
 
  

 
 

 
 

 
  

  
 

 
    

 
  

 
  

 
 

 
     

    

      

    

 
 

  
    
 

 

BEFORE THE 
BOARD OF PHARMACY 

DEPARTMENT OF CONSUMER AFFAIRS 
STATE OF CALIFORNIA 

In the Matter of the Accusation Against: 

EPICUR PHARMA; MICHAEL TURSI, OWNER, PRESIDENT, and VICE 
PRESIDENT; and EMMETT MCVEY, OWNER, SECRETARY, 

TREASURER, and CHIEF FINANCIAL OFFICER, Respondent. 

Nonresident Outsourcing Facility Permit No. NSF 134 

Agency Case No. 7914 

OAH No. 2025020846 

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 at 5:00 p.m. on December 10, 2025. 

It is so ORDERED on November 10, 2025. 

BOARD OF PHARMACY 
DEPARTMENT OF CONSUMER AFFAIRS 
STATE OF CALIFORNIA 

By  
Seung W. Oh,  Pharm.D.  
Board President  
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ROB  BONTA  
Attorney General of California 
DAVID E.  BRICE  
Supervising Deputy Attorney General 
ADRIANA Z.  LAZARK  
Deputy Attorney General  
State Bar No. 283331  

1300 I Street, Suite 125 
Sacramento, CA 95814  
Telephone: (916) 210-7891 
Facsimile:  (916) 327-8643 
E-mail: Adriana.Lazark@doj.ca.gov 

Attorneys for Complainant 

BEFORE THE 
BOARD OF PHARMACY 

DEPARTMENT OF CONSUMER AFFAIRS 
STATE OF CALIFORNIA 

In the Matter of the Accusation Against: 

EPICUR PHARMA; MICHAEL TURSI, 
OWNER, PRESIDENT, and VICE 
PRESIDENT; and EMMETT MCVEY, 
OWNER, SECRETARY, TREASURER, 
and CHIEF FINANCIAL OFFICER 
8000 Commerce Pkwy, Ste. 600 
Mt. Laurel, NJ 08054 

Nonresident Outsourcing Facility Permit 
No. NSF 134 

Respondent. 

Case No. 7914 

OAH No. 2025020846 

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. Anne Sodergren (Complainant) is the Executive Officer of the Board of Pharmacy 

(Board). She brought this action solely in her official capacity and is represented in this matter by 

Rob Bonta, Attorney General of the State of California, by Adriana Z. Lazark, Deputy Attorney 

General. 
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2. Respondent Epicur Pharma (Respondent) is represented in this proceeding by 

attorney Gillian Friedman, whose address is: 2121 Avenue of the Stars, Suite 800, Los Angeles, 

CA 90067. 

3.  On or about February 28, 2020, the Board issued Nonresident Outsourcing Facility 

Permit Number NSF 134 to Stokes Healthcare Inc. On or about May 21, 2020, Stokes Healthcare 

Inc. changed its Tradestyle name to Epicur Pharma. The Nonresident Outsourcing Facility Permit 

was in full force and effect at all times relevant to the charges brought herein and will expire on 

February 1, 2026, unless renewed. The Board’s records reflect that, since on or about February 

28, 2020, Michael Tursi has been the President, Vice President, and 50 percent shareholder of 

Respondent. The Board’s records further reflect that, since on or about February 28, 2020, 

Emmett McVey has been the Secretary, Treasurer, Chief Financial Officer, and 50 percent 

shareholder of Respondent. 

JURISDICTION 

4. First Amended Accusation No. 7914 was filed before the Board and is currently 

pending against Respondent. The First Amended Accusation and all other statutorily required 

documents were properly served on Respondent on August 22, 2025.  Respondent timely filed its 

Notice of Defense contesting the First Amended Accusation.  

5. A copy of First Amended Accusation No. 7914 is attached as exhibit A and 

incorporated herein by reference. 

ADVISEMENT AND WAIVERS 

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

charges and allegations in First Amended Accusation No. 7914.  Respondent has also carefully 

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

Disciplinary Order. 

7. Respondent is fully aware of its legal rights in this matter, including the right to a 

hearing on the charges and allegations in the First Amended Accusation; the right to confront and 

cross-examine the witnesses against them; the right to present evidence and to testify on its own 

behalf; the right to the issuance of subpoenas to compel the attendance of witnesses and the 
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production of documents; the right to reconsideration and court review of an adverse decision; 

and all other rights accorded by the California Administrative Procedure Act and other applicable 

laws. 

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

every right set forth above. 

CULPABILITY 

9. Respondent agrees that the charges, if accepted, and allegations in Accusation No. 

7914, if proven at hearing, constitute cause for imposing discipline on its Nonresident 

Outsourcing Facility Permit. 

10. For the purpose of resolving the Accusation without the expense and uncertainty of 

further proceedings, Respondent agrees, at a hearing, Complainant could establish a factual basis 

for the allegations in the Accusation, and that Respondent hereby gives up its right to contest the 

charges. 

11. Respondent agrees that its Nonresident Outsourcing Facility Permit is subject to 

discipline and it agrees to be bound by the Board's probationary terms as set forth in the 

Disciplinary Order below. 

CONTINGENCY 

12. This stipulation shall be subject to approval by the Board of Pharmacy.  Respondent 

understands and agrees that counsel for Complainant and the staff of the Board of Pharmacy may 

communicate directly with the Board regarding this stipulation and settlement, without notice to 

or participation by Respondent or its counsel.  By signing the stipulation, Respondent understands 

and agrees that it may not withdraw its agreement or seek to rescind the stipulation prior to the 

time the Board considers and acts upon it.  If the Board fails to adopt this stipulation as its 

Decision and Order, the Stipulated Settlement and Disciplinary Order shall be of no force or 

effect, except for this paragraph, 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. 

/// 

/// 
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13. The parties understand and agree that Portable Document Format (PDF) and facsimile

copies of this Stipulated Settlement and Disciplinary Order, including PDF and facsimile 

signatures thereto, shall have the same force and effect as the originals. 

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

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

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

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

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

writing executed by an authorized representative of each of the parties. 

15. In consideration of the foregoing admissions and stipulations, the parties agree that

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

Disciplinary Order: 

DISCIPLINARY ORDER 

IT IS HEREBY ORDERED that Nonresident Outsourcing Facility Permit No. NSF 134 

issued to Respondent Epicur Pharma is revoked.  However, the revocation is stayed and 

Respondent is placed on probation for two (2) years on the following terms and conditions:   

1. Definition: Respondent

For the purposes of these terms and conditions, “respondent” shall refer to Epicur Pharma.

All terms and conditions stated herein shall bind and be applicable to the licensed premises and to 

all owners, managers, officers, administrators, members, directors, trustees, associates, or partners 

thereof. For purposes of compliance with any term or condition, any report, submission, filing, 

payment, or appearance required to be made by respondent to or before the Board shall be made 

by an owner or executive officer with authority to act on behalf of and legally bind the licensed 

entity. 

2. Obey All Laws

Respondent shall obey all state and federal laws and regulations.

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

seventy-two (72) hours of such occurrence: 
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 • An arrest or issuance of a criminal complaint, information, or indictment;

• A plea of guilty, or nolo contendere, no contest, or similar, in any state or federal criminal 

proceeding to any criminal complaint, information or indictment;

• A conviction of any crime; or

 • Discipline, citation, or other administrative action filed by any state or federal agency. 

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

3. Report to the Board

Respondent shall report to the Board quarterly, on a schedule as directed by the Board. The

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

respondent shall state in each report under penalty of perjury whether there has been compliance 

with all the terms and conditions of probation.  Failure to submit timely reports in a form as 

directed shall be considered a violation of probation.  Any period(s) of delinquency in submission 

of reports as directed may be added to the total period of probation. Moreover, if the final 

probation report is not made as directed, probation shall be automatically extended until such time 

as the final report is made and accepted by the Board. 

4. Interview with the Board

Upon receipt of reasonable prior notice, respondent shall appear for interviews with the

Board, at such intervals and locations as are determined by the Board. 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 during the period of probation, shall be considered a 

violation of probation. 

5. Cooperate with Board Staff

Respondent shall timely 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 

the probation, including but not limited to: timely responses to requests for information by Board 

staff; timely compliance with directives from Board staff regarding requirements of any term or 

condition of probation; and timely completion of documentation pertaining to a term or condition 

of probation. Failure to timely cooperate shall be considered a violation of probation. 

5 
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6. Reimbursement of Board Costs  

Respondent shall pay to the Board its costs of investigation and prosecution in the amount 

of $22,500.00 within sixty (60) days of the effective date of the Decision and Order. There shall 

be no deviation from this schedule absent prior written approval by the Board. Failure to pay 

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

7. Probation Monitoring Costs 

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

Board each and every year of probation. Such costs shall be payable to the Board on a schedule as 

directed by the Board. Failure to pay such costs by the deadline(s) as directed shall be considered 

a violation of probation. 

8. Status of License 

Respondent shall, at all times while on probation, maintain a current Nonresident 

Outsourcing Facility Permit with the Board.  Failure to maintain current licensure shall be 

considered a violation of probation. 

If respondent’s license expires or is cancelled by operation of law or otherwise at any time 

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

reapplication respondent's license shall be subject to all terms and conditions of this probation not 

previously satisfied. 

9. License Surrender While on Probation/Suspension 

Following the effective date of this decision, should respondent wish to discontinue 

business, respondent may tender the premises license to the Board for surrender. The Board shall 

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

appropriate and reasonable. Upon formal acceptance of the surrender of the license, respondent 

will no longer be subject to the terms and conditions of probation. 

Respondent may not apply for any new license from the Board for three (3) years from the 

effective date of the surrender. Respondent shall meet all requirements applicable to the license 

sought as of the date the application for that license is submitted to the Board. 

Respondent further stipulates that it shall reimburse the Board for its costs of investigation 

6 
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and prosecution prior to the acceptance of the surrender. 

Upon acceptance of the surrender, respondent shall relinquish the premises wall and 

renewal license to the Board within ten (10) days of notification by the Board that the surrender is 

accepted. Respondent shall further submit a completed Discontinuance of Business form 

according to Board guidelines and shall notify the Board of the records inventory transfer within 

five (5) days. Respondent shall further arrange for the transfer of all records of acquisition and 

disposition of dangerous drugs and/or devices to premises licensed and approved by the Board. 

Respondent shall also, by the effective date of this decision, arrange for the continuation of 

care for ongoing patients of the pharmacy by, at minimum, providing a written notice to ongoing 

patients that specifies the anticipated closing date of the pharmacy and that identifies one or more 

area pharmacies capable of taking up the patients' care, and by cooperating as may be necessary 

in the transfer of records or prescriptions for ongoing patients. Within five days of its provision to 

the pharmacy's ongoing patients, Respondent shall provide a copy of the written notice to the 

Board. For the purposes of this provision, "ongoing patients" means those patients for whom the 

pharmacy has on file a prescription with one or more refills outstanding, or for whom the 

pharmacy has filled a prescription within the preceding sixty (60) days. 

Respondent may not apply for any new license from the Board for three (3) years from the 

effective date of the surrender. Respondent shall meet all requirements applicable to the license 

sought as of the date the application for that license is submitted to the Board. 

Respondent further stipulates that it shall reimburse the Board for its costs of investigation 

and prosecution prior to the acceptance of the surrender. 

10. Sale or Discontinuance of Business 

During the period of probation, should respondent sell, trade or transfer all or part of the 

ownership of the licensed entity, discontinue doing business under the license issued to 

respondent, or should practice at that location be assumed by another full or partial owner, 

person, firm, business, or entity, under the same or a different premises license number, the Board 

shall have the sole discretion to determine whether to exercise continuing jurisdiction over the 

licensed location, under the current or new premises license number, and/or carry the remaining 
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period of probation forward to be applicable to the current or new premises license number of the 

new owner. 

11. Notice to Employees 

Respondent shall, upon or before the effective date of this decision, ensure that all 

employees involved in permit operations are made aware of all the terms and conditions of 

probation, either by posting a notice of the terms and conditions, circulating such notice, or both. 

If the notice required by this provision is posted, it shall be posted in a prominent place and shall 

remain posted throughout the probation period. Respondent shall ensure that any employees hired 

or used after the effective date of this decision are made aware of the terms and conditions of 

probation by posting a notice, circulating a notice, or both. Additionally, respondent shall submit 

written notification to the Board, within fifteen (15) days of the effective date of this decision, 

that this term has been satisfied. Failure to timely provide such notification to employees, or to 

timely submit such notification to the Board shall be considered a violation of probation. 

"Employees" as used in this provision includes all full-time, part-time, volunteer, temporary 

and relief employees and independent contractors employed or hired at any time during 

probation. 

12. Owners and Officers: Knowledge of the Law  

Respondent shall provide, within thirty (30) days after the effective date of this decision, 

signed and dated statements from its owners, including any owner or holder of ten percent (10%) 

or more of the interest in respondent or respondent's stock, and all of its officer, stating under 

penalty of perjury that said individuals have read and are familiar with state and federal laws and 

regulations governing the practice of pharmacy. The failure to timely provide said statements 

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

13. Premises Open for Business 

Respondent shall remain open and engaged in its ordinary business as a(n) Nonresident 

Outsourcing Facility Permit in California for a minimum of one hundred (100) hours per calendar 

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

the period of probation shall be extended by one month for each month during which this 
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minimum is not met.  During any such period of tolling of probation, respondent must 

nonetheless comply with all terms and conditions of probation, unless respondent is informed 

otherwise in writing by the Board. If respondent is not open and engaged in its ordinary business 

as a(n) Nonresident Outsourcing Facility Permit for a minimum of one hundred (100) hours in 

any calendar month, for any reason (including vacation), respondent shall notify the Board in 

writing within ten (10) days of the conclusion of that calendar month. This notification shall 

include at minimum all of the following: the date(s) and hours respondent was open; the reason(s) 

for the interruption or why business was not conducted; and the anticipated date(s) on which 

respondent will resume business as required. Respondent shall further notify the Board in writing 

within ten (10) days following the next calendar month during which respondent is open and 

engaged in its ordinary business as a(n) Nonresident Outsourcing Facility Permit in California for 

a minimum of one hundred (100) hours.  Any failure to timely provide such notification(s) shall 

be considered a violation of probation. 

14. Posted Notice of Probation 

Respondent shall prominently post a probation notice on its website. Posting on the website 

shall be on Respondent’s homepage may be through the use of a banner with a link labeled 

“Notice to California Patients,” which shall be in a font size of at least 12 point and takes you to 

the Board’s probation notice. The probation notice shall be provided by the Board or its designee 

and must be posted on Respondent’s website’s homepage within forty-five (45) days after receipt. 

Respondent will exercise its best efforts to post this notice with thirty (30) days. Failure to timely 

post such notice, or to maintain the posting during the entire period of probation, shall be 

considered a violation of probation. 

Respondent shall not, directly or indirectly, engage in any conduct or make any statement 

which is intended to mislead or is likely to have the effect of misleading any patient, customer, 

member of the public, or other person(s) as to the nature of and reason for the probation of the 

licensed entity. 

/// 

/// 
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15. Violation of Probation 

If respondent has not complied with any term or condition of probation, the board shall 

have continuing jurisdiction over respondent, and the board shall provide notice to respondent 

that probation shall automatically be extended, until all terms and conditions have been satisfied 

or the board has taken other action as deemed appropriate to treat the failure to comply as a 

violation of probation, to terminate probation, and to impose the penalty that was stayed.  The 

board or its designee may post a notice of the extended probation period on its website. 

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. If a petition to revoke probation or an accusation is filed against respondent during 

probation, or the preparation of an accusation or petition to revoke probation is requested from 

the Office of the Attorney General, the board shall have continuing jurisdiction and the period of 

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

heard and decided, and the charges and allegations in Accusation No. 7914 shall be deemed true 

and correct. 

16. Completion of Probation 

Upon written notice by the Board indicating successful completion of probation, 

respondent’s license will be fully restored. 

17. Consultant Review of Facility Operations 

Within 30 days of the effective date of this Decision and Order, Respondent shall submit to 

the board the name of an expert in cGMP specific to outsourcing facilities to act as an expert 

consultant subject to the prior approval of the board or its designee. The consultant shall be 

responsible for conducting quarterly inspections of the facility for compliance with the provisions 

of federal law and the terms and conditions of probation, for the first year of probation. The 

consultant shall conduct bi-annual inspections for the remaining years of probation thereafter. The 

consultant shall provide the board with an inspection agenda for approval prior to conducting the 

inspection. Any inspection conducted without prior approval of the inspection agenda shall not be 

accepted. The consultant shall also provide the board with quarterly reports documenting the 
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inspection for the first year of probation, and bi-annual reports for the remaining years of 

probation thereafter. The consultant’s reports shall provide the written reports directly to the 

board, and receive confirmation of receipt from the board, prior to providing the report to the 

Respondent. Should the board or its designee determine that the consultant is not appropriately 

assessing the operations of Respondent, or providing the appropriate written reports, the board or 

its designee shall require Respondent to obtain a different consultant through the same process 

outlined above, by submitting a new name of an expert within 60 days of Respondent being 

notified of the need for a new consultant 

ACCEPTANCE 

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

discussed it with my attorney, Gillian Friedman.  I understand the stipulation and the effect it will 

have on my Nonresident Outsourcing Facility Permit. I enter into this Stipulated Settlement and 

Disciplinary Order voluntarily, knowingly, and intelligently, and agree to be bound by the 

Decision and Order of the Board of Pharmacy.  

DATED: 
MICHAEL TURSI, President 
EPICUR PHARMA 
Respondent 

I have read and fully discussed with Respondent Epicur Pharma the terms and conditions 

and other matters contained in the above Stipulated Settlement and Disciplinary Order.  I approve 

its form and content. 

DATED: 
GILLIAN FRIEDMAN  
Attorney  for Respondent  

/// 

/// 

/// 

/// 
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inspection for the first year of probation, and bi-annual reports for the remaining years of 

probation thereafter. The consultant’s reports shall provide the written reports directly to the 

board, and receive confirmation of receipt from the board, prior to providing the report to the 

Respondent. Should the board or its designee determine that the consultant is not appropriately 

assessing the operations of Respondent, or providing the appropriate written reports, the board or 

its designee shall require Respondent to obtain a different consultant through the same process 

outlined above, by submitting a new name of an expert within 60 days of Respondent being 

notified of the need for a new consultant 

ACCEPTANCE 

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

discussed it with my attorney, Gillian Friedman.  I understand the stipulation and the effect it will 

have on my Nonresident Outsourcing Facility Permit. I enter into this Stipulated Settlement and 

Disciplinary Order voluntarily, knowingly, and intelligently, and agree to be bound by the 

Decision and Order of the Board of Pharmacy.  

DATED: 10/3/2025

ID FmWJ4Y8r7QWaV1FSp6rNx4CX
MICHAEL TURSI, President 
EPICUR PHARMA 
Respondent 

I have read and fully discussed with Respondent Epicur Pharma the terms and conditions 

and other matters contained in the above Stipulated Settlement and Disciplinary Order.  I approve 

its form and content. 

DATED: October 3, 2025 
GILLIAN FRIEDMAN 
Attorney  for Respondent 

/// 

/// 

/// 

/// 
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ENDORSEMENT 

The foregoing Stipulated Settlement and Disciplinary Order is hereby respectfully 

submitted for consideration by the Board of Pharmacy. 

DATED: ______________________ Respectfully submitted,  

ROB BONTA 
Attorney General of California 
DAVID E. BRICE 
Supervising Deputy Attorney General 

ADRIANA Z. LAZARK 
Deputy Attorney General  
Attorneys for Complainant 

SA2024304059 
39336886.docx 
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ENDORSEMENT 

The foregoing Stipulated Settlement and Disciplinary Order is hereby respectfully 

submitted for consideration by the Board of Pharmacy. 

DATED: ______________________ Respectfully submitted, 

ROB  BONTA 
Attorney General of California
DAVID E. BRICE 
Supervising Deputy Attorney Geng p y eral  

SA2024304059 
39336886.docx 

ADRIANA Z. Z L LAZARK 
Deputy Attorney General  
Attorneys for Complainant 
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ROB  BONTA  
Attorney General of California 
DAVID E.  BRICE  
Supervising Deputy Attorney General 
ADRIANA Z.  LAZARK  
Deputy Attorney General  
State Bar No. 283331  
1300 I Street, Suite 125 
P.O. Box 944255 
Sacramento, CA 94244-2550 

Telephone: (916) 210-7891 
Facsimile:  (916) 327-8643 
E-mail: Adriana.Lazark@DOJ.ca.gov 
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PARTIES 

1. Anne Sodergren (Complainant) brings this First Amended Accusation solely in her 

official capacity as the Executive Officer of the Board of Pharmacy (Board), Department of 

Consumer Affairs. 

2. On or about February 28, 2020, the Board issued Nonresident Outsourcing Facility 

Permit Number NSF 134 to Stokes Healthcare Inc.  On or about May 21, 2020, Stokes Healthcare 

Inc. changed its Tradestyle name to Epicur Pharma (Respondent).  The Nonresident Outsourcing 

Facility Permit was in full force and effect at all times relevant to the charges brought herein and 
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will expire on January 1, 2025, unless renewed.  The Board’s records reflect that, since on or 

about February 28, 2020, Michael Tursi has been the President, Vice President, and 50 percent 

shareholder of Respondent.  The Board’s records further reflect that, since on or about February 

28, 2020, Emmett McVey has been the Secretary, Treasurer, Chief Financial Officer, and 50 

percent shareholder of Respondent.   

JURISDICTION 

3. This First Amended Accusation is brought before the Board under the authority of the 

following laws. All section references are to the Business and Professions Code (Code) unless 

otherwise indicated. 

4. Code section 4011 states that the Board shall administer and enforce both the 

Pharmacy Law [Bus. & Prof. Code, § 4000 et seq.] and the Uniform Controlled Substances Act 

[Health & Safety Code, § 11000 et seq.]. 

5. Code section 4300, subdivision (a), states that every license issued by the Board may 

be suspended or revoked. 

6. Code section 4300.1 states: 

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

7. Code section 4307 states in pertinent part: 

(a) Any person who has been denied a license or whose license has been 
revoked or is under suspension, or who has failed to renew his or her license while it 
was under suspension, or who has been a manager, administrator, owner, member, 
officer, director, associate, partner, or any other person with management or control 
of any partnership, corporation, trust, firm, or association whose application for a 
license has been denied or revoked, is under suspension or has been placed on 
probation, and while acting as the manager, administrator, owner, member, officer, 
director, associate, partner, or any other person with management or control had 
knowledge of or knowingly participated in any conduct for which the license was 
denied, revoked, suspended, or placed on probation, shall be prohibited from serving 
as a manager, administrator, owner, member, officer, director, associate, partner, or in 
any other position with management or control of a licensee as follows: 
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(1) Where a probationary license is issued or where an existing license is placed 
on probation, this prohibition shall remain in effect for a period not to exceed five 
years. 

(2) Where the license is denied or revoked, the prohibition shall continue until 
the license is issued or reinstated. 

INTRODUCTION 

8. This case is about the compounding of prescription drugs, including those designated 

for sterile administration, in an outsourcing facility.  Compounding is a form of drug 

manufacturing subject to the drug manufacturing requirements of the Federal Food, Drug, and 

Cosmetic Act (FD&C Act). [21 U.S.C. § 301 et seq.]  California Health & Safety Code section 

111550 has a similar approval law for new drugs, which defers to the FD&C Act.  

9. The FD&C Act provides for an exception to the new drug approval process for 

outsourcing facilities, known as 503B facilities.  Pursuant to these exceptions, outsourcing 

facilities may perform sterile and nonsterile compounding of drugs that are not approved by the 

federal Food and Drug Administration (FDA) so long as they follow certain restrictions and 

guidelines. 

10. Respondent is a 503B outsourcing pharmaceutical manufacturer of veterinary and 

human drugs and is licensed as an outsourcing facility in 48 states, including California.  All 

drugs manufactured by Respondent and discussed herein are classified as “dangerous drugs” 

pursuant to Code section 4022. 

11.  Outsourcing facilities must compound all drugs in accordance with current good 

manufacturing practices (CGMP) and must follow relevant United States Pharmacopeia (USP) 

chapters which provide independent, peer-reviewed guidance for handling non-sterile 

compounding, sterile compounding, hazardous compounding, drug product testing, and quality 

assurance.  

12. Compounds may be either sterile or non-sterile, depending on the intended route of 

administration. Sterile drugs are intended for administration by routes other than through the 

digestive system, including those drugs that are injected, applied through the eye, or through 

inhalation. 

/// 
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13. Respondent’s facility is physically located in the State of New Jersey.  Therefore, 

Respondent has a nonresident license in the State of California.  STATUTORY PROVISIONS 

14. Code section 4301 states: 

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

… 

(g) Knowingly making or signing any certificate or other document that falsely 
represents the existence or nonexistence of a state of facts. 

… 

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

… 

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

 … 

15. Code section 4129.2 states: 

(b) A nonresident outsourcing facility shall compound all sterile products and 
nonsterile products to be distributed or used in this state in compliance with
regulations of the board and with federal current good manufacturing practices 
applicable to outsourcing facilities. 

(c) A license for a nonresident outsourcing facility shall not be issued or 
renewed until the location is inspected by the board and found in compliance with this 
article and any regulations adopted by the board. The nonresident outsourcing facility 
shall reimburse the board for all actual and necessary costs incurred by the board in 
conducting an inspection of the nonresident outsourcing facility at least once annually 
pursuant to subdivision (x) of Section 4400. 

16. Code section 4022 provides, in pertinent part, that a “Dangerous drug” or 

“dangerous device” means any drug or device unsafe for self-use in humans or animals, and 

includes the any drug that bears the legend: “Caution: federal law prohibits dispensing 

without prescription,” “Rx only,” or words of similar import…and any other drug or device 
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that by federal or state law can be lawfully dispensed only on prescription or furnished 

pursuant to Section 4006. 

CODE OF FEDERAL REGULATIONS 

17. Code of Federal Regulations, title 21, (C.F.R.) section 211.22, states: 
… 

(c) The quality control units shall have the responsibility for approving or 
rejecting all procedures or specifications impacting on the identity of the strength, 
quality, and purity of the drug product.
 … 

18. C.F.R., section 211.42, states: 
… 

(c) Operations shall be performed within specifically defined areas of adequate 
size. There shall be separate or defined areas or such other control systems for the 
firm's operations as are necessary to prevent contamination or mixups during the 
course of the following procedures: 

(10) Aseptic processing, which includes as appropriate: 

(v) A system for cleaning and disinfecting the room and equipment to produce 
 aseptic conditions; 

… 

19. C.F.R., section 211.67, states: 

(a) Equipment and utensils shall be cleaned, maintained, and, as appropriate for 
the nature of the drug, sanitized and/or sterilized at appropriate intervals to prevent 
malfunctions or contamination that would alter the safety, identity, strength, quality, 
or purity of the drug product beyond the official or other established requirements. 

… 

20. C.F.R., section 122.165, states: 

(a) For each batch of drug product reporting to be sterile and/or pyrogen free, 
there shall be appropriate  laboratory testing to determine conformance to such 
requirements. The test procedures shall be in writing and shall be followed. 

… 

21. C.F.R., section 211.137, states: 

(a) To assure that a drug product meets applicable standards of identity, 
strength, quality, and purity at the time of use, it shall bear an expiration date 
determined by appropriate stability testing described in § 211.166. 

… 

/// 
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22. C.F.R., section 211.180, states:  
… 

(e) Written records required by this part shall be maintained so that data therein 
can be used for evaluating, at least annually, the quality standards of each drug 
product to determine the need for changes in drug product specifications or 
manufacturing or control procedures. Written procedures shall be established and 
followed for such evaluations and shall include provisions for: 

(1) A review of a representative number of batches, whether approved or 
rejected, and, where applicable, records associated with the batch.

 (2) A review of complaints, recalls, returned or salvaged drug products, and 
investigations conducted under §211.192 for each drug product. 

23. C.F.R., section 211.166, states: 

(a) There shall be a written testing program designed to assess the stability 
characteristics of drug products. The results of such stability testing shall be used in 
determining appropriate storage conditions and expiration dates. The written program 
shall be followed and shall include: 

(1) Sample size and test intervals based on statistical criteria for each attribute 
examined to assure valid estimates of stability; 

(2) Storage conditions for samples retained for testing; 

(3) Reliable, meaningful, and specific test methods; 

(4) Testing of the drug product in the same container-closure system as that in 
which the drug product is marketed; 

(5) Testing of drug products for reconstitution at the time of dispensing (as 
directed in the labeling) as well as after they are reconstituted. 

HEALTH AND SAFETY CODE 

24. Health and Safety Code section 111250 states that any drug or device is adulterated if 

it consists, in whole or in part, of any filthy, putrid, or decomposed substance. 

25. Health and Safety Code section 111255 states that any drug or device is adulterated if 

it has been produced, prepared, packed, or held under conditions whereby it may have been 

contaminated with filth, or whereby it may have been rendered injurious to health. 

26. Health and Safety Code section 111295 stats that is unlawful for any person to 

manufacture, sell, deliver, hold, or offer for sale any drug or device that is adulterated 
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COST RECOVERY 

27. Code section 125.3 provides, in pertinent part, that the Board may request the 

administrative law judge to direct a licensee 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, with failure of the licensee to comply subjecting the license to not being 

renewed or reinstated.  If a case settles, recovery of investigation and enforcement costs may be 

included in a stipulated settlement. 

BACKGROUND FACTS 

November 18, 2021, Inspection Report 

28. On or about November 4, 2021, and on or about November 16-18, 2021, an annual 

outsourcing renewal inspection was conducted at Respondent’s facility in Mt. Laurel, New 

Jersey. Board inspectors made the following observations:  

(a) Respondent failed to ensure that the products were sufficiently tested to ensure the 

product(s) met their stated label claim potency and purity through their stated label claim shelf 

life. This was a repeat observation from 2019 and 2020 Board inspections.  

(b) Respondent introduced the following three new products into commercial distribution 

without a valid stability study to determine the appropriate storage conditions and expiration dates 

for the products: Butorphanol Tartrate, with at least three shipments sent to California; and 

Tacrolimus 0.3% and 0.1% ophthalmic ointment, with at least 59 shipments sent to California.  

October 20, 2022, Inspection Report 

29. On or about October 18-20, 2022, an annual outsourcing renewal inspection was 

conducted at Respondent’s facility in Mt. Laurel, New Jersey.  Board inspectors made the 

following observations: 

(a) The strength and quality of several of the products shipped to California were not 

validated. 

(b) Only eight of the products compounded at Respondent’s facility had an Annual 

Product Review (APR). This was a repeat observation from prior years. 

/// 
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(c) Many of the products did not have stability studies to determine the expiration date.  

This was a repeat observation from the Board’s 2019, 2020, 2021, and 2022 inspections.  

(d) Respondent failed to perform antimicrobial effectiveness testing and/or preservative 

content testing on each batch of drug product intended to contain a preservative.  

(e) There were no cleaning validations to show that the equipment used in the production 

of tablets intended for oral administration was properly cleaned to prevent cross contamination of 

the powders used to produce the tablets. 

May 8, 2024, Investigation Report 

30. On or about October 24-26, 2023, an annual outsourcing renewal inspection was 

conducted at Respondent’s facility.  During the inspection, Board inspectors made the following 

observations: 

 (a)  Respondent had not performed a disinfectant efficacy study to ensure that those areas 

where antineoplastic1 drugs were placed into their final containers were properly decontaminated 

and sterile.  

(b) The engineering controls were not adequately designed to provide containment of 

hazardous materials and to prevent cross contamination or carryover in the compounding suites.  

Respondent’s Quality Control Unit could not ensure the purity of the products being 

compounded. Respondent maintained its compounding rooms at a positive pressure.  

(c) The tablet dies and die grooves from a few sets used in the manufacturing process had 

a rust-like appearance or discoloration because they were not cleaned properly.  These dies were 

used to manufacture antineoplastic hazardous drugs.  Respondent’s tablet processing procedures 

had no contamination validation and much of the equipment used had not had decontamination 

process. 

(d) Respondent did not have a disinfectant efficacy study to validate the cleaning 

procedures of the facility.  There was no decontamination study available to ensure that the sterile 

1 Antineoplastics drugs are used to treat cancers and other disorders. These drugs contain 
substances that are toxic to cells. 
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drug processing and compounding areas of the facility did not contain cross-contaminates from 

other products, including antineoplastics and cytotoxic2 drugs.  

 (e)  In  a written statement, Respondent represented to the Board inspectors that 

Respondent was compliant with USP 800 guidelines.3  However, Board inspectors made the 

following observations that were not in compliance with USP 800 guidelines:  

1. No risk analysis was provided for products that used alternative containment 

strategies. 

2. No Standard Operating Procedures (SOP) or employee name was provided as 

the designated person at the firm. 

3. Not all compounding rooms where hazardous drugs were handled were at a 

negative pressure. 

4. There was no SOP describing receipt of hazardous drugs or storage of 

hazardous drugs in a negative pressure environment. 

5. No surface wipes were performed to determine if residue was present. 

6. Respondent’s Hazardous Communication Plan did not have a provision 

requiring personnel of reproductive capability to confirm in writing that they understand the risk 

of handling hazardous drugs. 

7. There was no SOP provided that described equipment dedicated to hazardous 

drugs counting, final packaging, or automated counting machines.  

8. There was no SOP clearly describing deactivation and decontamination of 

hazardous drug residue. 

9. There was no SOP describing a medical surveillance program at the facility or 

any follow-up plans. 

/// 

/// 

/// 

2 Cytotoxic drugs are a class of antineoplastic drugs that are toxic to cells.  
3 USP 800 provides national standards for handling hazardous drugs in healthcare settings.  
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August 5, 2024, Investigation Report

 31. On or about October 24-26, 2023, an annual outsourcing renewal inspection was 

conducted at Respondent’s facility.  During the inspection, Board investigators made the 

following additional observations: 

(a) Respondent failed to establish laboratory tests for each batch of product to determine 

satisfactory conformance to final specifications of the drug product, including the identity and 

strength of each final ingredient. More specifically, preservative content testing was not 

performed on Lot R230480 of Tacrolimus Aqueous 0.03% Ophthalmic Suspension to support the 

label claim that the drug contained benzalkonium chloride in the amount of 0.1 mg/ml. 

(b) Respondent failed to complete dissolution and/or disintegration testing for all 

manufactured tablets, including the following: Budesonide, Chlorambucil, Cisapride, 

Cyclophosphamide, Lomustine, Metronidazole, Phenoxybenzamine, Prazosin, Prednisolone, 

Theophylline, Theophylline X, and Ursodiol Tablets.  

(c) Respondent did not perform proper stability testing on all its products to support the 

assigned Beyond Use Date (BUD), or expiration date, of the product, including the following 

 products which were shipped to California consumers from on or about February 1, 2023, to 

September 10, 2023: 

Product Name Assigned BUD Shipped to California 
Buprenorphine injection solution      (0.5 Mg/ml) 

365 days 517 units 
Cyclosporin/Tacrolimus MCT Oil ophthalmic solution
(2%/0.03%) 365 days 609 units 
Demecarium Bromide ophthalmic solution (0.13%, 
0.25%) 

365 days 742 units (0.13%) 
494 units (0.25%) 

EDTA ophthalmic solution (1%) 365 days 565 units 
Gabapentin tablets (25mg) 365 days 84 units 
Metronidazole AQ oral suspension    (100 mg/ml) 240 days 84 units 
Pilocarpine ophthalmic solution (0.10%) 365 days 90 units 
Prednisolone Acetate injection suspension   (25 mg/ml) 365 days 25 units 

Prednisolone tablets (5 mg) 365 days 149 units 
Theophylline tablets (50 mg) 365 days 4 units 
Theophylline X tables (25 mg, 50 mg, 75 mg, 100 mg) 365 days 10 units (25 mg) 

4 units (50 Mg) 
32 units (100 mg) 

10 
(EPICUR PHARMA) FIRST AMENDED ACCUSATION   



 

  

 

 
 

  

 
 

  
 
 

 

 

 

 

1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

26 

27 

28 

Ursodiol oral suspension (100 mg/ml) 270 days 12 units 

Ursodiol tablets (50 mg, 100 mg, 150 mg) 365 days 14 units (50 mg) 
10 units (100 mg) 
9 units (150 mg) 

 (d)  Respondent failed to perform an Annual Product Review (APR) for at least 29 

products to determine whether the product needed its specifications and manufacturing process 

changed to meet quality standards.  An APR was not performed on the following drugs: (1) 

Tablets: Budesonide, Chlorambucil, Cisapride, Cyclophosphamide, Gabapentin, Metronidazole, 

Phenoxybenzamine, Prazosin, Prednisolone, Theophylline, Theophylline X,  Ursodiol, and 

Melphalan; (2) Oral Liquids: Buprenorphine, gabapentin, Prazosin, Prednisolone, Ursodiol, and 

Cisapride; and (3) Ophthalmic/Injectables: Buprenorphine, Cyclosporine suspension/solution, 

Cyclosporine/Tacrolimus solutions, Hydromorphone, Idoxuridine, Mechlorethamine, 

Prednisolone acetate, and Tacrolimus solutions/suspensions. 

(e) From on or about October 18-20, 2022, through on or about October 24-26, 2023, 

Respondent failed to complete integrity testing for its container closures on all oral products 

manufactured at the facility.   

February 4, 2025, Investigation Report 

32. On or about September 17-19, 2024, an annual non-resident outsourcing renewal 

inspection was conducted at Respondent’s facility in Mt. Laurel, New Jersey.  The renewal 

inspection was conducted as a follow-up to the investigation described above in paragraph 31 

specifically as it related to the availability of stability data to support the assigned product 

expiration dates. Board inspectors made the following observations: 

 (a)  Respondent did not have the data required to support the assigned expiration dates for 

all the products that were being shipped to California.  Specifically, stability data to support the 

assigned product expiration dates was not available for Theophylline and Theophylline X4 tablets, 

the Prednisolone acetate injectable suspension, the Pilocarphine ophthalmic solution, and the 

Metronidazole 100 mg/ml oral suspensions.  All of these products, except for the Theophylline        

X 75 mg tablets, had been shipped to California.  

4 Ranging from 25 mg tablets to 75 mg tablets. 
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FIRST CAUSE FOR DISCIPLINE 

(Failure to Establish Appropriate Laboratory Tests) 

33. Respondent is subject to disciplinary action for unprofessional conduct pursuant to 

Code section 4301, subdivisions (j) and (o), in conjunction with Code section 4129.2, subdivision 

(b), in that Respondent failed to follow CGMP and is in violation of C.F.R. section 211.22, 

subdivision (c). The circumstances were that Respondent did not have appropriate laboratory 

tests for various products to establish conformity to the final specifications of the product, 

including the identity and strength of each ingredient and the appropriate expiration date of each 

product, as more specifically set forth in paragraphs 28(a), 29(a), 29(d), 30(a), 30(b), 31(a), 31(b), 

and 31(e), above. 

SECOND CAUSE FOR DISCIPLINE 

(Failure to Clean and Disinfect Rooms and Equipment to Produce Sterile Conditions) 

34. Respondent is subject to disciplinary action for unprofessional conduct pursuant to 

Code section 4301, subdivisions (j) and (o), in conjunction with Code section 4129.2, subdivision 

(b), in that Respondent failed to follow CGMP and is in violation of C.F.R. 211.42, subdivision 

(c)(10)(v). Respondent did not have a disinfectant efficacy study to validate its cleaning 

procedures, as more specifically set forth in paragraph 30(d), above. 

THIRD CAUSE FOR DISCIPLINE 

(Failure to Establish Appropriate Testing for Each Batch of Drug Product)  

35. Respondent is subject to disciplinary action for unprofessional conduct pursuant to 

Code section 4301, subdivisions (j) and (o), in conjunction with Code section 4129.2, subdivision 

(b), in that Respondent failed to follow CGMP and is in violation of C.F.R. 211.165, subdivision 

(a). The circumstances were that Respondent failed to establish appropriate testing for each batch 

of drug product produced at its facility, as more specifically set forth in paragraphs 28(a), 29(d), 

31(a), and 31(b), above. 

/// 

/// 

/// 
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FOURTH CAUSE FOR DISCIPLINE 

(Failure to Complete an Annual Product Review) 

36. Respondent is subject to disciplinary action for unprofessional conduct pursuant to 

Code section 4301, subdivision (j) and (o), in conjunction with Code section 4129.2, subdivision 

(b), in that Respondent failed to follow CGMP and is in violation of C.F.R. 211.180 subdivision 

(e). The circumstances were that Respondent did not complete an APR to ensure its products met 

quality standards, as more specifically set forth in paragraphs 29(b) and 31(d), above. 

FIFTH CAUSE FOR DISCIPLINE 

(Failure to Support Assigned Expiration Date with Stability Studies) 

37. Respondent is subject to disciplinary action for unprofessional conduct pursuant to 

Code section 4301, subdivisions (j) and (o), in conjunction with Code section 4129.2, subdivision 

(b), in that Respondent failed to follow CGMP and is in violation of C.F.R. 211.137, subdivision 

(a). The circumstances were that Respondent failed to perform stability studies on its products to 

support the expiration date assigned to the product, as more specifically set forth in paragraphs 

28(a), 28(b), 29(c), 31(c), and 32(a) above. 

SIXTH CAUSE FOR DISCIPLINE 

(Failure to Complete Stability Testing) 

38. Respondent is subject to disciplinary action for unprofessional conduct pursuant to 

Code section 4301, subdivisions (j) and (o), in conjunction with Code section 4129.2, subdivision 

(b), in that Respondent failed to follow CGMP and is in violation of C.F.R. 211.166, subdivision 

(a). The circumstances were that Respondent failed to establish appropriate laboratory testing for 

multiple drug products to ensure the drug’s safety and effectiveness, as more specifically set forth 

in paragraphs 28(b) and 31(e), above. 

SEVENTH CAUSE FOR DISCIPLINE 

(Failure to Maintain Clean Equipment) 

39. Respondent is subject to disciplinary action for unprofessional conduct pursuant to 

Code section 4301, subdivisions (j) and (o), in conjunction with Code section 4129.2, subdivision 

(b), in that Respondent failed to follow CGMP and is in violation of C.F.R. 211.67, subdivision 
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(a). The circumstances where that Respondent failed to sanitize and sterilize its equipment and 

utensils at appropriate intervals to prevent malfunction or contamination and failed to provide 

proper protective equipment to its technicians, as more specifically set forth in paragraphs 29(e) 

and 30(c), above. 

EIGHTH CAUSE FOR DISCIPLINE 

(Falsely Represented Compliance with USP 800 Guidelines) 

40. Respondent is subject to disciplinary action for unprofessional conduct pursuant to 

Code section 4301, subdivision (g), in that Respondent falsely represented to the Board inspectors 

that it was compliant with USP 800 guidelines, as more specifically set forth in paragraph 30(e), 

above. 

OTHER MATTERS 

41. Pursuant to Code section 4307, if discipline is imposed against Respondent’s 

Nonresident Outsourcing Facility Permit No. NSF 134, then Respondent shall be prohibited from 

serving as a manager, administrator, owner, member, officer, director, associate, or partner of a 

licensee for five years if Nonresident Outsourcing Facility Permit number NSF 134 is placed on 

probation or until it is reinstated if it is revoked. 

PRAYER 

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

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

1. Revoking or suspending Nonresident Outsourcing Facility Permit Number NSF 134, 

issued to Epicur Pharma; 

2. Ordering Epicur Pharma 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; and, if placed on probation, the costs of probation monitoring; 

3. Prohibiting the owners and managers of Respondent’s Nonresident Outsourcing 

Facility Permit Number NSF 134, from serving as a manager, administrator, owner, member, 

officer, director, associate, or partner of a licensee for five years if Nonresident Outsourcing 

Facility Permit number NSF 134 is placed on probation or until it is reinstated if revoked; and 
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4. Taking such other and further action as deemed necessary and proper. 

DATED: _________________8/14/2025

SA2024304059 
38395880.docx 

Sodergren, 
Anne@DCA 

Digitally signed by
Sodergren, Anne@DCA 
Date: 2025.08.14 17:17:21
-07'00'

 ANNE SODERGREN
Executive Officer  
Board of Pharmacy 
Department of Consumer Affairs 
State of California  
Complainant  
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