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BEFORE THE 

BOARD OF PHARMACY 


DEPARTMENT OF CONSUMER AFFAIRS 

STATE OF CALIFORNIA 


In the Matter of the Second Amended 
Accusation Against: 

JAMES A. WILSON 
P.O. Box 73023 
San Clemente, CA 92673 

Pharmacist License No. RPH 23617 

Respondent. 

Case No. 4389 

DECISION AND ORDER 

The attached Stipulated Settlement and Disciplinary Order is hereby adopted by the 

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

This decision shall become effective on September 18, 2014. 

It is so ORDERED on September 11,2014 .. 

BOARD OF PHARMACY 
DEPARTMENT OF CONSUMER AFFAIRS 
STATE OF CALIFORNIA 

By 
STAN C. WEISSER 
Board President 
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KAMALA D. HARRIS 
Attorney General of California 
GREGORY J. SALUTE 
Supervising Deputy Attorney General 
THOMAS L..RlNALDI 
Deputy Attoiney General 
State Bar No. 206911 

300 So. Spring Street, Suite 1702 
Los Angeles, CA 90013 
Telephone: (213) 897-2541 
Facsimile: (213) 897-2804 

Attorneys for Comp/ainani . 

BEFORE THE 

BOARD OF PHARMACY 


DEPARTMENT OF CONSUMER AFFAIRS 

STATE OF CALIFORNIA 


In the Matter of the Second Amended 
Accusation Against: 

JAMES A. WILSON 
P.O. Box 2092 
Arcadia, CA 91077 
Pharmacist License :No. RPH 23617 

Respondent. 

Case No. 4389 

STIPULATED SETTLEMENT AND 
DISCIPLINARY ORDER 

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

entitled proceedings that the following matters are true: 

PARTIES 

1. Virginia Herold ("Complainant") is the Executive Officer of the Board ofPharmacy. 

She brought this action solely ln her official capacity and is represented in this matter by Kamala 

D.lj:arris, Attorney General ofthe State of California, by Thomas L. Rinaldi; Deputy Attorney 

General. 

2. Respondent James A. Wilson ("Respondent") is represented ill this proceeding by. 

attomey Herb Weinberg, whose address is: 1800 Century Park East, Los Angeles, CA 90067. 

3. On or about August 10, 1967, the Board of Pharmacy issued Pharmacist License No. 

RPH 23617 to James A. Wilson (Respondent). The Pharmacist License was io full force and 

effect at all times relevant to the charges brought in Second Amended Accusation No.4389 and 

will expire on December 31, 2015, unless renewed. 
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4. Second Amended Accusation No. 4389 was filed before the Board of Pharmacy 

(Board) , Department of Consumer Affairs, and is currently pending against Respondent. The. 

Se.cond Amended Accusation and all other statutorily required docllliJ.ents were properly served 

on Respondent on February 24, 2014. Respondent timely filed his Notice of Defense contesting 

the Second Amended Accusation. 

5. A copy of Second Amended Accusation No. 4389 is attached as exhibit A and 

incorporated herein by reference. 

ADVISEMENT AND WA!VERS 

6.· Respondent has carefully read, fully discussed with counsel, and understands the 

charges and allegations in Second Amended Accusation No. 4389. Respondent has also carefully 

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

Disciplinary Order. 

7. Resj:>ondent is fully aware of his legal rights in this matter, including.the right to a 

hearing oii the charges and allegations in the Second Amended Accusation; the right to be 

represented by counsel at his own expense; the right to confront and a;oss-examine the witnesses 

against him; the right to present evidence and to testify on his own behalf; the right to the 

issuance ofsubpoenas to compel the attendance of witnesses and the pro.<!uction of documents; 

the right to reconsideration and court review of an adverse decision; and all other rights accorded 

by the California Administrative Procedure Act and other applicable laws. 

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

every right set forth above. 

CULPABILITY 

9. Respondent understands and agrees that the charges and allegations in Second 

Amended Accusation No. 4389, if proven at a hearing, constitute cause for imposing discipline 

upol) his Pharmacist License.· 

10. For the purpose ofresolvfug the Second Amended Accusation without the expense 

and uncertainty of further proceedings, Respondent agrees that, at a hearing; Complainant could 
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establish a factual basis fbr the charges in the Second Amended Accusation, and that Respondent 

hereby gives up his right to contest those charges. 

11. Respondent agrees that his Pharmacist License is subject to discipline and he agrees 

to be bound by the Board's probationary terms as set forth in the Disciplinary Order below. 

RESERVATION 

12. The admissions made by Respondent herein aJ.'e only for'the purposes ofthis 

proceeding, or any other proceedings in which the BoaJ.'d ofPharmacy or other professional 

lic~nsing agency is involved, and shall not be admissible in any other criminal or civil 

proceeding. 

CONTINGENCY 

'!3. This stipulation shall be subject to approval by 'ihe Board of Pharmacy. Respondent 

understands and agrees that counsel for Complainant and the staff ofthe Board ofPhannacy may 

communicate directly with the Board regaJ.'ding this stipulation and settlement,. without notice to 

or paJ.'tiCipati~n by Respondent or his counsel. By signing:the.stipulation, Respondent 

understands and agrees that he may not wiihdraw his agreement or seek to resciod the stipulation 

prior to the time the BoaJ.'d considers and acts upon it. Ifthe Board fails to adopt this stipulation 

as its Decision and Order, the Stipulated Settlement and Disciplinary Order shail be ofno 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 Settlement and Disciplinary Order, including Portable Document Fonnat 

(PDF) and facsimile signatures thereto, shall have the same force and effect as the originals. 

15. This Stipulated Settlement and Disciplinary Order is intended by the parties to be an 

integrat~d writing representing the complete, final, and exclusive embodiment oftheir agreement. 

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

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

Order may not be altered, amended, modified, supplemented, or otherwise changed except by a 

writirig executed by an authorized .representative of each ofthe parties. 
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16. In consideration of the foregoing admissions and. stipulations, the parties agree that 

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

Disciplinary 9rder: 

DISCIPLINARY ORDER 

IT IS HEREBY ORDERED that Pharmacist License No. RPH 23617 issued to Respondent 

James A. Wilson (Respondent) is revoked. However, the revocation is stayed and Respondent is 

placed on probation for five (5) years on the following terms and conditions. 

l. Obey All Laws 


~ Respondent shall obey all state and federal laws and regulati~ns. · 


Respondent shall report any of the following occurrences to the board, in writing, within 

seventy-two (72) hours of such occurrence: 

• 	 an arrest or issuance of a criminal complaintfor violation of any provision of the 

Pharmacy Law, state and federal food and drug laws, or state and fuderal controlled 

substances laws 

• 	 a plea of guilty or nolo contendre in any state or federal criminal proceeding to any 

criminal complaint, information or indictment 

• ·· a conviction of ally crime 

discipline, citation, or other administrative action filed by any state or federal agency 

which involves respondent's pharmacist license or which is related to the practice of 

pl;!armacy oi the manufacturing, obtaining, handling, distributing, billing, or charging 

for any drug, device or controlled substance, 

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

2. 	 Report to the Board 

Respo\)dent shall report to the board quarterly, on a schedule as diiected by the board or its 

designee. The report shall be made either in person or in writing, as directed. Among other 

requirements, respondent shall state in each report under penalty ofperjury whether there has 

been 'compliance with ail the terms and conditions of probation. Failure to submit timely reports 

in a form as directed shall be considered a violation ofprobation. Any peJ:iod(s) of delinquency 
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in submission ofreports as directed may be added to the total period ofprobation, Moreover, if 

the fmal probation report is not made as directed, probation shall be automatically 'extended until. 

such time as i:he fmal report is lllade. and accepted by the board, 

3. Interview with the Board 

U!lon receipt ofreasonab1e prior notice, respondent shall appear in person for interviews 

with the.board or its designee., at such iritervals and locations as are determined by the board or its 

designee, Failure to appear for any scheduled interview without prior notification to board staff. 

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

the period ofprobation, shall be considered a violation ofprobation, 

4. Cooperate with Board Staff 

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

monitoring and investigation of respondent's compliance with the terms and conditions of his 

probation. Failure to cooperate shall be considered a violation ofprobation. 

5. · Continuing Educati.on 

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

pharmacist as directed by th.e 'board or its designee. 

6. Notice to Employers 

·During the period ofprobation, respondent shall notifY all present and prospective 

employers of the decision in case number 4389 and the terms, conditions and restrictions imposed 

on respondent by the decision, as follows: 

Within thirty (30) days ofthe effective date of this decision, and within fifteen (15) days of 

respondent undertaking any new employment, respondent shall cause his direct supervisor, 

pharmacist-in-charge (including each new pharmacist-in-charge employed·during respondent's 
.. 

tenure of employment) and owner to report to the board in writing acknow !edging that the listed 

individua1(s) has/have read the decision in case number 4389, and terms and conditions imposed 

thereby. It shall be respondent's responsibility to ensure that his emp1oyer(s) and/or supervisor(s) 

submit tirnoly acknowledgment(s) to the board. 
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Ifrespondent works for or is employed by or tinough a pharmacy employment service, 

respondent must notify his direct supervisor, pharmacist-in-charge, and owner at every entity 

licensed by the board ofthe terms and conditions ofthe decision in: case number 43 89 in advance 

ofthe respondent commencing work at each licensed entity. A record ofthis notification mnst be 

provided to the board upon request. 

Furthermore, within thirty (30) days ofthe effective date ofthis decision, and within fifteen 

(15) days of respondent imdertaking any new employment by or tinough a pharmacy employment 

service, respondent shall cause his direct supervisor with the pharmacy employment ser\>ice to 

report to the board in writing acknowledging that he has read the decision in case number 4389 

and the terms and conditions imposed thereby. It shall be respo11dent's responsibility to ensure 

that his employer(s) and/or slipervisor(s) submit timely aclmowledgment(s) to the board. 

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

employer(s) to submit timely acknowledgments to the board shall be considered a violation of 

probation. 

"Employment" within the meanillg ofthis provision shall include any full-thne, 

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

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

whether the respondent is an employee, independent c~ntractor or volunteer. 

7. No Supervision of Interns, Serving as Pharmacist-in-Charge (PIC), Serving as 
Designated Representative-in-Charge, or Serving as a Consultant 

During the period ofprobation, respondent shall not supervise any intern pharmacist; be the 

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

nor serve as a consultant unless otherwise specified in this 6;der. Assumption of any such 

unauthorized supervision respo,nsibilities shall be considered a violation ofprobation. 

8. Reimbursement of Board Costs 

As a condition p~eced~nt to successful completion ofptobation, respondent shall pay to the 

board its costs of investigation and prosecution in the amount of$26,000. ·Respondent shall rriake 
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said payments pursuant to a payment plan approved by the Board, with the final payment due six 

months prior to the termination ofprobation. 

There shall be no deviation from this schedule absent prior written approval by the board or 

its designee. Failure to pay costs by the deadline(s) as directed shall be considered ·a violation of 

probation. 

The filing ofbankruptcy by respondent shall not relieve respondent of his responsibility to 

reimburse the board its costs of investigation and prosecution. 

9. Probation .Monitoring Costs 

Respondent shall pay any costs associated with probation monitoring as determined by the 

board each and every year ofprobation. Such costs shall be payable to the board on a schedule as 

directed by the board or im designee. Failure to pay such costs by the deadline(s) as directed shall 

be considered a violation of probation. 

10. Status ofLicense 

Respondent shall, at all tirues while on probation, maintain an active, current license with 

the board, including any period during which suspension or probation is tolled. Failure to 

maintain an active, current license shall be considered a violation ofprobation. 

Ifrespondent's license expires or is cancelled by operation of law or otherwise at anytime 

during the period ofprobation, including any extensions thereof due to tolling or otherwise, upon 

renewalor reapplication respondent's licen~e shall be subject to all terms and conditions of this 

probation not previously satisfied. 

11. License Surrender While on Probation/Suspension 

Following !he effective date of this decision, should respondent cease practice due to 

retirement or health, or be o!herwise unable to satisfY the terms and conditions ofprobation, 

respondent may tender his license to !he board for surrender. The board or its designee shall have 

the discretion whether to grant the request for surrender or take any other action it deems 

appropriate and reasonable. Upon formal acceptance ofthe surrender ofthe license, respondent 

will no longer be subject to the tenns and conditions ofprobation. This surrender constitutes a 

record ofdiscipline and shall become a part ofthe respondent's license history with the board. 
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Upon acceptance of the surrender, respondent shall relinquish his pocket and wall license to 

the board within ten (I 0) days of notification by the board that the surrenderis accepted. 

Respondent may not reapply for any license from the board for three (3) years from the effective 

date ofthe surrender. Respondent shall meet all requirements applicable to the license sought as 

ofthe 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 writing within ten (1 0) days of any change of 

employment. Said notification shall include the reasons for leaving, the address ofthe new 

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

shall further notify the board in writing within ten (1 0) days of a change in name, residence 

address, mailing address, or phone number. 

Failure to timely notify the board of any change in employer(s), na:me(s), address(es), or 

phone niimber(s) shall be considered a violation ofprobation. 

13. Tolling of Probation 

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

employed as a pharmacist in California .for a minimum of 12 hours per calendar month. Any 

month dJ,lTing which this minimum is not met shall toll the period ofprobation, i.e., the period of 

probation shall be extended by one month for each month during which this minimum is noi met. 

During any such period of tolling ofprobation, respondent must nonetheless comply with all 

terms and conditions ofprobation. 

Should respondent, regardless of residency, for any reason (including vacation) cease 

practicing as a pharmacist for a minimum of 12 hours per calendar. month in California, 

respondent must notify the board in writing within ten (10) days of the cessation ofpractice, and 

must further notify. the board in writing within ten ( 1 0) days 'of the resumption of practice. Any 

failure to pr?vide such notification(s) shall be considered a violation ofprobation. 
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It is a violation ofprobation for respondent's probation to remain tolled pursuant to the 

provisions ofthis condition for a total period, counting consecutive and non-consecutive months, 

exceeding thirty-six (36) months. 

"Cessation ofpractice" means any· calendar mouth during which respondent is 

not practicing as a ph~cist for at least 12 hours; as defined by Business and 

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

month during which respondent is practicing as a pharmacist for at least 12 hours as a 

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

- 14. VMation of Probation 

If a respondent has not complied with any term or condition ofprobation, the board shall 

have continuing-jurisdiction over respondent, and probation shall automatically be extended, until 

all terms and conditions have been satisfied or the board has taken other action as deemed 

·appropriate to treat the failure to comply as a violation ofprobation, to terminate probation, and 

to impose the penalty that was-stayed. 

If respondent violates probation in any respect, the board, after giving respondent notice 

and an opportunity to be heard, may revoke probation and carry out the disciplinary order that 

was stayed. Notice and opportunity to be heard are not required for those provisions stating that a 

violation thereof may lead to automatic termination of the stay and/or revocation oftbe license.· If 

a petition to revoke probation or an Second Amended Accusation is filed against. respondent 

during probation, the board shall have continuing jurisdiction and the. period ofprobation shall be 

automatically !JXtended until the petition to revoke probation or Second Amended Accusation is 

heard an¢! decided. 

15·. CompletionofProbation 

Upon written notice by the board or its designee indicating successful completion of 

probation, respondent's license will be fully restored. 

16. Community Services ·Program' 


Within sixty (60)days of the effective date of this decision, respondent sha)l submit to the 


board or its designee, for prior approval, a community service program in which respondent shall 
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age~c:y fur at least 48 honrs .per yearfo~ each year ofprobation. Withi11 thirty (30) days ofboard 

approval thereof, respondent shall submit documentation to the board demo.ustrat!ng 

conone(!O<ment ofthe community service program. A record of this notificatJ.o:n must be . 

provided to the board upon toques!,' Respondent shall uport on progress with tho community 

service program in the quarterly repoljs. Fail~re to timely submit, commence, or compjywith the 

program shall be comidored a violation of probation. 

17. Ethics Course 

Within sixty (60) calendar ~ays oftbe effb'?llve date of this decision, respondent s)la11 e.ru:oll 

i~ a course in ethics, at respondenes expense; apprqved in advanc? by the board or its d~ignee. 

Failure to inlti~te the course during the first year ofprobation, and com.l'lete it within tho second 

year ofprobation, is~ violation ofprobation. 

Respondent sl>aU subm..it·a certificate ofcompletion to the board or Its design~e within five 

days after c:Ompleting t?e o:Otttse . 

ACCEPTANCE 

I have C"''e:fully .read the above Stipulated Settlement Md Disciplinary O~der and have fully 

discussed it with my attorney, Herb Weinberg. l mtder•tlll\d the stipulatio<! and the effb'?l it will 

have on' my Pb.annacist License. I enter !Jxto' this St(pu)ot<d Settlement and Disciplinary Order 

voluntarily, knowingly, and intelligently, 'and agree to be bound by the.Decision and Order ofthe 

· ~AvilLsoN
ondent · 

I have re~d and fully discussed with Respondent James A. Wllson· the terms and conditions 

and other mattets contained in the above Stipulated Sottlenwnt ahd Disciplinary Order. I approve 

its form and content. 

DATED: 
Herb Weinberg
AUomey for Respondent 
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its form and content., ~ · 

7 

DATED: P;/'it't:vr 

I have read and fully discussed with Respondent James A. WilsoJ:! 

and other matters contaiD.ed in the above Stipulated Settlement.~·."""'"""· 

. ' 

ENPElRSEMBID' 

The foregoing Stipulated Settlement and Disciplinary Order is hereby respectfully 

submitted for consitleration bythe Board ofPharmacy. 

Dated: "1- If)--z,ql_~ Respectfully submitted, 

KAMALA D. HARRIS 
:~ozG~ne~ralofCalifornia. 

Supe sing D pu 4ttwney General 

_./ 

TH01s L. RlNAIDI 
· 
·
Deputy .AttOrney General 
Attorneys for Complainant· 

LA2012507S38 
51534535.doc 
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KAMALA D. HARRIS 
Attorney General of California 
KAREN B. CHAPPELLE 
Supervising Deputy Attorney General 
THOMAS L. RINALDI 
Deputy Attorney General 
State Bar No. 206911 

300 So. Spring Street, Suite 1702 

Los Angeles, CA 90013 

Telephone: (213) 897-2541 

Facsimile: (213) 897-2804 


Attorneysfor Complainant 

BEFORE THE 

BOARD OF PHARMACY 


DEPARTMENT OF CONSUMER AFFAIRS 

STATE OF CALIFORNIA 


In the Matter of the Second Amended 
Accusation Against: 

SIX TWELVE PHARMACY; JAMES A. 
WILSON, Owner 
107-A West Huntington Drive 
Arcadia, CA 91007 

Pharmacy Permit No. PRY 36222, 

and 

JAMES A. WILSON 
P.O. Box 2092 
Arcadia, CA 91077 

Pharmacist License No. RPH 23617 

Respondent. 

Case No. 4389 

SECOND AMENDED ACCUSATION 

---------1----­

Complainant alleges: 

PARTIES 

1. Virginia Herold·(Complainant) brings this Second Amended Accusation solely in her 

official capacity as the Executive Officer ofthe Boar.d ofPharmacy, Department of Consumer 

Affairs. 

2. On or about Apri16, 1990, the Board of Pharmacy issued Pharmacy Permit Number 

PHY 36222 to Six Twelve Pharmacy; James A. Wilson, Owner (Respondent Six Twelve 
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Pharmacy). The Pharmacy Permit was in full force and effect at all times relevant to the charges 

brought herein and will expire on April!, 2014, unless renewed. 

3. On or about August 10, 1967, the Board ofPharmacy issued Pharmacist License 

Number RPH 23617 to James A. Wilson (Respondent Wilson). The Pharmacist License was in 

full force and effect at all times relevant to the charges brought herein and expired on December 

31,2015. 

IDRISDICTION 

4. This Second Amended Accusation is brought before the Board of Pharmacy (Board), 

Department of Consumer Affairs, under the authority of the following laws. All section 

references are to the Business and Professions Code unless otherwise indicated. 

5. Section 4040.5 of the Code states: 

"Reverse distributor" means every person who acts as an agent for pharmacies, drug 

wholesalers, manufacturers, and other entities by receiving, inventorying, and managing the 

disposition of outdated or nonsalable dangerous drugs. 

6. Section 4301 ofthe Code states, in pertinent part: 

"The board shall take action against any holder of a license who is guilty ofunprofessional 

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: 

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

States regulating controlled substances and dangerous drugs. 

"( o) Violating or attempting to violate, directly or indirectly, or assisting in or abetting the 

violation of or conspiring to violate any provision or term ofthis chapter or of the applicable 

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

the board or by any other state or federal regulatory agency. 
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7. Section 4059 of the Code states, in pertinent part: 

"(a) A person may not furnish any dangerous drug, except upon the prescription of a 

physician, dentist, podiatrist, optometrist, veterinarian, or naturopathic doctor pursuant to Section 

3640.7. A person may not furnish any dangerous device, except upon the prescription of a 

physician, dentist, podiatrist, optometrist, veterinarian, or naturopathic doctor pursuant to Section 

3640.7. 

"(b) This section does not apply to the furnishing of any dangerous drug or dangerous 

device by a manufacturer, wholesaler, or pharmacy to each other or to a physician, dentist, 

podiatrist, optometrist, veterinarian, or naturopathic doctor pursuant to Section 3640.7., or to a 

laboratory under sales and purchase records that correctly give the date, the names and addresses 

of the supplier and the buyer, the drug or device, and its quantity. This section does not apply to 

the fi.Jrnishing of any dangerous device by a manufacturer, wholesaler, or pharmacy to a physical 

therapist acting within the scope ofhis or her license under sales and purchase records that 

correctly provide the date the device is provided, the names and addresses of the supplier and the 

buyer, a description of the device, and the quantity supplied. 

8. Section 4104 ofthe Code states, in pertinent part: 

(a) Every pharmacy shall have in place procedures for taking action to protect the public 

when a licensed individual employed by or with the pharmacy is discovered or known to be 

chemically, mentally, or physically impaired to the extent it affects his or her ability to practice 

the profession or occupation authorized by his or her license, or is discovered or known to have 

engaged in the theft, diversion, or self-use ofdangerous dmgs. 

(b) Every pharmacy shall have written policies and procedures for addressing chemical, 

mental, or physical impairment, as well as theft, diversion, or self-use of dangerous drugs, among 

licensed individuals employed by or with the pharmacy. 

9. Section 4169 ofthe Code states: 

(a) A person or entity may not do any ofthe following: 
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(I) Purchase, trade, sell, or transfer dangerous drugs or dangerous devices at wholesale 

with a person or entity that is not licensed with the board as a wholesaler or pharmacy. 

(2) Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably 

should have known were adulterated, as set forth in Article 2 (commencing with Section 111250) 

of Chapter 6 ofPart 5 of Division 104 ofthe Health and Safety Code. 

(3) Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably 

should have known were misbranded, as defmed in Section 111335 of the Health and Safety 

Code. 

(4) Purchase, trade, sell, or transfer dangerous drugs or dangerous devices after the beyond 

use date on the label. 

(5) Fail to maintain records of the acquisition or disposition of dangerous dmgs or 

dangerous devices for at least three years. 

(b) Notwithstanding any other provision oflaw, a violation of this section or of subdivision 

(c) or (d) of Section 4163 may subject the person or entity that has committed the violation to a 

fine not to exceed the amount specified in Section 125.9 for each occurrence, pursuant to a 

citation issued by the board. 

(c) Amounts due from any person under this section shall be offset as provided under 

Section 12419.5 of the Government Code. Amounts received by the board under this section shall 

be deposited into the Pharmacy Board Contingent Ftmd. 

(d) This section shall not apply to a pharmaceutical manufacturer licensed by the Food and 

Drug Administration or by the State Department ofPublic Health. 

10. Section 4081 of the Code states: 

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

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

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

current inventory shall be kept by every manufacturer, wholesaler, pharmacy, veterinary 

food-animal drug retailer, physician, dentist, podiatrist, veterinarian, laboratory, clinic, hospital, 

institution, or establishment holding a currently valid and unrevoked certificate, license, permit, 
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registration, or exemption under Division 2 (comrnencihg with Section 1200) of the Health and 

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

Institutions Code who maintains a stock of dangerous drugs or dangerous devices. 

"(b) The owner, officer, and partner of any pharmacy, wholesaler, or veterinary food-animal 

drug retailer shall be jointly responsible, with the pharmacist-in-charge or representative-in­

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

"(c) The pharmacist-in-charge or representative-in-charge shall not be criminally 

responsible for acts of the owner, officer, partner, or employee that violate this section and of 

which the pharmacist-in-charge or representative-in-charge had no knowledge, or in which he or 

she did not knowingly participate." 

11. Section 4113, subdivision (c) of the Code states: 

(c) The pharmacist-in-charge shall be responsible for a pharmacy's compliance with all state 

and federal laws and regulations pertaining to the practice ofpharmacy. 

12. California Code ofRegulations, title 16, section 1711 states, in pertinent part, 

(a) Each pharmacy shall establish or participate in an established quality assurance program 

which documents and assesses medication errors to determine cause and an appropriate response 

as part of a mission to improve the quality ofpharmacy service and prevent errors. 

(b) For purposes of this section, "medication error" means any variation from a prescription 

or drug order not authorized by the prescriber, as described in Section 1716. Medication error, as 

defmed in the section, does not include any variation that is corrected prior to furnishing the drug 

to the patient or patient's agent or any variation allowed by law. 

(c)( 1) Each quality assurance program shall be managed in accordance with written policies 

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

13. California Code ofRegnlations, title 16, section 1735.2 states, in pertinent part: 

(h) Every compounded dmg product shall be given an expiration date representing the date 

beyond which, in the professional judgment ofthe pharmacist performing or supervising the 
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compotmding, it should not be used. This "beyond use date" ofthe compounded drug product 

shall not exceed 180 days from preparation or the shortest expiration date of any component in 

the compounded drug product, unless a longer date is supported by stability studies of fmished 

drugs or compounded drug products using the same components and packaging. Shorter dating 

than set forth in this subsection may be used if it is deemed appropriate in the professional 

judgment of the responsible pharmacist. 

14. California Code ofRegulations, title 16, section 1735.3 provides, in pertinent part: 

(a) For each compotmded drug product, the pharmacy records shall include: 

(1) The master formula record. 

(2) The date the drug product was compounded. 

(3) The identity ofthe pharmacy personnel who compounded the drug product. 

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

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

(6) The manufacturer and lot number of each component. 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 twenty-four hours to an inpatient in a health care facility licensed tmder 

section 1250 of the Health and Safety Code. 

(7) The equipment used in compounding the drug product. 

(8) A pharmacy assigned reference or lot number for tho compounded drug product. 

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

(1 0) The quantity or amount ofdrug product compounded. 

(b) Pharmacies shall maintain records of the proper acquisition, storage, and destruction of 

chemicals, bulk drug substances, drug products, and components used in compounding. 

(c) Chemicals, bulk drug substances, drug products, and components used to compound 

drug products shall be obtained from reliable suppliers. The pharmacy shall acquire and retain 

any available certificates ofpurity or analysis for chemicals, bulk drug substances, drug products, 
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and components used in compounding. Certificates ofpurity or analysis are not required for drug 

products that are approved by the Food and Drug Administration. 

(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. 

15. California Code ofRegulations, title 16, section 173 5.5 provides, in pertinent part 

(a) Any pharmacy engaged in compounding shall maintain a written policy and procedure 

manual for compounding that establishes procurement procedures, methodologies for the 

formulation and compounding ofdrugs, facilities and equipment cleaning, maintenance, 

operation, and other standard operating procedures related to compounding. 

(b) The policy and procedure manual shall be reviewed on an annual basis by the 

pharmacist-in-charge and shall be updated whenever changes in processes are implemented. 

(c) The policy and procedure manual shall include the following 

(I) Procedures for notifYing staff assigned to compotmding duties of any changes in 

processes or to the policy and procedure manual. 

· (2) Documentation of a plan for recall of a dispensed compounded drug product where 

subsequent verification demonstrates the potential for adverse effects with continued use of a 

compounded drug product. 

(3) The procedures for maintaining, storing, calibrating, cleaning, and disinfecting 

equipment used in compounding, and for training on these procedures as part of the staff training 

and competency evaluation process. 

(4) Documentation of the methodology used to test integrity, potency, quality, and labeled 

strength of compounded drug products. 

(5) Documentation of the methodology used to determine appropriate expiration dates for 

compounded drug products. 

16. United States Code, Title 21, section 353 states, in pertinent part: 

(c) Sales restrictions. 
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(1) No person may sell, purchase, or trade or offer to sell, purchase, or trade any dmg 

sample. For purposes of this paragraph and subsection (d), the term "drug sample" means a 1mit 

of a drug, subject to subsection (b), which is not intended to be sold and is intended to promote 

the sale of the dmg. Nothing in this paragraph shall subject an officer or executive of a dmg 

manufacturer or distributor to crinlinalliability solely because ofa sale, purchase, trade, or offer 

to sell, purchase, or trade in violation of this paragraph by other employees ofthe manufacturer or 

distributor. 

(2) No person may sell, purchase, or trade, offer to sell, purchase, or trade, or counterfeit 

any coupon. For purposes of this paragraph, the term "coupon" means a form which may be 

redeemed, at no cost or at a reduced cost, for a dmg which is prescribed in accordance with 

subsection (b). 

(3) (A) No person may sell, purchase, or trade, or offer to sell, purchase, or trade, any 

drug-­

(i) which is subject to subsection (b), and 

(ii) (I) which was purchased by a public or private hospital or other health care entity, 

or 

(II) which was donated or supplied at a reduced price to a charitable organization 

described in section 50l(c)(3) of the Internal Revenue Code of 1954 [26 USCS § 50l(c)(3)]. 

(B) Subparagraph (A) does not apply to-­

(i) the purchase or other acquisition by a hospital or other health care entity which is a 

member of a group purchasing organization of a drug for its own use from the group purchasing 

organization or from other hospitals or health care entities which are members of such 

organization, 

(ii) the sale, purchase, or trade of a dmg or an offer to sell, purchase, or trade a drug 

by an organization described in subparagraph (A)(ii)(II) to a nonprofit affiliate of the organization 

to the extent otherwise permitted by law, 

(iii) a sale, purchase, or trade of a drug or an offer to sell, purchase, or trade a dmg 

among hospitals or other health care entities which are under common control, 
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(iv) a sale, purchase, or trade of a dmg or an offer to sell, purchase, or trade a dmg for 

emergency medical reasons, or 

(v) a sale, purchase, or trade of a dmg, an offer to sell, purchase, or trade a dmg, or 

the dispensing ofa dmg pursuant to a prescription executed in accordance with subsection (b). 

For purposes of this paragraph, the term "entity" does not include a wholesale distributor 

of dmgs or a retail pharmacy licensed under State law and the term "emergency medical reasons" 

includes transfers of a dmg between health care entities or from a health care entity to a retail 

pharmacy undertaken to alleviate temporary shortages of the dmg arising from delays in or 

intermptions of regular distribution schedules. 

(d) Distribution of dmg samples. 

(1) Except as provided in paragraphs (2) and (3), no person may distribute any drug 

sample. For purposes of this subsection, the term "distribute" does not include the providing of a 

dmg sample to a patient by a-­

(A) practitioner licensed to prescribe such drug, 

(B) health care professional acting at the direction and under the supervision of such a 

practitioner, or 

(C) pharmacy of a hospital or of another health care entity that is acting at the direction 

of such a practitioner and that received such sample pursuant to paragraph (2) or (3). 

17. Section 125.3 of the Code states, in pertinent part, that the Board may request the 

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

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

enforcement of the case. 

18. Section 118, subdivision (b), of the Code provides that the 

suspension/expiration/surrender/cancellation of a license shall not deprive the 

Board/Registrar/Director of jurisdiction to proceed with a disciplinary action during the period 

within which the license may be renewed, restored, reissued or reinstated. 
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FIRST CAUSE FOR DISCIPLINE 


(Failure to Produce Records ofAcquisition) 


19. Respondents are subject to disciplinary action under section 4301, subdivisions (j) 

and (o), in that they failed to comply with section 4081, subdivision (a) when on or around 

August 9, 2011, Respondents failed to provide acquisition records for thirteen Demerol50mg/ml 

ampules upon demand by the Board. 

SECOND CAUSE FOR DISCIPLINE 


(Lack ofPolicy and Procedure - Quality Assurance Programs) 


20. Respondents are subject to disciplinary action under section 4301 subdivisions (j) and 

( o ), in that they failed to comply with California Code of Regulations, title 16, section 1711, 

subdivision (c)(l). The circumstances are that on or around August 9, 2011, during a routine 

inspection by the Board, Respondents ·did not have a written policy and procedure in place to 

address a quality assurance program. 

THIRD CAUSE FOR DISCIPLINE 


(Lack of Policy and Procedure- Theft and Impairment) 


21. Respondents are subject to disciplinary action under section 4301 subdivisions (j) and 

(o) in that they failed to comply with section 4104, subdivision (b). The circumstances are that on 

or armmd August 9, 2011, during a routine inspection by the Board, Respondents did not have a 

written policy and procedure in place to address licensed employee theft and impairment. 

FOURTH CAUSE FOR DISCIPLINE 


(Unprofessional Conduct- Violation of Compounding Limitations) 


22. Respondents are subject to disciplinary action lrnder section 4301 subdivisions (j) and 

(o), in that they failed to comply with California Code ofRegulations, title 16, section 1735.2, 

subdivision (h). The circumstances are that during a routine inspection by the Board that began 

on August 9, 2011, pharmacy records revealed that on or around April9, 2010, May 24,2010, 

September 17, 2010, October 8, 2010, January 28, 2011, and Apri126, 2011, dangerous drugs 

were compounded using expired ingredients. 
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FIFTH CAUSE FOR DISCIPLINE 

(Lack ofMaster Formula) 

23. Respondents are subject to disciplinary action under section 4301 subdivisions (j) and 

(o), in that they failed to comply with California Code ofRegulations, title 16, section 1735.3, 

subdivision (a). The circumstances are that on or around August 9, 2011, during a routine 

inspection by the Board, it was revealed that the pharmacy failed to maintain master formula 

records for all prescription drugs compounded and dispensed by the pharmacy. 

SIXTH CAUSE FOR DISCIPLINE 


(Lack ofPolicy and Procedure- Compounding) 


24. Respondents are subject to disciplinary action under section 4301 subdivisions (j) and 

(o) in that they failed to comply with California Code ofRegulations, title 16, section 1735.5, 

subdivision (a). The circumstances are that on or around August 9, 2011, during a routine 

inspection by the Board, it was detennined that Respondents compounded and dispensed 

prescription dmgs without having a written compounding policy and procedure in place. 

SEVENTH CAUSE FOR DISCIPLINE 

(Unlicensed Reverse Distribution) 

25. Respondents are subject to disciplinary action under section 4301 subdivisions (j) and 

(o) in conjunction with section 4160( a) in that during a follow-up inspection by the Board on or 

around August 15, 2012, it was determined that between August, 2011 and May, 2012, 

Respondents acted as reverse distributors for sixty-nine different prescription medications. 

EIGHTH CAUSE FOR DISCIPLINE 


(Receipt ofMedications from Unlicensed Persons) 


26. Respondents are subject to disciplinary action under section4301 subdivisions (j) and 

(o), in that between December 8, 2010 and June 1, 2012, they failed to comply with section 4169, 

subdivision (a)(l), by receiving transferred medications from Valley Digestive Center, a surgical 

clinic that was not licensed by the board as a wholesaler or pharmacy. 
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NINTH CAUSE FOR DISCIPLINE 


(Improper Furnishing ofDangerous Drugs or Devices) 


27. Respondents are subject to disciplinary action under section 4301 subdivisions U) and 

(o) in that they violated section 4059. The circumstances are that from December 8, 2010, 

through Jlme 11, 2012, Respondents furnished Valley Digestive Center with dangerous drugs 

without providing proper sales records. 

TENTH CAUSE FOR DISCIPLINE 


(Violation ofFederal Laws Pertaining to Drug Samples) 


28. Respondents are subject to disciplinary action under section 4301 subdivisions U) and 

(o), in that they violated provisions offederallaw pertaining to drug samples. The circumstances 

are that during a routine inspection of Six Twelve pharmacy that began on August 9, 2011, large 

quantities of dangerous drug samples were found on the pharmacy premises that had no 

legitimate pharmacy purpose for being there. The discovery of the drug samples led to fi.trther 

investigation by pharmacy inspectors which revealed that from at least 2004 to 2011, 

Respondents were violating the following federal laws: 

a. Title 21, section 353(c)(1): Respondents transacted with prescribers including 

doctors and/or clinics to receive dmg samples pursuant to "wish lists" that Respondent Wilson 

would prepare. In exchange for the drug samples, Respondents provided monetary credits to the 

prescribers that were applied to fhture purchases from Six Twelve Pharmacy. 

b. Title 21, section 353(d): Respondents engaged in the illegal distribution of 

dmg samples. Recipients included orphanages in Mexico as well as the Flying Doctors ofMercy. 

PRAYER 

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

and that following the hearing, the Board ofPharmacy issue a decision: 

1. Revoking or suspending Pharmacy Permit Number PHY 36222, issued to Six Twelve 

Pharmacy; James A. Wilson, Owner, 

2. Revoking or suspending Pharmacist License Number RPH 23617, issued to James A. 

Wilson, 
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3. Ordering James A. Wilson to pay the Board of Pharmacy the reasonable costs ofthe 

investigation and enforcement ofthis case, pursuant to Business and Professions Code section 

125.3; and 

4. Taking such other and further 

LA20!2507838 
S1463037.doc 
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KAMALA D. HARRIS 

Attorney General of California 

KAREN B. CHAPPELLE 

Supervising Deputy Attorney General 

THOMAS 1. RlNALl)l 

Deputy Attorney General 

State Bar No. 206911 


300 So. Spring Street, Suite 1702 

Los Angeles, CA 900 13 

Telephone: (213) 897-2541 

Facsimile: (213) 897-2804 


Attorneysfor Complainant 

BEFORE THE 

BOARD OF PHARMACY 


DEPARTMENT OF CONSUMER AFFAIRS 

STATE OF CALIFORNIA 


In the Matter of the First Amended Accusation 
Against: 

SIX TWELVE PHARMACY; ,JAMES A. 

WILSON, Owner 

107-A West Huntington Drive 

Arcadia, CA 91007 


Pharmacy Permit Nu. PJIY 36222, 


and 

JAMES A. WILSON 
P.O. Box 2092 

Arcadia, CA 91077 


Pharmacist License No. RPH 23617 


Respondent. 


Case No. 4389 


FffiST AMENDED ACCUSATION 

Complainant alleges: 

PARTIES 

!. Virginia Herold (Complainant) brings this First Amended Accusation solely in her 

official capacity as the Executive Officer of the Board ofPharmacy, Department ofConsum~r 

Affairs. 

2. On or about April6, 1990, the Board of Pharmacy issued Pharmacy Permit Number 

PHY 36222 to Six Twelve Pharmacy; James A. Wilson, Owner (Respondent Six Twelve 

FIRST AMENDED ACCUSATION 



5 

10 

15 

20 

25 

2 

3 

4 

6 

7 

8 

9 

II 

12 

13 

14 

16 

17 

18 

19 

21 


22 


.23 


· 24 


26 

27 

28 

Pharmacy). The Pharmacy Permit was in full force and effect at all times relevant to the charges 

brought herein and will expire on April!, 2014, unless renewed. 

3. On or about August 10, 1967, the Board of Pharmacy issued Pharmacist License 

Number RPH 23617 to James A. Wilson (Respondent Wilson). The Pharmacist License was in 

full force and effect at all times relevant to the charges brought herein and expired on December 

31,2013. 

JURJSDICTION 

4. This First Amended Accusation is brought before the Board of Pharmacy (Board), 

Department ofConsumer Affairs, under the authority of the following laws. All section 

references are to the Business and Professions Code unless otherwise indicated, 

5. Section 4040.5 ofthe Code states: 

"Reverse distributor" means every person who a(,'!S as an agent for pharmacies, drug 

wholesalers, manufacturers, and other entities by receiving, invent01ying, and managing the 

disposition ofoutdated or nonsalable dangerous dmgs. 

6. Section 4301 ofthe Code states, in pertinent part: 

"The board shail take action against any holder ofa license who is guilty of unprofessional 

conduct or whose license has been procured by fraud or misrepresentation or issued by mistake. 

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

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

States regulating controlled substances and dangerous drugs. 

"(o) Violating or attempting to violate, directly or indirectly, or assisting in or abetting the· 

violation ofor conspiring to violate any provision or term of this chapter or ofthe applicable 

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

the board or by any other state or federal regulatory agency. 
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7. Section 4059 of the Code states, in pertinent part: 

"(a) A person may not furnish any dangerous drug, except upon the prescription of a 

physician, dentist, podiatrist, optometrist, veterinarian, or naturopathic doctor pursuant to Section 

3640.7. A person may not furnish any dangerous device, except upon the prescription ofa 

physician, dentist, podiatrist, optometrist, veterinarian, or naturopathic doctor pursuant to Section 

3640.7. 

"(b) This section does not apply to the furnishing ofany dangerous drug or dangerous 

device by a manufacturer, wholesaler, or pharmacy to each other or to a physician, dentist, 

podiatrist, optometrist, veterinarian, or naturopathic doctor pursuant to Section 3640.7., or to a 

laboratory under sales and purchase records that correctly give the date, the names and addresses 

of the supplier and the buyer, the drug or device, and its quantity. This section does not apply to 

the furnishing ofany dangerous device by a manufacturer, wholesaler, or phannacy to a physical 

therapist acting within the scope of his or her license under sales and purchase records that 

correctly provide the date the device is provided, the names and addresses of the supplier and the 

buyer, a description of the device, and the quantity supplied. 

8, Section 4104. of the Code states, in pertinent part: 

(a) Every pharmacy shall have in place procedures for taking action to protect the public 

when a licensed individual employed by or with the pharmacy is discovered or known to be 

chemically, mentally, or physically impaired to the extent it affects his or her ability to practice 

t11e profession or occupation authorized by his or her license, or is discovered or known to have 

engaged in the theft, diversion, or self-use of dangerous drugs. · 

(b) Every pharmacy shall have written policies and procedures for addressing chemical, 

mental, or physical impairment, as well as theft, diversion, or set±:use. ofdangerous drugs, among 

licensed individuals employed by or with the pharmacy. 

9. Section 4169 of the Code states: 

(a) A person or entity may not do any oftbe following: 
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(I) Purchase, trade, sell, or transfer dangerous drugs or dangerous devices at wholesale 


with a person or entity that is not licensed with the board as a wholesaler or pharmacy. 


(2) Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably 

should have known were adulterated, as set forth in Article 2 (conunencing with Section 111250) 

of Chapter 6 of Part 5 of Division 104 ofthe Health and Safety Code. 

(3) Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably 


should haveknown were misbranded, as defined in Section 111335 of the Health and Safety 


Code. 


(4) Purchase, trade, sell, or transfer dangerous drugs or dangerous devices after the beyond 

use date on the label. 

(5) Fail to maintain records of the acquisition or disposition ofdaugerous dn1gs or 


dangerous devices for at least three years. 


(b) Notwithstanding any other provision of law, a violation of this section or of subdivision 

(c) or (d) of Section 4163 may subject the person or entity that bas committed the violation to a 

fine not to exceed the amount specified in Section 125.9 for each occurrence, pursuant to a 

citation issued by the board. 

(c) Amounts due ft·om any person under this section shall be offset as provided under 

Section 12419.5 ofthe Government Code. Amounts received by the board under this section shall 

be deposited into the Pharmacy Board Contingent Fund. 

(d) This section shall not apply to a pharmaceutical manufacturer licensed by the Food and 

Drug Administration or by the State Department ofPublic Health. 

10. Section4081 ofthe Code states; 

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

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

officers of the law, and shall be preserved for at least three years fi·om the date of making. A 

current inventory shall be kept by every manufacturer, wholesaler, pharmacy, veterinary 

food-auim~Jl drug retailer, physician, dentist, podiatrist, veterinarian, laboratory, clinic, hospital, 

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

4 
FIRST AMENDED ACCUSATION 



1 

2 

3 

4 

5 

6 

7 

8 

9 

1(j 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

26 

27 

28 

r \ 

registration, or exemption under Division 2 (commencing with Section 1200) of the Health and 

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

Institutions Code who maintains a stock of dangerous drugs or dangerous devices. 

"(b) The owner, officer, and partner of any pharmacy, wholesaler, or veterinary food-animal 

drug retailer shall be jointly responsible, with the phannacist-in-charge or representative-in­

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

"(c) The pharmacist-in-charge or representative-in-charge shall not be criminally 

responsible for acts ofthe owner, officer, partner, or employee that violate this section and of 

which the pharmacist-in-charge or representative-in-charge had no knowledge, or in which he or 

she did not knowingly participate." 

11. California Code of Regulations, title 16, section 1711 states, in pertinent part, 

(a) Each pharmacy shall establish or participate in an established quality assurance program 

which documents and assesses medication errors to detem1ine cause and an appropriate response 

as part of a mission to improve the quality of pharmacy service and prevent en·ors. 

(b) For pmposes of this section, "medication enor" means any variation fi·om a prescription 

or drug order not authorized by the prescriber, as described in Section 1716. Medication error, as 

defmed in the section, does not include any variation that is corrected pdor to furnishing the drug 

to the patient or patient's agent or any variation allowed by law. 

(c)(l) Each quality assurance program shall be managed in accordance with written policies 

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

12. Section 4342 of the Code states: 

(a) The board may institute any action or actions as may be provided by law and that, in its 

discretion, are necessary, to pnivent the sale of pharmaceutical preparations and drugs that do not 

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

United States Pharmacopoeia or the National Formulary, or that violate any provision ofthe 

Sherman Food, Drug and Cosmetic Law (Part 5 (commencing with Seciionl09875) of Division 

104 of the Health and Safety Code). 
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(b) Any knowing or willful violation of any regulation adopted pursuant to Section 4006 

shall be subject to punishment in the same manner as is provided in Sections 4336 and 4321. 

13. California Code ofRegulations, title 16, section 1718 states: 

"CUl'l'ent Inventory" as used in Sections 4081 and 4332 of the Bustness 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 after the date of the inventory. 

14. California Code of Regulations, title 16, section 1735.3 provides, in pertinent part: 

(a) For each compounded drug product, the phannacy records shall include: 

(1) The master formula record. 

(2) The date the drug product was compounded. 

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

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

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

(6) The manufacturer and lot number of each component. If the inanufactmer name is 

demonstrably unavailable, the name of the supplier may be StJbstituted. Exempt from the 

requirements in this paragraph are sterile products compounded on a one-time &iisfs Jar 

administration within twenty" four hours to an inpatient ic a health care facility licensed under 

section 1250 ofthe Health and Safety Code. 

(7) The equipment used in compounding the drug product. 

(8) A phm·macy assigned reference or lot number for the compounded drug product. 

(9) The expiration date of the final compounded drug product, 

(1 0) The quantity or amotmt of drug product compounded. 

(b) Pharmacies shall maintain records of the proper acquisition, storage, and destruction of 

chemicals, bulk drug substances, drug products, and components used in compounding. 

(c) Chemicals, bulk drug StJbstances, drug products, and. components used to compound 

drug products shall be obtained froJ11reliable suppliers. The phannacy shall acquire and retain 
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any available certificates ofpurity or analysis for chemicals, bulk drug substances, dmg products, 

and components used in compounding. Certificates of purity or analysis are not required for drug 

products that are approved by the Food and Drug Administration. 

(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. 

15. California Code of Regulations, title 16, section 1735.5 provides, in pertinent part 

(a) Any pharmacy engaged in compounding shall maintain a written policy and procedure 

manual for compounding that establishes procurement procedures, methodologies for the 

formulation and compounding of drugs, facilities and equipment cleaning, maintenance, 

operation, and other standard operating procedures related to compounding. 

(b) The policy and procedure manual shall be reviewed on an annual basis by the 

pharmacisi-in-charge and shall be updated whenever changes in processes are fmplemented. 

(c) The policy and procedure manual shall include the following 

(I) Procedul'es for notifying staff assigned to compounding duties of any changes in. 

processes or to the policy and procedure manual. 

(2) Documentation of a plan for recall of a dispensed compounded drug product where 

subsequent verification demonstrates the potential for adverse effects with continued use of a 

compounded drug product. 

(3) T)le procedures for maintaining, storing, calibrating, cleaning, and disinfecting 

equipment used in compounding, and for training on these procedures as pmt of the staff training 

and competency evaluation process. 

·(4) Documentation of the methodology used to test integrity, potency, quality, and labeled 

strength of compounded dmg products.· 

(5) Documentation of the methodology used to determine appropriate expiration dates for 

compounded drug products. · 

16. Health and Safety Code section 111330 states: 

Any drug or device is misbranded if its labeling is false or misleading in any particular. 

17. 	 Code ofFederal Regulations, title 21, section 1304.21 provides, inpertinentpa:t: 
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(a) Every registrant required to keep records pursuant to§ 1304.03 shall maintain on a 

current basis a complete and accurate record of each such substance manufactured, imported, 

received, sold, delivered, exported, or otherwise disposed of by him/her, except that no registrant 

shall be required to maintain a perpetual inventory. 

(b) Separate records shall be maintained by a registrant for each registered location except 

as provided in§ 1304.04 (a), In the event controlled substances are in the possession or under the 

control of a registrant at a location for which he is not registered, the substances shall be included 

in the records of the registered location to which they are subject to control or to which the person 

possessing the substance is responsible. 

(c) Separate records shall be maintained by a registrant for each independent activity for 

which he/she is registered, except as provided in§ 1304.22(d). 

(d) In recordi11g dates of receipt, importation, distribution, exportation, or other transfers, 

the date on which the controlled substances are actually received, impm1ed, distributed, exported, 

or otherwise transfen·ed shall be used as the date of receipt or distribution ofany documents of 

transfer (e.g., invoices or packing slips). 

18. Section 125.3 of the Code states, in pertinent part, that the Board may request the 

administrative law judge to direct a licentiate fOlmd to have committed a violation or violations of 

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

enforcement of the case·. 

19. Section 118, subdivision (b), ofehe Code provides that the 

suspension/expiration/surrender/cancellation of a license ~hall not deprive the 

Board/Registrar/Director of jurisdiction to proceed with a disciplinary action during the period 

within which the license may be renewed, restored, reissued or reinstated. 

FIRST CAUSE FOR DISCIPLINE 

(Failure to Produce Records of Acquisition) 

20. Respondents are subject to disciplinary action undel' section 4301 subdivisions (j) and 

( o ), in that they failed to camply with section 4081, subdivision (a) when on or around' August 9, 
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2011, Respondent failed to provide acquisition records for thirteen Demerol50mg/ml ampules 

upon demand by the Board. 

SECOND CAUSE FOR DISCIPLINE 

(Lack of Policy and Procedure- Quality Assuranee Programs). 

21. Respondents are subject to disciplloary action under section 4301 subdivisions U) and 

(o), in that they failed to comply with California Code of Regulations, title 16, section 17I 1, 

subdivision (c)( I). The circumstances are that on or around August 9, 2011, during a routine 

inspection by the Board, Respondents did not have a policy and procedure in place to address a 

quality assurance program. 

THIRD CAUSE FOR DISCIPLINE 


(Lack of Policy and Procedure- Theft and Impairment) 


22. Respondents are subject to disciplloary action under section 4301 subdivisions Uland 

(o) in that they failed to comply with section 4104, subdivision (b). The circumstances are that on 

or around August 9, 2011, durlog a routloe inspection by the Board, Respondents did not have a 

policy and procedure in place to address licensed employee theft and impairment. 

FOURTH CAUSE FOR DISCIPLINE 

(Misbranded Drugs) 

23. Respondents are subject to disciplinary action under section 430 I subdivisions U) and 

(o), 1o that they failed to comply with Health and Safety Code section 1 II 330. The 

circumstances are that on or around August 9, 2011, during a routine inspection by the Board, 

pharmacy records revealed that on or around April9, 2010, May 24, 2010, September 17, 2010, 

January 28, 20i I, April26, 201 I, and October 8, 20I I, dangerous drugs were compounded using 

expired logredients. 

FIHH CAUSE FOR DISCIPLllill. 

·(Lack of Master Formula) 

24. Respondents are subject to disciplinary action under section 4301 subdivisions Uland 

(o), in that they failed to comply with California Code of Regulations, title I 6, section I 735.3, 
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subdivision (a), The circumstances are that on or around August 9, 2011, during a routine 

inspection by the Board, it was revealed that the pharmacy failed to maintain master formula 

records for ail prescription drugs compounded and dispensed by the pharmacy. 

SIXTI-I CAUSE FOR DISCIPLlNE 

(Lack of Policy and Procedure- Compourx:ling) 

25. Respondents are subject to disciplinary action under section 430 I subdivisions U) and 


(o) in that they failed to comply with California Code of Regulations, title 16, section 1735,5, 

subdivision (a). The circumstances are that on or around August 9, 2011, during a routine 

inspection by the Board, it w.as determined that Respondents compounded and dispensed 

prescription drugs without having a compounding policy and procedure in place . 

SEVENTH CAUSE FOR DISCIPLINE 

(Compounding with Expired Ingredients) 

26. Respondents are subject to disciplinary action under section 4301 subdivisions U) and 


(o), in that between March 2010 and April, 2011, they failed to comply with section 4169 


slibdivi.~ion (a)(4) by dispensing dangerous dmgs that were compounded using expired 


ingredients. 


EIGHTH CAUSE FOR DlSCIPLlNE 

(Unlicensed Reverse Distribution) 

27. Respondents are subject to disciplinary action under section 4301 subdivisions U)and 

(o) in conjunction with section 4160(a) in that during a follow-up inspectiqn by the Board on 

August 15, 2012, it was determined that between August, 20 II and May, 2012, Respondents 

acted as reverse distributors for sixty-nine different prescription medications. 

NINTH CAUSE FOR DISCIPLINE 

(Lack of Acquisition Records) 

28. Respondents are subject to disciplinary action under section 4301 subdivisions (j) and 

(o) in that they failed to comply with Code of Federal Regulations section 1304.21 when a 

follow-up inspection conducted by the Board on August 15, 2012 revealed that Respondents 
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accepted six controlled substances from surgical clinics without maintaining proper 

documentation. 

TENTH CAUSE FOR D!SCJPLINE 

(Failure to Records of Acquisition and/or Maintain Current Inventory) 

29. Respondents are subJect to disciplinary action under section 4301 subdivisions (j) and 

(o), in that they failed to comply with section 4081 (a) in conjunction with California Code of 

Regulations, title 16, section 1718, when a follow· up inspection conducted by the Board on 

August 15, 2012 revealed that Respondents failed to keep a r ecord of acquisition or a current 

inventory for sixty-nine prescription drugs as follows: 

.. ·.. J~i'U{I 
.. ~.... •""

Actos 15mg tab 
adenosine 6mg/2ml inj 
amiodarone 150mg/3ml inj 
amoxicillin 87 5mg tabs 
ampicillin 2gm vial 
atenolol25mg tab 
atropine 0.4ml ml x I ml 
atropine Img/ml inj 
atropine Img/ml x hnl 
Aviane 28 tabs 
Beconase AQ 180 metered doses 
calcium chloride! OOmg/ml x I Om! 
carbamazepine 200mg tab 
Celestone 6mg/ml x S ml inj 
chloral hydrate 500mg/5ml syrup 
Cleocin 300mg/2ml x 2m! inJ 
dantrium 20mg vial 
diazepam 5mg tab unit dose 
diazeparri 5mg/m1 x 2m! 
diphenhydramine 50mg/ml x I ml inj 
dopamine 1600mcg/i:nl IV 250m!· 

-Enalaprilat 1.25mg/ml x I ml 
ephedrh1e 50mg/rul x I ml inj 
epinephrine 0. Img/ml inj 
epinephrine I mg/ml 30m! inJ 

-
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epinephrine lmg/ml x I ami amp 
Ethiodoll 0 ml ampule 
flumazenil 0,5/5ml x 5ml inj 
flumazenill mg/!Oml x I Om! 
furosemide IOOmg/lOml x 1Om! 
furosemide 20mg/ml inj 
heparin I ,OOOu ml x 1 ml 
heparin !Ou/ml x 3 ml 
Humulin R 3m! 

hydroxyzine 25mVml x 1 ml 
Influenza Vaccine 
kenolog 40mg 1ml inj 
Kinevac 5mg vial 
Lanoxin inj. 2m! 
lidocaine 100mg/5ml inj 
lidocaine 2gm/500ml inj 
lidocaine 50mg/5ml inj 
lisinopril 1 Omg tab 
lorazepam 2mg/ml xI ml vial 
magnesium sulfate 1 gm/2ml x 2ml 
Maroaine 0.5% 50ml inj 
methylprednisolone 80mg/ml x 1 ml 
Microgestin Fe 1/20 28 tabs 
Necon 777 28 tabs 
NitroQuick 
Ondansetron 4mg tab 
Ondansetron 4mg/2ml x 2 ml 
Oxycodone/APAP 5-325 tablets 
penylepbrine 1 Omg/ml x 1 ml inj 
Premarin 0. 9mg tab 
ProAir Inhaler 
prochlopramine I Omg/2ml x 2m:l inj 
prochlorperazine l Omg snpp 
Propranolol lmg/ml x 1 ml inj 
Sodium Chloride 30m! vial 
Solu Cottef I 00mg/2ml 
Solu Medroll25mg/2ml 

··-·­Solu Medrol250mg/2ml 
Tetracycline 500mg caps 
Tigan 200mg/ml x I ml 

·-­

~

-.---· 
12 

FIRST AMENDED ACCUSATION 



5 

10 

15 

20 

25 

1 

2 

3 

4 

6 

7 

8 

9 

11 

12 

~1 

14 

16 

17 

18 

19 

21 

22 

23 

24 

26 

27 

28 

ill 

Ill 

1: .. 

Tussionex suspension 
V altrex 500mg tabs 
Xylocaine 2% Jelly 
Zantac 50mglml x 1ml 

ELEVENTH CAUSE FOR DISCIPLINE 

(Receipt of Medications from Unlicensed Persons) 

30. Respondents are subject to disciplinary action under section 4301 subdivisions U) and 

(o), in that between March 2010 and April, 2011, they failed to comply with section 4169 

subdivision (a)(1) by receiving transferred medications from surgical clinics and physician offices 

that were not licensed by the board as a wholesaler or phanriacy. 

TWELFTH CAUSE FOR DISCIPLINE 

(Improper Furnishing ofDangerous Drugs or Devices) 

31. Respondents are subject to disciplinary action under section4301 subdivisions U) and 

(o) in that they violated section 4059. The circumstances are that from August, 2009 to August, 

2012, Respondents furnished Valley Digestive Center, Arcadia Outpatient Smgety Center, and 

Foothill Surgery Center LP with dangerous dmgs without providing proper sales records. 

PRAYER 

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

and that' following the hearing, the Board ofPhnrmacy issue a decision: 

1. Revoking or suspending Pharmacy Permit Number PHY 36222, issued to Six Twelve 

Pharmacy; James A. Wilson, Owner, 

2. Revoking or suspending Pharmacist License Number RPH 23617, issued to James A. 

Wilson, 

3. Ordering James A. Wilson to pay the Board of Pharmacy the reasonable costs of the 

investigation and enforcement of this case, pursuant to Business and Professions Code section 

125.3; 
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4. Taking such other and further 

I HEROLD 

actio 

Execut Officer 
Board ofPharmacy 
Department of Consumer Affairs 
Stllte of California 
Complainant 

LA2012507838 
5136695 8.doo 
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KAMALA D. HARRIS 
Attor!leY General of California 
KAREN B. CHAPPELLE 
Supervising Deputy Attorney General 
THOMAS L. RINALDI 
Deputy Attorney General 
State Bar No. 206911 

300 So. Spring Street, Suite 1702 

Los Angeles, CA 90013 · 

Telephone: (213) 897-2541 

Facsimile: (213) 897-2804 


Attorneys for Complainant 

BEFORE THE 

BOARD OF PHARMACY 


DEPARTMENT OF CONSUMER AFFAIRS 

STATE OF CALIFORNIA 


In the Matter of the Accusation Against: 

SIX TWELVE PHARMACY; JAMES A. 
WILSON, Owner 
107-A West I:Iungtington Drive 
Arcadia, CA 91007 

Pharmacy Permit No. PHY 36222, 

an1l 

JAMES A. WILSON 
P.O. Box 2092 
Arcadia, CA 91077 

Pba••macist License No. RPH 23617 

Respondent. 

Case No. 4389 

ACCUSATION 

Complainant alleges: 


PARTIES 


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

as the Executive Officer ofthe Board of Pharmacy, Depmtment of Consumer Affairs. 

2. On or aboutApril6, 1990, the Board ofPharmacy issued Phm·macy Permit Number 

PHY 36222 to Six Twelve Pharmacy; James A. Wilson, Owner (Respondent Six Twelve 

Pharmacy). The Pharmacy Permit was in full force and effect at all times relevant to the charges 

brought herein and will expire on April I, 2014, unless renewed. 

Accusation 
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3. On or about August 10, 1967, the Boat'd of Pharmacy issued Phannacist License 

Number RPH 23617 to James A. Wilson (Respondent Wilson). The Pharmacist License was in 

full force and effect at all times relevant to the charges brought herein and expired on December 

31,2013. 

JURISDICTION 

4. This Accusation is brought before the Board of Pharmacy (Board), Department of 

Consumer Affuirs, under the authority ofthe following laws. All section references are to the 

Business and Professions Code unless otherwise indicated. 

5. Section 4040.5 of the Code states: 

"Reverse distributor" means every person who acts as an agent for pharmacies, drug 

wholesalers, manufacturers, and other entities by receiving, inventorying, and managing the 

disposition of outdated or nonsalable dangerous drugs. 

6. Section 4301 ofthe Code states, in pertinent part: 

"The board shall take action against any holder of a license who is guilty of unprofessional 

conduct or whose license has been procured by fraud or misrepresentation or issued by mistake. 

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

"Q) 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. 

"(o) Violating or attempting to violatll, directly or indirectly, or assisting in OJ' abetting the 

violation of or conspiring to violate any provision or term of this chapter or ofthe applicable 

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

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

7. Section 4104 ofthe Code states, in pertinent part: 

(a) Every pharmacy shall have in place procedures for taking action to protect the public 

when a licensed individual employed by or with the pharmacy is discovered or known to be 

2 

AcQusation 



5 

10 

15 

20 

25 

2 

3 

4 

6 

7 

8 

9 

11 

12 

13 

14 

16 

17 

18 

19 

21 

22 

23 

24 

26 

27 

28 

chemically, mentally, or physically Impaired to the extent it affects his or her ability to practice 

the profession or occupation authorized by his or her license, or is discovered or known to have 

engaged in the theft, diversion, or self-use of dangerous dmgs. 

(b) Every pharmacy shall have written policies and procedures for addressing chemical, 

mental, or physical impairment, as well as theft, diversion, or self-use of dangerous drugs, among 

licensed individuals employed by or with the pharmacy. 

8. Section 4169 ofthe Code states: 

(a) A person or entity may not do any of the following: 

(1) Purchase, trade, sell, or transfer dangerous drugs or dangerous devices at wholesale 

with a person or entity that is not licensed with the board as a wholesaler or pharmacy. 

(2). Purchase, trade, sell, or transfet· dangerous drugs that the person knew or reasonably 

should have known were adulterated, as set forth in Article 2 (commencing with Section II 1250) 

of Chapter 6 of Part 5 of Division 104 ofthe Health and Safety Code. 

(3) Purchase, trade, sell, ot· transfer dangerous drugs that the person knew or reasonably 

should have known were misbranded, as defined in Section 111335 ofthe Health and Safety 

Code. 

(4) Purchase, trade, sell, or transfer dangerous drugs or dangerous devices a'fter the beyond 

use date on the label. 

(5) Fail to maintain records of the acquisition or disposition of dangerous drugs or 

dangerous devices for at l~ast three years. 

(b) Notwithstanding any other provision of law, a violation of this section or of subdivision 

(c) or (d) of Section 4163 may subject the p:Jrson or entity that has committed the violation to a 

fine not to exceed the amount specified in Section 125.9 for each occurrence, pursuant to a 

citation issued by the board, 

(c) Amounts due fi·om any person under this section shall be offset as provided under 

Section 12419.5 of the Government Code. Amounts received by the board under this section shall 

be deposited into the Pharmacy ·Board Contingent Fund. 
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(d) This section shall not apply to a pharmaceutical manufacturer licensed by the Food and 

Drug Administration or by the State Department of Public Health. 

9. Section 4081 of the Code states: 

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

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

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

current inventory shall be kept by every manufacturer, wholesaler, pharmacy, veterinary 

food-animal drug retailer, physician, dentist, podiatrist, veterinarian, laboratory, clinic, hospital, 

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

registration, or exemption under Division 2 (commencing with Section 1200) of the Health and 

Safety Code or unde1' Part 4 (commencing with Section 16000) of Division 9 of the Welfare and 

Institutions Code who maintains a stock ofdangerous drugs or dangerous devices. 

"(b) The owner, officer, and partner of any pharmacy, wholesaler, or veterinary food-animal 

drug retailer shall be jointly responsible, with the pharmacist-in-charge or representative--in" 

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

"(c) The pharmacist-in-charge or representative-in-charge shall not be criminally 

responsible for acts ofthe owner, officer, partner, or employee that violate this section and of 

which the pharmacist-in-charge or representative-in-charge had no knowledge, or in which he or 

she did not knowingly participate." 

10. California Code of Regulations, title 16, section 1711 states, in pertinent part, 

(a) Each pharmacy shall establish or participate In an established quality assurance program 

which documents and assesses medication en'Ofs to determine cause and an appropriate response 

as part of a mission to improve the quality of pharmacy service and prevent errors. 

(b) For purposes of this section, "medication error" means any variation ft·om a prescription 

or drug order not authorized by the prescriber, as described in Section 1716. Medication error, as 

defined in the section, does not include any variation that is corrected prior to furnishing the drug 

to the patient or patient's agent or. any variation allowed by law. 

4 


Accusation 



5 

10 

15 

20 

25 

2 

3 

4 

6 

7 

8 

9 

II 

12 

13 

14 

16 

17 

18 

19 

21 

22 

23 

24 

26 

27 

28 

( c )(I) Each quality assurance program shall be managed in accordance with written policies 

and procedures maintained in the ph~rmacy in an immediately retrievable form. 

II. Section 4342 of the Code states; 

(a) The board may institute any action or actions as may be provided by law and that, in its 

discretion, are necessary, to prevent the sale of pharmaceutical preparations and drugs that do not 

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

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

Sherman Food, Drug and Cosmetic Law (Part 5 (commencing with Section 109875) of Division 

104 of the Health and Safety Code). 

(b) Any knowing or willful violation of any regulation adopted pursuant to Section 4006 

shall be subject to punishment in the same manner as is provided in Sections 4336 and 4321. 

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, CPR, Section 1304 shall be 

available for inspection upon request for at least 3 years after the date ofthe inventory. 

13. California Code of Regulations, title 16, section 1735.3 provides, in pertinent part: 

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

(I) The master formula record. 

(2) The date the drug product was compounded. 

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

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

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

(6) The manufacturer and lot number of each component. If the manufacturer name is 

demonstrably unavailable, the name ofthe·supplier may be ~ubstituted. Exempt from the 

5 


Accusation 



5 

10 

15 

20 

25 

1 

2 

3 

4 

6 

7 

8 

9 

II 

12 

13 

14 

16 

17 

18 

19 

21 

22 

23 

24 

26 

27 

28 

requirements in this paragraph are sterile products compounded on a one-time basis for 

administration within twenty-four hours to an inpatient in a health care facility licensed under 

section 1250 of the Health and Safety Code. 

(7) The equipment used in compounding the drug product. 

(8) A pharmacy assigned reference or Jot number for the compounded drug product. 

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


(I 0) The quantity or amount of drug product compounded. 


(b) Pharmacies shall maintain records of the proper acquisition, storage, and destruction of 

chemicals, bulk drug substances, drug products, and components used in compounding. 

(c) Chemicals, bulk drug substances, drug products, and components used to compound 

drug products shall be obtained from reliable suppliers. The pharmacy shall acquire and retain 

any available certificates of purity or analysis for chemicals, bulk drug substances, drug products, 

and components used in compounding. Certificates of purity or analysis are not required for drug 

products that are approved by the Food and Drug Administration. 

(d) Pharmacies shall maintain and retain all records required by this article in the pharmacy 

in a readily retrievableform for at least three years from the date the record was created. 

14. California Code of Regulations, title 16, section 1735.5 provides, in pertinent part 

(a) Any pharmacy engaged in compounding shall maintain a written policy and procedure 

manual for compounding that establishes procurement procedures, methodologies for the 

formulation and compounding ofdrugs, facilities and equipment cleaning, maintenance, 

operation, and other standard operating procedures related to compounding. 

(b) The policy and procedure manual shall be reviewed on an annual basis by the 

phai'ffiacist-in-charge and shall be updated whenever changes in processes are Implemented. 

(c) The policy and procedure manual shall inclu9e the following 

(I) Procedures fbr notifying staff assigned to compounding duties of any changes in 

processes or to the policy and procedure manual. 
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(2) Documentation of a plan for recall of a dispensed compounded drug product where 

subsequent vel'ification demonstrates the potential for adverse effects with continued use of a 

compounded drug product. 

(3) The procedures for maintaining, storing, calibrating, cleaning, and disinfecting 

equipment used in compounding, and for training on these procedures as part ofthe staff training 

and competency evaluation process, 

(4) Documentation of the methodology used to test integrity, potency, quality, and labeled 

strength of compounded drug products. 

(5) Documentation of the methodology used to determine appropriate expiration dates for 

compounded drug products, 

15. Health and Safety Code section 111330 states: 

Any drug or device is misbranded ifits labeling is false or misleading in any particular. 

16, Code of Federal Regulations, title 21, section 1304.21 provides, in pertinent part: 

(a) Every registrant required to keep records pursuant to§ 1304,03 shall maintain on a 

current basis a complete and accurate record of each such substance manufactured, imported, 

received, sold, delivered, exported, or otherwise disposed of by him/her, except that no registrant 

shall be required to maintain a perpetual Inventory. 

(b) Separate n(cords shall be maintained by a registrant for each registered location except 

as provided in§ 1304.04 (a). In the event controlled substances are in the possession or under the 

control ofa registrant at a location for which he is not registered, the substances shall be included 

in the records of the registered location to which they are subject to control or to which the person 

possessing the substance is responsible. 

(c) Separate records shall be maintained by a registrant for each independent activity for 

which he/she is registered, except as provided In § 1304.22(d). 

(d) In recording dates of receipt, importation, distribution, exportation, or other transfers, 

the date on which the controlled substances are actually received, imported, distributed, exported, 

or othet·wise transfel'l'ed shall be used as the date of receipt Ol' distribution of any documents of 

transfer (e.g., invoices or packing slips), 
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17. Section 125.3 of the Code states, in pertinent part, that the Board may request the 

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

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

enforcement of the case. 

18. Section 118, subdivision (b), of the Code provides that the 

suspension/expiration/surrender/cancellation of a license shall not depl'ive the 

Board/Registrar/Director ofjurisdiction to proceed with a disciplinary action dul'ing the period 

within w~ich the license may be renewed, restored, reissued or reinstated. 

FIRST CAUSE FOR DISCIPLINE 

(Failure to Produce Records of Acquisition) 

19. Respondents are subject to disciplinary action under section 4301 subdivisions OJ and 

(o), in that they failed to comply with section 4081, subdivision (a) when on or around August 9, 

2011, Respondent failed to provide acquisition records for thirteen Demerol 50mg/mi ampules 

upon demand by the Board. 

SECOND CAUSE FOR DISCIPLINE 


(Lack of Policy and Procedure- Quality Assurance Programs) 


20. Respondents are subject to disciplinary action under section 4301 subdivisions 0) and 

( o ), in that they failed to comply with California Code ofRegulations, title 16, section 1711, 

subdivision (c)(l). The circumstances are that on or around August 9, 2011, during a routine, 

inspection by the Board, Respondents did not have a policy and procedure in place to address a 

quality assmance program. 

THllm CAUSE FOR DISCIPLINE 


(Lack of Policy and Procedure- Theft and Impairment) 


21. Respondents are subject to disciplinary action under section 4301 subdivisions G) and 

(o) in that they failed to comply with section 4104, subdivision (b), The circumstances are that on 

or around August 9, 2011, during a routine inspection by the Board, Respondents did not have a 

policy and procedure in place to address licensed employee theft and impairment. 
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FOURTH CAUSE FOR DISCIPLINE 

(Misbranded Drugs) 

22. Respondents are subject to disciplinary action under section 4301 subdivisions 0) and 

(o), in that they failed to comply with Health and Safety Code section 111330. The 

circumstances are that on or around August 9, 20 II, during a routine inspection by the Board, 

pharmacy records revealed that on or around April 9, 2010, May 24, 2010, September 17, 2010, 

January 28,2011, Ap!'il26, 2011, and October 8, 2011, dangerous drugs were compounded using 

expired ingredients. 

FIFTH CAUSE FOR DISCIPLINE 

(Lack of Master Formula) 

23. Respondents are subject to disciplinary action under section 4301 subdivisions 0) and 

(o), In that they failed to comply with California Code of Regulations, title 16, section 1735.3, 

subdivision (a). The circumstances are that on or around August 9, 2011, during a routine 

inspection by the Board, it was revealed that the pharmacy failed to maintain master formula 

records fm all prescription drugs compounded and dispensed by the pharmacy. 

SIXTH CAUSE FOR DISCIPLINE 


(Lack of Policy and Procedure- Compounding) 


24. Respondents are stJbject to disciplinary action under section 4301 subdivisions (j) and 

(a) in that they failed to comply with California Code of Regulations, title 16, section 1735.5, 

subdivision (a). The circumstances are that on or around August 9, 2011, during a routine 

inspection by the Board, it was determined that Respondents compounded and dispensed 

prescription drugs without having a compounding policy and procedure in place. 

SEVENTH CAUSE FOR DISCIPLINE 

(Compounding with Expired Ingredients) 

25. Respondents are subject to disciplinary action under section 4301 subdivisions (j) and 

( o ), in that between March 20 I 0 and April, 2011, they falled to comply with section 4169 

subdivision (a)(4) by dispensing dangerous drugs that were compounded using expired 

ingredients. 
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EIGHTH CAUSE FOR DISCIPLINE 

(Unlicensed Reverse Distribution) 

26. Respondents are subject to disciplinary action under section 4301 subdivisions U) and 

(o) in conjunction with section 4160(a) in that during a follow-up inspection by the Board on 

August 15, 2012, it was determined that between August, 2011 and May, 2012, Respondents. 

acted as reverse distributors for sixty-nine different prescription medications. 

NINTH CAUSE FOR DISCIPLINE 

(Lack ofAcquisition Records) 

27. Respondents are subject to disciplinary action under section 4301 subdivisions (j) and 

(o) in that they failed to comply with Code of Federal Regulations section 1304.21 when a 

follow-up inspection conducted by the Board on August 15,2012 revealed that Respondents 

accepted six controlled substances from surgical clinics without maintaining proper 

documentation. 

TENTH CAUSE FOR DISCIPLINE 


(Failure to Records of Acquisition and/or Maintain Current Inventory) 


28. Respondents are subject to disciplinary action under section 4301 subdivisions (j) and 

(o), in that they failed to comply with section 4081 (a) in conjunction with California Code of 

Regulations, title 16, section 1718, when a follow-up inspection conducted by the Board on 

August 15, 2012 revealed that Respondents failed to keep a record ofacquisition or a current 

inventory for sixty-nine prescription drugs as follows: 
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Aviane 28 tabs 
Beconase AQ 180 metered doses 
calcium chloridelOOmg/ml x JOml 
carbamazepine 200mg tab 
Celestone 6mg/mi x 5 ml inj 
chloral hydrate 500mg/5ml syrup 
Cleocin 300mg/2ml x 2ml inj 
dantrlum 20mg vial 
diazepam Smg tab unit dose 
diazepam 5mg/ml x 2m! 
diphenhydramine SOmg/ml x I ml inj 
dopamine 1600mcg/ml IV 250m! 
Enalaprllat 1.25mg/ml x I ml 
ephedrine 50mg/ml x I ml inj 
epinephrine 0, lmg/ml inj 
epinephrine 1mg/ml 30m! inj 
epinephrine lmg/ml xI ami amp 
EthiodoliO ml ampule 
flumazenil 0.5/Sml x 5ml inj 
flumazenillmg!IOml x JOml 
furosemide IOOmgllOml" 10m! 
furosemide 20mglml inj 
heparin l,OOOu ml x I ml 
heparin IOu/ml x 3 ml 
Humulin R 3m! 
hydroxyzine 25mllml x I ml 
Influenza Vaccine 
kenolog 40mg lml inj 
Kinevac 5mg vial 
Lanoxin inj. 2ml 
lidocaine 100mg/5m1 inj 
lidocaine 2gm/500ml inj 
lidocaine 50ntg/5ml inj 
lisinopril I Omg tab 

"lorazepam 2mglml xi ml vial 
magnesium sulfate lgm/2ml x 2m! 
Marcaine 0.5% 50ml inj 
methylprednisolone 80mg/ml x I ml 
Microgestin Fe 1/20 28 tabs 
Necon 777 28 tabs 
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NitroQuick 
Ondansetron 4mgtab 
Ondansetron 4mg/2ml x 2 ml 

/APAP 5·325 tabletsOxycodone 
penylephrine I Omg/ml x 1 ml inj 
Premarin 0.9mg tab 
ProAir Inhaler 
prochloprat nine 10mg/2ml x 2m! inj 
prochlorperazine lOmg supp 
Propranolol lmg/ml x 1 ml inj 
Sodium Chioride 30m! vial 
Solu Cortef 100mg/2ml 
Solu Medro1125mg/2ml 
Solu Medro1250mg/2ml 
Tetracycline 500mg caps 
Tigan 200mg/ml x1 ml 
Tussionex s uspension 
Valtrex 500mg tabs 
Xylocaine2 %Jelly 
Zantac 50mg/mlx I ml 

ELEVENTII CAUSE FOR DISCIPLINE 

(Receipt ofMedications from Unlicensed Persons) 

29, Respondents are subject t o disciplinary action under section 430I subdivisions G) and 

( o ), in that between March 2010 and April, 20 I I, they failed to comply with section 4169 

subdivision (a)(!) by receiving transfierred medications from surgical clinics and physician offices 

that were not licensed by the board as a wholesaler or pharmacy. 

PRAYER 

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

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

I. Revoking or suspending Pharmacy Permit Number PHY 36222, issued to Six Twelve 

Pharmacy; James A. Wilson, Owner, 

2. 

Wilson, 

Revoking or suspending Pharmacist License Number RPH 23617, issued to James A, 
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3. Ordering James A. Wilson to pay the Board of Pharmacy the reasonable costs of the 

investigation and enforcement of this case, pursuant to Business and Professions Code section 

125.3; 

4. Taking such other and further actio s deemed necessary an proper. 

LA2012507838 
51281965,doc 
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