buginess as 1800 Sullivan Pharmacy and
Randall W. Tonelli to pay the Board of Pharmacy the reasonable costs of the iﬁv’astigation- and
enforcement of this case, under Business and Professions Code section 125.3;

!

7. Teking such other and further action as deemed necessary and proper.

VIRGINIA HEROLD
Executive Officer
Board of Pharmacy '
Department of Consumer AfTalrs
State of California
. Complainant

lDATE-D: q/g//é’ - d@%@mw |

SF2014902158  90690484.docx
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KAMALA D. TIARRIS
Attorney General of California
DIANN SOKOLOFF
Supervising Depuly Attoraey Greneral
ASPASIA A, PAPAVASSILIOU
Deputy Atiorney General
State Bar No. 196360
1515 Clay Street, 20th Floor
P.O. Box 70550
Oakland, CA 94612-0550
Telephone: (510) 622-2199
Facsimile; (510) 622-2270
E-mail: Aspasia.Papavassilion@doj.ca.gov
Attorneys for Complainant

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

—y
[+

Tn the Matter of the Accusation Againsts Case No. 5102

PHARMACIA CORFPORATION d.b.a.
1800 SULLIVAN PHARMACY
William M. Tonelli, President

Elsie Tonelli, Vice Pregident

Randall W. Tonelli, Secretary and
Pharmacist-in-Charge

1800 Sullivan Avenue, Suite 102

Daly City, CA 94015

ACCUSATION

Pharmacy Permit No. PHY 18784
and

RANDALL W. TONELLI

14 Golden Ridge Court

San Mateo, CA 94402

Pharmacist License No. BPH 24318

Respondents.

Complainant alieges:

PARTIE

(¥

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

the Executive Cfficer of the Board of Pharmacy, Department of Consumer Affairs.

1
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2. Onor about July 29, 1985, the Board of Pharmacy issued Pharmacy Permit Number
PIHY 18784 to Pharmacia Corporation dofng business as 1800 Sullivan Pharmacy (Respondent
Pharmacjf), with William M. Tonelli as Prosident, Elsie Tonelli as Vice President, and Randall W,
Tonelli as Secretary and Pharmacist-in-Charge. The permit was in full force and effect at all times
relevant to the charges brought in this Accusation and will expire on February 1, 2017, vunless
renswed.

3, Onor about October 29, 1965, the Board of Pharmacy issued Pharmacist License
Number RPH 24318 to Randall W, Tonelli (Respondent Pharmacist). The license was in full force
and effective at all times relevant to the charges brought in this Accusation, and will expire on
February 20, 2017, unless renewed.

JURISDICTION

4, This Accusation is brought before the Board of Pharimacy (Board), Department of
Congumer Affairs, under the authority of the following laws. All section references arc o the
Business and Professions Code unless otherwise indicated.

5. Seotion 4300 of the Code stales, in portinent part:

"(a) BEvery license issued may be suspended. olr revoked.

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

(1) Suspending judgmcﬁt.

"(2) Placing him or her upon probation,

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

"(4) Revoking his or her license.

"(5 ) Taking any other action in relation to disciplining him or her as the board i its

discretion may deem proper.

"(e) The proceedings under this article shall be conducted in accordance with Chapter 5
(commencing with Section 11500) of Part 1 of Division 3 of the Government Code, and the board

2
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1 || shall have all the powers granted therein. The action shall be final, except that the propriety of the
2 || action is subject to review by the superior court pursuant to Section 1094.5 of the Code of Civil
'3 || Procedure.”

4 |l 6. Section 4300.1 of the Code states:

5 "'he expiration, cancellation, forfeiture, or suspension of a board-issued license by operation

6 || of law or by order or decision of the board or a court of law, the placement of a Hicense on a

7 || retired status, or the voluntary surrender of a license by a licensee shall not deprive the board of

§ || jurisdiction to commence ot proceed with any investigation of, or action or disciplinary proceeding

¢ || against, the livenses or to render a decision suspending or revoking the license."
10 STATUTORY AND REGULATORY PROVISIONS

11 7. Section 4301 of the Codé states, in pertinent part:

, 2 "The board shall take action against any holder. of a license who is guilty of unprofessional
13 || conduct 0rjwhose license has been procured by fraud or misrepresentation or issued by mistake.
14 1| Unprofessional conduct shall include, but is not limited to, any of the following:

15
16 "(j) The violation of any of the statutes of this state, or auy other state, or of the United

_ 17 " States regulating controlled substances and dangerous drugs.

18
19 "(0) Violating or attempting to violate, directly or indirectly, or assisting in or abetting the

~ 20 || violation of or conspiring to violate any provision ot tettn of this chapter or of the applicable

| 21 || federal and state laws and regulations governing pharmacy, including regulations established by the

| 22 || board or by any other state or federal regulatory agency.”
23 8. Section 4061 of the Code states, in pertinent part:

f 24 "(a) No manufacturer's sales representative shall distribute ahy dangerous drng or dangerous
2;5 device as a complimentaiy sample without the written request of a physician, dentist, podiatrist,
26 || optometrist, veterinarian, or naturopathic doctor pursuant to Section 3640.7...."

27

2
3
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9.  Section 4081 of the Code states, in pertinent part:

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

10.  Section 4307 (a) of the Cods states:

“Any person who has been denied a license or whose license has been revoked or is
under suspension, or who has failed to renew his or her license while it was l_mder suspension, or
who has been a manager, administrator, owner member, officer, director, associate, or partnet of
any partnorship, corporation, firm, or association whose application for a license has been denied
or revoked, is under suspension or has been placed on probation, and while acting as the manger,
administrator, owner, member, officer, director, associate, or partner had knowledge or knowingly
participated in any conduct for which the license was denied, revoked, suspended, or placed on
probation, shall be prohibited from serving as a manger, administrator, owner, member, officer,
director, associate, or partner of a licensee-as bllows:

| (1) Where a probationary license is issued or where a1 existing license is placed on
probation, this prohibition shall remain in effect for a period not to exceed five yoars.
(2) Where the license is denied or revoked, the prohibition shall continue vatil the
license 18 issued or reinstated.” -
11, Californis Code of Regulations, title 16, section 1714, states, in pertinent part:
"(b) Each pharmacy licensed by the board shall maintain its facilities, space, fixiures, and

equipment o that drugs are safely and properly prepared, maintained, secured and distributed. The

(180G SULLIVAN PHARMACY) ACCUSATION|
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pharmacy shall be of sufficient size and unobstructed area to accommodate the safe practice of

pharmacy.

"(d) Each pharmacist while on duty shall be responsible for the security of the proscription
department, including provisions for effective control against theft or diversion of dangerous drugs
and devices, and records for such drugs and devices. Possession of a key to the pharmacy where
dangerous drugs and controlled substances are stored shall be restricted to a pharmagcist

12.  California Code of Regulations, title 16, section 1718, states:

""Current Inventory' as used in Sections 4081 and 4332 of the Business and Professions
Code shall be considered to 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 afier the date of the inventory.”

COST RECOVERY PROVISION

13, Section 123.3 of the Code states, in pertinent part, that the Board may request the
administrative Jaw judge to direct a licentiate found to have committed a violation or violations of
the licensing act to pay a sum not to exceed the reasonable cosis of the investigation and
enforcement of the case,

DRUG

14, The drug combisation of hydrocodone with acetaminophen (apap) is a Scheduls 11T
controlled substance under Health and Safety Code section 11056, subd. (2)(4), and a dangerous
drug under Business and Professions Code section 4022,

FACTUAL BACKGROUND

15, Board staff conducted an investigation involving Respondent Pharmacy regarding (1)
its handling of controlled substances and (2) its allegod obiaining of pharmaceutical drog sanples.
Controlied Substances
| 16.  Onor about April 8, 2011, the Board received a complaint from pharmaceutical
company the PatMed Pharmaceuticals, Inc. (ParMod) about ParMed’s suspension of controlled

5
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substance sales to Respondent Pharmacy., ParMed alleged that it blocked Respondent Pharmacy
due to its refusal fo permit a “Cuality & Regulatory Anti-Diversion visit” from ParMed.

17.  Asartesult of the complaint, a Board inspector conducted an audit of the pericd from
i May 25, 2009 fo May 9, 2011, and found that Respondent Pharmacy had a loss of approximately

1,976 dosage units of hydrocodone/apap and an overage of approximately 2,798 dosage units of

hydrocodonc/apap.

Drug Samples

18,  Onor about December 9, 2011, the United States Food and Drug Administration
(FDA) provided information to Board staff’ about the FDA’s investigation of a complaint from the
pharmaceutical cormpany Merck that Respondent Pharmacy was receiving large bags of various
samples of pharmaceutical drugs, such as cholesterol and blood pressure medications.

19.  Onor about August 15, 2012, a Board inspector visited Respondent Pharmacy and
found various pharmaceutical drug samples on the inventory shelves and also within boxes and
bags in a small aleove section of the pharmacy.

20.  Onor about August 16, 2012, in an interview with FDA agents, Respondent
Pharmacist admitted that the Respondent Pharmacy received pharmaceutical drug samples from
Rotacare, a charity and clinic for uninsured, low-income patients, and maintained them on the
premiges to fill preseriptions for Rotacare patients.

FIRST CAUSE FOR BISCIPLINE

(Unprofessional Conduet: Unsecured Pharmacy)
(Bus. & Prot. Code, § 4301, subd. (0); Cal. Code Regs., tit. 16, § 1714, subds. (b), (1))

21, Respondent Pharmacy has subjected its pharmacy permit to discipline and Respondeﬁt
Pharmacist has subjected his pharmacist license to discipline because they engaged in
unprofessional conduet by maintaining an unsecured phatmacy (Bus, & Prof. Code, § 4301, subd.
(o); Cal. Code Regs., tit. 16, § 1714, subds. (b}, (d)). Raspondenfs failed to taintain effoctive
confrol of the security of the prescription department against theft or loss of controlled substances.

In a Board audit for the period of May 25, 2009, to May 9, 2011, Respondents could not account

for the losg of approximately 1,976 dosage unifs of hydrocodone/apap, as follows: 494 dosage
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units of hydrocodone/apap 7.5 mg/750 mg; 1,452 dosage units of hydrocodone/apap 10 mg/325
mg; and 30 dosage units of hvdrocodone/apap 10 mg/500 mg,
SECOND CAUSE FOR DISCIPLINE

(Unprofessional Conduct: Failure to Maintain Current Inventory)
(Bus. & Prof. Code, §§ 4301, subds.(j), (0), and 4081 subd. (a); Cal. Code Regs., tit, 16, § 1718)

22. Respondent Pharmacy has subjected its pharmacy permit to discipline and Respondent

Pharmacist has subjected his pharmacist license to discipline because they engaged in
unprofessional conduct by failing to maintain current inventory (Bus. & Prof, Code, §§ 4301,
subds.(j), (o), and 4081 subd. (a); Cal. Code Regs., tit. 16, § 1718). Respondents failed to
maintain complete accountability of all confrolled substances. In a Board audit for the period of
May 25, 2009, to May 9, 2011, Respondents could not account for the loss of approximaiely
1,976 dosage units of hydrocodone/apap, as follows: 494 dosage units of hydrocodone/apap 7.5
mg/750 mg; 1,452 dosage units of hydrocodone/apap 10 mg/325 mg; and 30 dosage units of
hydrocodone/apap 10 mg}SO{) mg. Inaddition, Respondents could not account for an overage of
approximately 2,798 dosage units of hydrocodone/apap, as follows: 2,268 dosage units of
hydrocodone/apap 5 mg/500 mg; 126 dosage units of hydrocodone/apap Smg/325 mg; 225 dosage
units of hydrocodone/apap 7.5 mg/325 rug; 4 dosage units of hydrocodone/apap 7.5 mg/500 mg;
and 175 dosage units of hydrocodone/apap 10 mg/650 mg.

THIRD CAUSE FOR DISCIPLINE
{Unprofessional Conduct: Obtaining and Possessing Drug Samples)
(Bus. & Prof. Code, §§ 4301, subd. (0) and 4061, subd. (2))

23.  Respondent Pharmacy has subjected its pharmacy perit to discipline and Respondent
Pharmacist has subjected his pharmacist Heense to discipline because they engaged in
unprofessional conduct by obtaining and possessing pharmaceutical drug samples (Bus. & Prof
Code, §§ 4301, subd. (o) and 4061, subd. {a).) The circumstances are described in paragraphs 18-
20, above.

OTHER MATTERS

24, Pursuant fo section 4307, if discipline is imposed on Pharmacy Permit Number PHY
18784, issued to Pharmaca Corporation doing business as 1800 Sullivan Pharmacy, then William

M. Tonelli, Elise Tonelli, and Randall W, Tonelli, if they had knowledge of or knowingly

7
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participated in any conduct for which the licensee was disciplined, shall be prohibited from gerving
as a manager, adminisirator, owner, member, officer, director, associate, or partner of a licensee
for five years If Pharmacy Permit Number PIHY 18784 is placed on probation or, if' it is revoked,
until the pharmacy permit is reinstated.

PRAYER

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

1,  Revoking or suspending Pharmacy Permit Number PHY 18784, issued fo Pharmacia
Corporation. doing business as 1800 Sulliven Pharmacy;

2. Revoking or suspending Pharmacist License Number RPII 24318, issued to Randall
W. Tonelli;

3, Prohibiting William M. Tonelli from serving as a manager, administrator, owner,
member, officer, director, associate, or partuer of a licensee for five years if Pharmacy Permif
Number PHY 18784 is placed on probation or, if it is revoked, until the pharmacy permit ig
reinstated;

4, Prohibiting Elsie Tonelli from serving as a manager, administrator, owner, member,
officer, director, associate, or partner of a licenisee for five yeats if Pharmacy Permit Number PHY
18784 is placed on probation or, if it is revoked, until the pharmacy permit is reinstated,

5. Prohibiting Randall W. Tonelli from serving a8 a manager, admimistrator, owner,
member, officer, director, associate, or partner of a licensee for five years if Pharmacy Permit
Nutnber PHY 18784 is placed on probation 5r, if it is revoked, until the pharmacy pert is
reinstated;

6. Ordering Pharmaca Corporation doing business as 1800 Sullivan Pharmacy and
Randall W. Tonelli to pay the Board of Pharmacy the reasonable costs of the investigation and

enforeement of this case, under Business and Profesgions Code gection 125.3;
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7. Taking such other and further action as deemed necessary and proper.

5 b2/t

DATED:

Drgr Lt

SF2014902158 90520597 .doo

VIRGINIA HEROLD

Excoutive Officer

Boatd of Phatmacy
Depattment of Consumer Affairs
State of California

Complainant
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