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2720 Gateway Oaks Drive, Suite 100 Department of Consumer Affairs i?'. 3
Sacramento, CA 95833 Gavin Newsom, Governor

Phone: (916) 518-3100 Fax: (916) 574-8614
www.pharmacy.ca.gov

APPLICATION FOR VOLUNTARY SURRENDER OF PHARMACIST / INTERN LICENSE

PLEASE PRINT IN BLACK OR BLUE INK OR TYPE YOUR RESPONSES: -
Name of Licensee: Case No.

Pl lice  Hul P

Address of Record:
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Pursuant to the terms and conditions of my probation with the California State Board of

Pharmacy (Board) in Case No. ’7 3 '%f , | hereby request to surrender my license,
License No. « (V9 . The Board or its designee shall have the discretion

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

reasonable. Upon formal acceptance of the surrender of the license, | will no longer be subject to the
terms and conditions of probation. | understand that this surrender constitutes a record of discipline

and shall become a part of my license history with the Board.

Upon the acceptance of the surrender, | shall relinquish my pocket and/or wall license to the
Board within ten (10) days of notification by the Board that the surrender is accepted. | understand
that | may not reapply for any license, permit, or registration from the board for three (3) years from
the effective date of the surrender. [ further understand that | shall meet all requirements applicable

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

any outstanding costs.



PLEASE BE ADVISED THAT YOU ARE NOT RELIEVED OF THE REQUIREMENTS OF YOUR
PROBATION UNLESS THE BOARD NOTIFIES YOU THAT YOUR REQUEST TO SURRENDER
YOUR LICENSE HAS BEEN ACCEPTED.

£y /s frooT

Applicant's Signature—" Date

PATRIcE  phek  thd A6 ¢SS &
Applicant’s Printed Name Applicant’s License Number
Executive Officer's Approval Date

All items on this application are mandatory in accordance with your probationary order and the
Board's Disciplinary Guidelines as authorized by Title 16, California Code of Regulations section
1760. Failure to provide any of the requested information or providing unreadable information will
result in the application being rejected as incomplete. The information provided on this form will be
used to determine eligibility for surrender. The official responsible for information maintenance is the
Executive Officer, telephone (916) 518-3100, 2720 Gateway Oaks Drive, Suite 100, Sacramento, CA
95833. The information you provide may also be disclosed in the following circumstances: (1) in
response to a Public Records Act request; (2) to another government agency as required by state or
federal law; or, (3) in response to a court or administrative order, a subpoena, or a search warrant.
Each individual has the right to review the files or records maintained on them by our agency, unless
the records are identified as confidential information and exempted by Section 1798.40 of the Civil

Code.



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

In the Matter of the Accusation Against:
PATRICK PAEK HWANG
Pharmacist License No. RPH 41894
Respondent.

Agency Case No. 7835
OAH No. 2025040760

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

Seung W. Oh, Pharm.D.
Board President
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ROB BONTA
Attorney General of California
NANCY A. KAISER
Supervising Deputy Attorney General
STEPHEN D. SVETICH
Deputy Attorney General
State Bar No. 272370
300 So. Spring Street, Suite 1702
Los Angeles, CA 90013
Telephone: (213) 269-6734
Facsimile: (916) 731-2126
E-mail: Stephen.Svetich@doj.ca.gov
Attorneys for Complainant

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

In the Matter of the Accusation Against: Case No. 7835

PATRICK PAEK HWANG OAH No. 2025040760

165 Palos Verdes Blvd.

Redondo Beach, CA 90277 STIPULATED SETTLEMENT AND
DISCIPLINARY ORDER

Pharmacist License No. RPH 41894

Respondent.

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 Stephen D. Svetich, Deputy
Attorney General.

2. Respondent Patrick Pack Hwang (“Respondent”) is represented in this proceeding by
attorney Herb L. Weinberg, whose address is: Fenton Jurkowitz Law Group, LLP, 1990 S.
Bundy Drive, Suite 777, Los Angeles, CA 90025.

STIPULATED SETTLEMENT (7835)
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3. On or about August 3, 1988, the Board issued Pharmacist License Number RPH
41894 to Respondent. The Pharmacist License was in full force and effect at all times relevant to
the charges brought in Accusation No. 7835 and will expire on February 28, 2026, unless

renewed.

JURISDICTION

4. Accusation No. 7835 was filed before the Board and is currently pending against
Respondent. The Accusation and all other statutorily required documents were properly served
on Respondent on December 12, 2024. Respondent timely filed his Notice of Defense contesting
the Accusation.

5. A copy of Accusation No. 7835 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 Accusation No. 7835. 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 his legal rights in this matter, including the right to a
hearing on the charges and allegations in the Accusation; the right to confront and cross-examine
the witnesses against him; the right to present evidence and to testify on his own behalf; the right
to the issuance of subpoenas to compel the attendance of witnesses and the production of
documents; the right to reconsideration and court review of an adverse decision; and all other
rights accorded by the California Administrative Procedure Act and other applicable laws.

8. Respondent voluntarily, knowingly, and intelligently waives and gives up each and
every right set forth above.

CULPABILITY

9. Respondent admits the truth of each and every charge and allegation in Accusation

No. 7835.

STIPULATED SETTLEMENT (7835)
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10. Respondent agrees that his Pharmacist License is subject to discipline and agrees to
be bound by the Board's probationary terms as set forth in the Disciplinary Order below.

CONTINGENCY

11.  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 his counsel. By signing the stipulation, Respondent
understands and agrees that he may not withdraw his 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.

12.  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.

13.  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.

14. 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 Pharmacist License No. RPH 41894 issued to Respondent
Patrick Pack Hwang is revoked. However, the revocation is stayed and Respondent is placed on

probation for four (4) years on the following terms and conditions:
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1.  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:

e an arrest or issuance of a criminal complaint, information, or indictment for violation
of any state and federal laws

e 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

e a conviction of any crime

e the filing of a disciplinary pleading, issuance of a citation, or initiation of another
administrative action filed by any state or federal agency.

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

2. 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.

3. Interview with the Board

Upon receipt of reasonable prior notice, respondent shall participate as directed 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.

STIPULATED SETTLEMENT (7835)
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4.  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
their 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. Continuing Education

Respondent shall provide evidence of efforts to maintain skill and knowledge as a
pharmacist as directed by the Board and in compliance with Title 16 California Code of
Regulations section 1732.3.

6.  Reporting of Employment and Notice to Employers

During the period of probation, respondent shall notify all present and prospective
employers of the decision in case number 7835 and the terms, conditions and restrictions imposed
on respondent by the decision, as follows:

Within thirty (30) days of the effective date of this decision, and within ten (10) days of
undertaking any new employment, respondent shall report to the Board in writing the name,
physical address, and mailing address of each of their employer(s), and the name(s), telephone
number(s), and email address(es) of all of their direct supervisor(s), as well as any pharmacist(s)-
in- charge, designated representative(s)-in-charge, responsible manager, or other compliance
supervisor(s) and the work schedule, if known. Respondent shall also include the reason(s) for
leaving the prior employment and the last day worked. Respondent shall sign and return to the
Board a written consent authorizing the Board to communicate with all of respondent’s
employer(s) and supervisor(s), and authorizing those employer(s) or supervisor(s) to
communicate with the Board, concerning respondent’s work status, performance, and monitoring.
Failure to comply with the requirements or deadlines of this condition shall be considered a

violation of probation.

STIPULATED SETTLEMENT (7835)
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Within thirty (30) days of the effective date of this decision, and within fifteen (15) days of
respondent undertaking any new employment, respondent shall cause (a) their direct supervisor,
(b) their pharmacist-in-charge, designated representative-in-charge, responsible manager, or other
compliance supervisor, and (c) the owner or owner representative of their employer, to report to
the Board in writing acknowledging that the listed individual(s) has/have read the decision in case
number 7835 and the terms and conditions imposed thereby. If one person serves in more than
one role described in (a), (b), or (c), the acknowledgment shall so state. It shall be the
respondent’s responsibility to ensure that these acknowledgment(s) are timely submitted to the
Board. In the event of a change in the person(s) serving the role(s) described in (a), (b), or (¢)
during the term of probation, respondent shall cause the person(s) taking over the role(s) to report
to the Board in writing within fifteen (15) days of the change acknowledging that they have read
the decision in case number 7835 and the terms and conditions imposed thereby.

If respondent works for or is employed by or through an employment service, respondent
must notify the person(s) described in (a), (b), and (c) above at every entity licensed by the Board
of the decision in case number 7835 and the terms and conditions imposed thereby in advance of
respondent commencing work at such licensed entity. A record of this notification must be
provided to the Board upon request.

Furthermore, within thirty (30) days of the effective date of this decision, and within fifteen
(15) days of respondent undertaking any new employment by or through an employment service,
respondent shall cause the person(s) described in (a), (b), and (c) above at the employment service
to report to the Board in writing acknowledging that they have read the decision in case number
7835 and the terms and conditions imposed thereby. It shall be respondent’s responsibility to
ensure that these acknowledgment(s) are timely submitted to the Board.

Failure to timely notify present or prospective employer(s) or failure to cause the identified
person(s) with that/those employer(s) to submit timely written acknowledgments to the Board
shall be considered a violation of probation.

"Employment" within the meaning of this provision includes any full-time, part-time,

temporary, relief, or employment/management service position as a(n) Pharmacist License, or any
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position for which a Pharmacist License is a requirement or criterion for employment, whether
the respondent is an employee, independent contractor or volunteer.

7. Notification of Change(s) in Name, Address(es), or Phone Number(s)

Respondent shall further notify the Board as directed within ten (10) days of any change in
name, residence address, mailing address, e-mail address or phone number.

Failure to timely notify the Board of any change in employer, name, address, or phone
number, within 10 days of the change, shall be considered a violation of probation.

8. Restrictions on Supervision and Oversight of Licensed Facilities

During the period of probation, respondent shall not supervise any intern pharmacist, be the
pharmacist-in-charge, designated representative-in-charge, responsible manager, supervising
pharmacist, quality manager, designated individual (as defined in the United States Pharmacopeia
(USP), including an individual responsible and accountable for the performance and operations of
the facility and personnel in the preparation of compounded sterile products), or other supervisor
of any entity licensed by the Board, nor serve as a consultant of any entity licensed by the Board.
Assumption of any such unauthorized supervision responsibilities shall be considered a violation
of probation.

9.  Reimbursement of Board Costs

As a condition precedent to successful completion of probation, respondent shall pay to the
Board its costs of investigation and prosecution in the amount of $25,000.00. Respondent shall
be permitted to pay these costs in a payment plan approved by the Board, so long as full payment
is completed no later than one (1) year prior to the end date of probation.

10. 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.
/1
/1
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11. Status of License

Respondent shall, at all times while on probation, maintain an active, current Pharmacist
License with the Board, including any period during which suspension or probation is tolled.
Failure to maintain an active, current Pharmacist License shall be considered a violation of
probation.

If respondent's Pharmacist License expires or is cancelled by operation of law or otherwise
at any time during the period of probation, including any extensions thereof due to tolling or
otherwise, upon renewal or reapplication respondent's license shall be subject to all terms and
conditions of this probation not previously satisfied.

12. License Surrender While on Probation/Suspension

Following the effective date of this decision, should respondent cease practice due to
retirement or health, or be otherwise unable to satisfy the terms and conditions of probation,
respondent may relinquish their license, including any indicia of licensure issued by the Board,
along with a request to surrender the license. The Board shall have the discretion whether to
accept the 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. This surrender constitutes a record of discipline and shall become a part
of the respondent’s license history with the Board.

Upon acceptance of the surrender, respondent shall relinquish their pocket and/or wall
license, including any indicia of licensure not previously provided to the Board within ten (10)
days of notification by the Board that the surrender is accepted if not already provided.
Respondent may not reapply for any 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, including any outstanding
costs.

13.  Practice Requirement — Extension of Probation

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

employed as a(n) Pharmacist License in California for a minimum of 100 hours per calendar

8

STIPULATED SETTLEMENT (7835)




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

month. Any month during which this minimum is not met shall extend the period of probation by
one month. During any such period of insufficient employment, respondent must nonetheless
comply with all terms and conditions of probation, unless respondent receives a waiver in writing
from the Board.

If respondent does not practice as a(n) Pharmacist License in California for the minimum
number of 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 least: the date(s), location(s), and hours of last practice; the reason(s)
for the interruption or reduction in practice; and the anticipated date(s) on which respondent will
resume practice at the required level. Respondent shall further notify the Board in writing within
ten (10) days following the next calendar month during which respondent practices as a(n)
Pharmacist License in California for the minimum of hours. Any failure to timely provide such
notification(s) shall be considered a violation of probation.

It is a violation of probation for respondent's probation to be extended pursuant to the
provisions of this condition for a total period, counting consecutive and non-consecutive months,
exceeding thirty-six (36) months. The Board may post a notice of the extended probation period
on its website.

14. 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 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
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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.

15. Completion of Probation

Upon written notice by the Board indicating successful completion of probation,
respondent's license will be fully restored.

16. Restricted Practice

Respondent's practice as a Pharmacist shall be restricted from performing or engaging in
any compounding until Respondent completes the following training: six (6) hours of training in
USP 795; six (6) hours of training in USP 797; and six (6) hours of training in USP 800. All USP
training hours must be completed within first year of probation, and Respondent must complete
all USP training hours before Respondent may resume compounding. Respondent must submit
all proposed courses to the Board for review and approval before commencing the courses.
Respondent shall submit proof satisfactory to the Board of compliance with this term of
probation.

17.  Remedial Education

Within 90 days of the effective date of this decision, respondent shall submit to the Board,
for prior approval, an appropriate program of remedial education related to the allegations and
violations alleged in Accusation No. 7835. The program of remedial education shall consist of at
least six (6) hours each year of probation starting with the second year of probation, and all
courses shall be completed at respondent's own expense. All remedial education shall be in
addition to, and shall not be credited toward, continuing education (“CE”) courses used for
license renewal purposes for pharmacists. For the purposes of this section, “successfully
completed” shall mean respondent personally attended each educational program or course
(“course”) and completed all required course hours and work as determined by the remedial
education provider, including the taking and passing of any required examination(s).

Failure to timely submit for approval or complete the approved remedial education shall be

considered a violation of probation. The period of probation will be automatically extended until
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such remedial education is successfully completed and written proof, in a form acceptable to the
Board, is provided to the Board.

Following the completion of each course, the Board may require the respondent, at their
own expense, to take an approved examination to test the respondent's knowledge of the course.
If the respondent does not achieve a passing score, as determined by the provider, on the
examination that course shall not count towards satisfaction of this term. Respondent shall take
another course approved by the Board in the same subject area.

18.  Ethics Course

Within sixty (60) calendar days of the effective date of this decision, respondent shall enroll
in a course in ethics, at respondent’s expense, approved in advance by the board or its designee
that complies with Title 16 California Code of Regulations section 1773.5. Respondent shall
provide proof of enrollment upon request. Respondent is required to complete the 6-month and
12- month ethics follow up courses in order to be compliance with this condition. Within five (5)
days of completion, respondent shall submit a copy of the certificate of completion to the board or
its designee.

19.  No Ownership or Management of Licensed Premises

Respondent shall not own, have any legal or beneficial interest in, nor serve as a manager,
administrator, member, officer, director, trustee, associate, or partner of any business, firm,
partnership, or corporation currently or hereinafter licensed by the Board. Respondent shall sell
or transfer any legal or beneficial interest in any entity licensed by the Board within ninety (90)
days following the effective date of this decision and shall immediately thereafter provide written
proof thereof to the Board. Failure to timely divest any legal or beneficial interest(s) or provide
documentation thereof shall be considered a violation of probation.

/1
/1
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ACCEPTANCE

I have carefully read the above Stipulated Settlement and Disciplinary Order and have fully
discussed it with my attorney, Herb L. Weinberg. I understand the stipulation and the effect it
will have on my Pharmacist License. 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:

PATRICK PAEK HWANG
Respondent

I have read and fully discussed with Respondent Patrick Pack Hwang the terms and
conditions and other matters contained in the above Stipulated Settlement and Disciplinary Order.

I approve its form and content.

DATED:

HERB L. WEINBERG
Fenton Jurkowitz Law Group, LLP
Attorney for Respondent

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
NANCY A. KAISER

Supervising Deputy Attorney General

STEPHEN D. SVETICH
Deputy Attorney General
Attorneys for Complainant

LA2024304139
67960423.docx
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ACCEPTANCE

I have carefully read the above Stipulated Settlement and Disciplinary Order and have fully
discussed it with my attorney, Herb L. Weinberg. I understand the stipulation and the effect it
will have on my Pharmacist License. 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: ?/'yé /707/3 /
PATRICK PAEK HWA
Respondent )

I have read and fully discussed with Respondent Patrick Pack Hwang the terms and

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

I approve its form and content.

pateDp: Y24/ 2024 / ,ZS//:—’Z/;

HERBA.. WEINBERG

Fento# Jurkowitz Law Group, LLP

Attorney for Respondent
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
NANCY A. KAISER

Supervising Deputy Attorney General

STEPHEN D. SVETICH
Deputy Attorney General
Attorneys for Complainant

LA2024304139
67960423.docx
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ACCEPTANCE

I have carefully read the above Stipulated Settlement and Disciplinary Order and have fully
discussed it with my attorney, Herb L. Weinberg. I understand the stipulation and the effect it
will have on my Pharmacist License. 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:

PATRICK PAEK HWANG
Respondent

I have read and fully discussed with Respondent Patrick Pack Hwang the terms and
conditions and other matters contained in the above Stipulated Settlement and Disciplinary Order.

I approve its form and content.

DATED:

HERB L. WEINBERG
Fenton Jurkowitz Law Group, LLP
Attorney for Respondent

ENDORSEMENT

The foregoing Stipulated Settlement and Disciplinary Order is hereby respectfully

submitted for consideration by the Board of Pharmacy.

9/26/2025

DATED: Respectfully submitted,

ROB BONTA

Attorney General of California
NANCY A. KAISER

Sunervising Denutv Attorney General

N

STEPHEN D. SVETICH
Deputy Attorney General
Attorneys for Complainant

LA2024304139
67960423.docx
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ROB BONTA
Attorney General of California
NANCY A. KAISER
Supervising Deputy Attorney General
STEPHEN D. SVETICH
Deputy Attorney General
State Bar No. 272370
300 So. Spring Street, Suite 1702
Los Angeles, CA 90013
Telephone: (213) 269-6734
Facsimile: (916) 731-2126
E-mail: Stephen.Svetich@doj.ca.gov
Attorneys for Complainant

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

In the Matter of the Accusation Against: Case No. 7835a
PATRICK PAEK HWANG
4918 Calle de Arboles

Torrance, CA 90505 ACCUSATION
Pharmacist License No. RPH 41894

Respondent.

PARTIES
1.  Anne Sodergren (“Complainant”) brings this Accusation solely in her official
capacity as the Executive Officer of the Board of Pharmacy (“Board”), Department of Consumer
Affairs.
2. On or about August 3, 1988, the Board issued Pharmacist License Number RPH
41894 to Patrick Pack Hwang (“Respondent”). The Pharmacist License was in full force and
effect at all times relevant to the charges brought herein and will expire on February 28, 2026,

unless renewed. At all times relevant to the charges brought herein, Respondent was the owner
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and Pharmacist-in-Charge (“PIC”) of PDB, Inc., doing business as Pill Box Drug, Pharmacy
Permit No. PHY 43286 (“Pill Box Drug”).!
JURISDICTION

3. This 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.  Section 4011 of the Code provides 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), provides that every license issued by the Board
may be suspended or revoked.

6.  Code section 4300.1 provides that the expiration, cancellation, forfeiture, or
suspension of a Board-issued license, 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. Section 4302 of the Code states, “[t]he board may deny, suspend, or revoke any
license where conditions exist in relation to any person holding 10 percent or more of the
ownership interest or where conditions exist in relation to any officer, director, or other person
with management or control of the license that would constitute grounds for disciplinary action
against a licensee.”

8. Section 4307 of the Code states:

(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

! Effective November 6, 2024, Pharmacy Permit No. PHY 43286 issued to Pill Box Drug
was surrendered. However, the surrender was stayed until April 5, 2025, to allow for the sale of
the business.
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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:

(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.

(b) “Manager, administrator, owner, member, officer, director, associate, partner, or
any other person with management or control of a license” as used in this section and
Section 4308, may refer to a pharmacist or to any other person who serves in such capacity
in or for a licensee.

(c) The provisions of subdivision (a) may be alleged in any pleading filed pursuant
to Chapter 5 (commencing with Section 11500) of Part 1 of Division 3 of the Government
Code. However, no order may be issued in that case except as to a person who is named in
the caption, as to whom the pleading alleges the applicability of this section, and where the
person has been given notice of the proceeding as required by Chapter 5 (commencing with
Section 11500) of Part 1 of Division 3 of the Government Code. The authority to proceed
as provided by this subdivision shall be in addition to the board's authority to proceed under
Section 4339 or any other provision of law.

STATUTORY PROVISIONS

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 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.
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10. Business and Professions Code section 4084 provides, in pertinent part:

(a) When a board inspector finds, or has probable cause to believe, that any
dangerous drug or dangerous device is adulterated, misbranded, or counterfeit, the
board inspector shall affix a tag or other marking to that dangerous drug or dangerous
device. The board inspector shall give notice to the person that the dangerous drug or
dangerous device bearing the tag or marking has been embargoed.

(b) When a board inspector has found that an embargoed dangerous drug or
dangerous device is not adulterated, misbranded, or counterfeit, a board inspector
shall remove the tag or other marking.

(c) A board inspector may secure a sample or specimen of a dangerous drug or
dangerous device. If the board inspector obtains a sample prior to leaving the
premises, the board inspector shall leave a receipt describing the sample.

(d) For the purposes of this article, “counterfeit” shall have the meaning defined
in Section 109905 of the Health and Safety Code.

(e) For the purposes of this article, “adulterated” shall have the meaning defined
in Article 2 (commencing with Section 111250) of Chapter 6 of Part 5 of Division
104 of the Health and Safety Code.

(f) For the purposes of this article, “misbranded” shall have the meaning
defined in Article 3 (commencing with Section 111330) of Chapter 6 of Part 5 of
Division 104 of the Health and Safety Code.

11. Business and Professions Code section 4127 provides:

(a) A pharmacy that compounds sterile drug products shall possess a sterile
compounding pharmacy license as provided in this article.

(b) The board shall adopt regulations in accordance with the Administrative
Procedure Act (Chapter 3.5 (commencing with Section 11340) of Part 1 of Division 3
of Title 2 of the Government Code) to establish policies, guidelines, and procedures
to implement this article.

(c) The board shall review any formal revision to General Chapter 797 of the
United States Pharmacopeia and The National Formulary (USP—NF), relating to the
compounding of sterile preparations, not later than 90 days after the revision becomes
official, to determine whether amendments are necessary for the regulations adopted
by the board pursuant to subdivision (b).

12.  Business and Professions Code section 4127.1 provides, in pertinent part:

(a) A pharmacy shall not compound sterile drug products unless the pharmacy
has obtained a sterile compounding pharmacy license from the board pursuant to this
section. The license shall be renewed annually and is not transferable.

13.  Business and Professions Code section 4169 provides, in pertinent part:

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

4
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(1) Purchase, trade, sell, warehouse, distribute, or transfer dangerous drugs or
dangerous devices at wholesale with a person or entity that is not licensed with the
board as a wholesaler, third-party logistics provider, 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 of Part 5 of Division 104 of the
Health and Safety Code.

(3) Purchase, trade, sell, or transfer dangerous drugs that the person knew or
reasonably should have known were misbranded, as defined in Section 111335 of the
Health and Safety Code.

14. Business and Professions Code section 4301 provides, 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 issued by mistake. Unprofessional
conduct includes, but is not limited to, any of the following:

(b) Incompetence.

(c) Gross negligence.

(f) The commission of any act involving moral turpitude, dishonesty, fraud,
deceit, or corruption, whether the act is committed in the course of relations as a
licensee or otherwise, and whether the act is a felony or misdemeanor or not.

(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.

(0) 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. Civil Code section 56.10 provides, in pertinent part:

(a) A provider of health care, health care service plan, or contractor shall not
disclose medical information regarding a patient of the provider of health care or an
enrollee or subscriber of a health care service plan without first obtaining an
authorization, except as provided in subdivision (b) or (c).
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16. Health and Safety Code section 111250 provides, in pertinent part:

Any drug or device is adulterated if it consists, in whole or in part, of any filthy,
putrid, or decomposed substance.

17. Health and Safety Code section 111255 provides, in pertinent part:

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.

18. Health and Safety Code section 111295 provides, in pertinent part:

It is unlawful for any person to manufacture, sell, deliver, hold, or offer for sale
any drug or device that is adulterated.

19. Health and Safety Code section 111330 provides, in pertinent part:

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

20. Health and Safety Code section 111335 provides, in pertinent part:

Any drug or device is misbranded if its labeling or packaging does not conform
to the requirements of Chapter 4 (commencing with Section 110290).

21. Health and Safety Code section 111440 provides, in pertinent part:

It is unlawful for any person to manufacture, sell, deliver, hold, or offer for sale
any drug or device that is misbranded.

REGULATORY PROVISIONS

22. California Code of Regulations, title 16, section 1714 provides, in pertinent part:

(b) Each pharmacy licensed by the board shall maintain its facilities, space,
fixtures, and equipment so that drugs are safely and properly prepared, maintained,
secured and distributed. The pharmacy shall be of sufficient size and unobstructed
area to accommodate the safe practice of pharmacy.

(c) The pharmacy and fixtures and equipment shall be maintained in a clean and
orderly condition. The pharmacy shall be dry, well-ventilated, free from rodents and
insects, and properly lighted. The pharmacy shall be equipped with a sink with hot
and cold running water for pharmaceutical purposes.

23. California Code of Regulations, title 16, section 1715.65 provides, in pertinent part:

(a) Every pharmacy, and every clinic licensed under sections 4180 or 4190 of
the Business and Professions Code, shall perform periodic inventory activities and
prepare inventory reconciliation reports to detect and prevent the loss of federal
controlled substances. Except as provided in subdivisions (f) and (g), inventory

6
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reconciliation reports shall be prepared on the following ongoing basis:

(1) For federal Schedule II controlled substances, at least once every three
months.

(2) For products containing the following substances in the following
strengths per tablet, capsule, other unit, or specified volume, at least once every
12 months:

(A) Alprazolam, 1 milligram/unit.
(B) Alprazolam, 2 milligrams/unit.
(C) Tramadol, 50 milligrams/unit.

(D) Promethazine/codeine, 6.25 milligrams of promethazine and 10
milligrams of codeine per 5 milliliters of product.

(3)(A) For any controlled substance not covered by paragraph (1) or (2),
an inventory reconciliation report shall be prepared for identified controlled
substances lost no later than three months after discovery of the reportable loss
of that controlled substance. This report shall be completed if the loss is
discovered either by the inventory activities required by subparagraph (B), or in
any other manner. The report shall cover the period from the last physical count
of that controlled substance before the loss was discovered through the date of
discovery. At a minimum, a reportable loss is as specified in section 1715.6, or
any pattern(s) of loss(es) identified by the pharmacist in charge, as defined by
the pharmacy's policies and procedures. A reportable loss shall require an
inventory reconciliation report for each pattern of loss identified.

(B) Inventory activities for each controlled substance not covered by
paragraph (1) or (2) shall be performed at least once every two years from the
performance of the last inventory activities. For purposes of this section,
“inventory activities” means inventory and all other functions sufficient to
identify loss of controlled substances. The functions sufficient to identify loss
outside of the inventory reconciliation process shall be identified within the
pharmacy's policies and procedures.

(b) The pharmacist-in-charge of a pharmacy or consulting pharmacist for a

clinic shall review all inventory activities performed and inventory reconciliation
reports prepared pursuant to this section, and establish and maintain secure methods

to prevent losses of federal controlled substances. Written policies and procedures
shall be developed for performing the inventory activities and preparing the inventory
reconciliation reports required by this section.

(c) An inventory reconciliation report prepared pursuant to this section shall
include all of the following:

24
25
26
27
28

(1) A physical count, not an estimate, of all quantities of each federal
controlled substance covered by the report that the pharmacy or clinic has in
inventory, except as provided in subdivision (h). The biennial inventory of
controlled substances required by federal law may serve as one of the mandated
inventories under this section in the year where the federal biennial inventory is
performed, provided the biennial inventory was taken no more than three
months from the last inventory required by this section. An individual who
performs the inventory required by this paragraph shall sign and date the

7
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inventory or the report in which it is included as provided in subdivision (e)(1);

(2) A review of all acquisitions and dispositions of each federal controlled
substance covered by the report since the last inventory reconciliation report
covering that controlled substance;

(3) A comparison of (1) and (2) to determine if there are any variances;

(4) Identification of all records used to compile the report, which shall be
maintained in the pharmacy or clinic pursuant to subdivision (e)(2);

(5) Identification of each individual involved in preparing the report; and

(6) Possible causes of overages.

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

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

The controlled substances inventories required by Title 21, CFR, Section 1304

shall be available for inspection upon request for at least 3 years after the date of the
inventory.

25. California Code of Regulations, title 16, section 1735.2, provides, in pertinent part:

(b) A pharmacy may prepare and store a limited quantity of a compounded drug
preparation in advance of receipt of a patient-specific prescription where and solely in
such quantity as is necessary to ensure continuity of care for an identified population
of patients of the pharmacy based on a documented history of prescriptions for that
patient population.

(e) A drug preparation shall not be compounded until the pharmacy has first
prepared a written master formula document that includes at least the following
elements:

(1) Active ingredients to be used.

(2) Equipment to be used.

(3) The maximum allowable beyond use date for the preparation, and the
rationale or reference source justifying its determination.

(4) Inactive ingredients to be used.
(5) Specific and essential compounding steps used to prepare the drug.

(6) Quality reviews required at each step in preparation of the drug.

8
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(7) Post-compounding process or procedures required, if any.

(8) Instructions for storage and handling of the compounded drug preparation.

(1) Every compounded drug preparation shall be given a beyond use date
representing the date or date and time beyond which the compounded drug
preparation should not be used, stored, transported or administered, and determined
based on the professional judgment of the pharmacist performing or supervising the
compounding.

(1) For non-sterile compounded drug preparation(s), the beyond use date shall
not exceed any of the following:

(A) the shortest expiration date or beyond use date of any ingredient in
the compounded drug preparation,

(B) the chemical stability of any one ingredient in the compounded drug
preparation,

(C) the chemical stability of the combination of all ingredients in the
compounded drug preparation,

(D) for non-aqueous formulations, 180 days or an extended date
established by the pharmacist's research, analysis, and documentation,

(E) for water-containing oral formulations, 14 days or an extended date
established by the pharmacist's research, analysis, and documentation, and

(F) for water-containing topical/dermal and mucosal liquid and semisolid
formulations, 30 days or an extended date established by the pharmacist's
research, analysis, and documentation.

(G) A pharmacist, using his or her professional judgment may establish
an extended date as provided in (D), (E), and (F), if the pharmacist researches
by consulting and applying drug-specific and general stability documentation
and literature; analyzes such documentation and literature as well as the other
factors set forth in this subdivision; and maintains documentation of the
research, analysis and conclusion. The factors the pharmacist must analyze
include:

(1) the nature of the drug and its degradation mechanism,

(i1) the dosage form and its components,

(ii1) the potential for microbial proliferation in the preparation,

(iv) the container in which it is packaged,

(v) the expected storage conditions, and

(vi) the intended duration of therapy.

Documentation of the pharmacist's research and analysis supporting an
extension must be maintained in a readily retrievable format as part of the

9
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master formula.

(2) For sterile compounded drug preparations, the beyond use date shall not
exceed any of the following:

(A) The shortest expiration date or beyond use date of any ingredient in
the sterile compounded drug product preparation,

(B) The chemical stability of any one ingredient in the sterile
compounded drug preparation,

(C) The chemical stability of the combination of all ingredients in the
sterile compounded drug preparation, and

(D) The beyond use date assigned for sterility in section 1751.8.

(3) For sterile compounded drug preparations, extension of a beyond use date is
only allowable when supported by the following:

(A) Method Suitability Test,
(B) Container Closure Integrity Test, and
(C) Stability Studies
(4) In addition to the requirements of paragraph three (3), the drugs or
compounded drug preparations tested and studied shall be identical in ingredients,
specific and essential compounding steps, quality reviews, and packaging as the

finished drug or compounded drug preparation.

(5) Shorter dating than set forth in this subdivision may be used if it is deemed
appropriate in the professional judgment of the responsible pharmacist.

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

(a) For each compounded drug preparation, pharmacy records shall include:
(1) The master formula document.

(2) A compounding log consisting of a single document containing all of the
following:

(A) Name and Strength of the compounded drug preparation.
(B) The date the drug preparation was compounded.

(C) The identity of any pharmacy personnel engaged in compounding the
drug preparation.

(D) The identity of the pharmacist reviewing the final drug preparation.

(E) The quantity of each ingredient used in compounding the drug
preparation.
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(F) The manufacturer, expiration date and lot number of each component.
If the manufacturer name is demonstrably unavailable, the name of the supplier
may be substituted. If the manufacturer does not supply an expiration date for
any component, the records shall include the date of receipt of the component
in the pharmacy, and the limitations of section 1735.2, subdivision (/) shall

apply.

(1) Exempt from the requirements in this paragraph (1735.3(a)(2)(F))
are sterile preparations compounded in a single lot for administration within
seventy-two (72) hours to a patient in a health care facility licensed under
section 1250 of the Health and Safety Code and stored in accordance with
standards for “Redispensed CSPs” found in Chapter 797 of the United States
Pharmacopeia -- National Formulary (USP37-NF32) Through 2nd
Supplement (37th Revision, Effective December 1, 2014), hereby
incorporated by reference.

(G) A pharmacy-assigned unique reference or lot number for the
compounded drug preparation.

(H) The beyond use date or beyond use date and time of the final
compounded drug preparation, expressed in the compounding document in a
standard date and time format.

() The final quantity or amount of drug preparation compounded for
dispensing.

(J) Documentation of quality reviews and required post-compounding
process and procedures.

27. California Code of Regulations, title 16, section 1735.4, provides, in pertinent part:

(a) Each compounded drug preparation shall be affixed with a container label
prior to dispensing that contains at least:

(1) Name of the compounding pharmacy and dispensing pharmacy (if
different);

(2) Name (brand or generic) and strength, volume, or weight of each
active ingredient. For admixed IV solutions, the intravenous solution utilized
shall be included;

(3) Instructions for storage, handling, and administration. For admixed IV
solutions, the rate of infusion shall be included;

(4) The beyond use date for the drug preparation;
(5) The date compounded; and
(6) The lot number or pharmacy reference number.
(b) Any compounded drug preparation dispensed to a patient or readied for
dispensing to a patient shall also include on the label the information required under

Business and Professions Code section 4076 and California Code of Regulations, title
16, section 1707.5.
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(c) Any compounded drug preparation dispensed to a patient or readied for
dispensing to a patient shall also include, on the container label or on a receipt
provided to the patient, a statement that the drug has been compounded by the
pharmacy.

28. California Code of Regulations, title 16, section 1735.5, provides:

(a) Any pharmacy engaged in compounding shall maintain written policies and
procedures 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. Any material failure to follow the pharmacy's written policies and
procedures shall constitute a basis for disciplinary action.

(b) The policies and procedures shall be reviewed and such review shall be
documented on an annual basis by the pharmacist-in-charge. The policies and
procedures shall be updated whenever changes in policies and procedures are
implemented.

(c) The policies and procedures shall include at least the following:

(1) Procedures for notifying staff assigned to compounding duties of any
changes in policies or procedures.

(2) A written plan for recall of a dispensed compounded drug preparation
where subsequent information demonstrates the potential for adverse effects
with continued use. The plan shall ensure that all affected doses can be
accounted for during the recall and shall provide steps to identify which
patients received the affected lot or compounded drug preparation(s).

(3) 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) Procedures for evaluating, maintaining, certifying, cleaning, and
disinfecting the facility (physical plant) used for compounding, and for training
on these procedures as part of the staff training and competency evaluation
process.

(5) Documentation of the methodology used to validate integrity,
potency, quality, and labeled strength of compounded drug preparations. The
methodology must be appropriate to compounded drug preparations.

(6) Documentation of the methodology and rationale or reference source
used to determine appropriate beyond use dates for compounded drug
preparations.

(7) Dates and signatures reflecting all annual reviews of the policies and
procedures by the pharmacist-in-charge.

(8) Dates and signatures accompanying any revisions to the policies and
procedures approved by the pharmacist-in-charge.

(9) Policies and procedures for storage of compounded drug preparations
12
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in the pharmacy and daily documentation of all room, refrigerator, and freezer
temperatures within the pharmacy.

(10) Policies and procedures regarding ensuring appropriate functioning
of refrigeration devices, monitoring refrigeration device temperatures, and
actions to take regarding any out of range temperature variations within the
pharmacy.

(11) Policies and procedures for proper garbing when compounding with
hazardous products. This shall include when to utilize double shoe covers.

29. California Code of Regulations, title 16, section 1735.6, provides, in pertinent part:

(a) Any pharmacy engaged in compounding shall maintain written
documentation regarding the facilities and equipment necessary for safe and accurate
compounding of compounded drug preparations. This shall include records of
maintenance and cleaning of the facilities and equipment. Where applicable, this shall
also include records of certification(s) of facilities or equipment.

(b) Any equipment used to compound drug preparations shall be stored, used,
maintained, and cleaned in accordance with manufacturers' specifications.

(c) Any equipment that weighs, measures, or transfers ingredients used to
compound drug preparations for which calibration or adjustment is appropriate shall
be calibrated prior to use, on a schedule and by a method determined by the
manufacturer's speciﬁcations, to ensure accuracy. Documentation of each such
calibration shall be recorded in a form which is not alterable and these records of
calibration shall be maintained and retained in the pharmacy.

(d) Any pharmacy engaged in any hazardous drug compounding shall maintain
written documentation regarding appropriate cleaning of facilities and equipment to
prevent cross-contamination with non-hazardous drugs.

30. California Code of Regulations, title 16, section 1735.7, provides, in pertinent part:

(a) A pharmacy engaged in compounding shall maintain documentation
demonstrating that personnel involved in compounding have the skills and training
required to properly and accurately perform their assigned responsibilities and
documentation demonstrating that all personnel involved in compounding are trained
in all aspects of policies and procedures. This training shall include but is not limited
to support personnel (e.g. institutional environmental services, housekeeping),
maintenance staff, supervising pharmacist and all others whose jobs are related to the
compounding process.

(b) The pharmacy shall develop and maintain an on-going competency
evaluation process for pharmacy personnel involved in compounding, and shall
maintain documentation of any and all training related to compounding undertaken by
pharmacy personnel.
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31. California Code of Regulations, title 16, section 1735.8, provides, in pertinent part:

(a) Any pharmacy engaged in compounding shall maintain, as part of its written
policies and procedures, a written quality assurance plan designed to monitor and
ensure the integrity, potency, quality, and labeled strength of compounded drug
preparations.

(b) The quality assurance plan shall include written procedures for verification,
monitoring, and review of the adequacy of the compounding processes and shall also
include written documentation of review of those processes by qualified pharmacy
personnel.

(c) The quality assurance plan shall include written standards for qualitative and
quantitative analysis of compounded drug preparations to ensure integrity, potency,
quality, and labeled strength, including the frequency of testing. All qualitative and
quantitative analysis reports for compounded drug preparations shall be retained by
the pharmacy and maintained along with the compounding log and master formula
document. The quality assurance plan shall include a schedule for routine testing and
analysis of specified compounded drug preparations to ensure integrity, potency,
quality, and labeled strength, on at least an annual basis.

32. California Code of Regulations, title 16, section 1746.4 provides, in pertinent part:

(a) A pharmacist initiating and/or administering any vaccine pursuant to section
4052 or 4052.8 of the Business and Professions Code shall follow the requirements
specified in subdivisions (b) through (f) of this section.

(b) Training: A pharmacist who initiates and/or administers any vaccine shall
keep documentation of:

(1) Completion of an approved immunization training program, and
(2) Basic life support certification.

This documentation shall be kept on site and available for inspection.

33. California Code of Regulations, title 16, section 1764 provides, in pertinent part:

No pharmacist shall exhibit, discuss, or reveal the contents of any prescription,
the therapeutic effect thereof, the nature, extent, or degree of illness suffered by any
patient or any medical information furnished by the prescriber with any person other
than the patient or his or her authorized representative, the prescriber or other licensed
practitioner then caring for the patient, another licensed pharmacist serving the
patient, or a person duly authorized by law to receive such information.
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34. Code of Federal Regulations, title 21, section 1304.04 provides, in pertinent part:

(h) Each registered pharmacy shall maintain the inventories and records of
controlled substances as follows:

(1) Inventories and records of all controlled substances listed in Schedule I and
II shall be maintained separately from all other records of the pharmacy.

(4) Paper prescriptions for Schedules III, IV, and V controlled substances shall
be maintained at the registered location either in a separate prescription file for
Schedules IIL, IV, and V controlled substances only or in such form that they
are readily retrievable from the other prescription records of the pharmacy.
Prescriptions will be deemed readily retrievable if, at the time they are initially filed,
the face of the prescription is stamped in red ink in the lower right corner with the
letter “C” no less than 1 inch high and filed either in the prescription file for
controlled substances listed in Schedules I and II or in the usual consecutively
numbered prescription file for noncontrolled substances. However, if a pharmacy
employs a computer application for prescriptions that permits identification by
prescription number and retrieval of original documents by prescriber name, patient's
name, drug dispensed, and date filled, then the requirement to mark the hard copy
prescription with a red “C” is waived.

COST RECOVERY

35. 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.

/1
/1
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DRUG DEFINITIONS

36. The drugs at issue in this matter are defined in Table 1, below:

TABLE 1

BRAND GENERIC DANGEROUS CONTROLLED INDICATIONS
N AME NAME DRUG PER | SUBSTANCE PER FOR USE
B & PC 4022 H & SC

Keppra levetiracetam yes no Seizure
Tapazole methimazole yes no Hyperthyroidism
AndroGel testosterone yes yes Testosterone

replacement
Dotti Estradiol patch yes no Menopause symptoms
Transdermal

(patch)

Baytril enrofloxacin yes no Bacterial infection

Ativan lorazepam yes yes Anxiety

Pepcid famotidine yes no Heartburn
Donnatal Phenobarbital yes yes Seizures
Hycodan Hydrocodone yes yes Cough Relief

and
Homatropine
Lipitor Atorvastatin yes no Cholesterol
Orapred Prednisolone yes no Allergies, inflamation
FACTUAL ALLEGATIONS

37. Respondent operated Pill Box Drug, a retail pharmacy that dispensed an average of
100 prescriptions per day, with approximately 80% as refills and 20% as new prescriptions.
Respondent’s facility was normally staffed with two pharmacists and one clerk. The two
pharmacists were Respondent and his daughter, Emily Hwang, RPH 84218 (“RPH Hwang”).
Respondent compounded an average of 30 prescriptions per day, with approximately 70% of the
prescriptions compounded for veterinary use and approximately 30% of the prescriptions
compounded for human use.

Inspection on April 24, 2024

38.  On April 24, 2024, two Board inspectors conducted a routine inspection at Pill Box
Drug. Respondent was present to assist the Board’s inspectors during the inspection. The
inspectors conducted a full review of Pill Box Drug’s practices, including its handling of outdated

drugs and nonsterile compounding practices. Pill Box Drug did not have a compounding self-

16

(PATRICK PAEK HWANG)
ACCUSATION



10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

assessment, a biennial Drug Enforcement Agency (“DEA”) inventory, or a quarterly Schedule 11
Inventory Reconciliation for the Board’s inspectors to review.

39. An inspector observed numerous problems with Pill Box Drug’s compounding
practices. Respondent, Pill Box Drug’s only compounding pharmacist, had not completed an
annual competency or validation since 2000, even though it is required annually. Pill Box Drug
did not have equipment calibration for compounding equipment, did not monitor ambient room
temperature, and did not have cleaning records, all of which are requirements. Respondent had
not performed the required annual reviews of Pill Box Drug’s compounding policies and
procedures. Respondent last sent out a sample Compounded Non-Sterile Preparation (“CNSP”)
for quality assurance testing approximately ten years ago, even though such testing is required
annually. Pill Box Drug’s compounding prescription labels failed to state, “compounded by” or
any information notifying the consumer it was compounded, as required. Pill Box Drug did not
maintain compounding records for prescriptions compounded, as required.

40. An inspector observed numerous compounded medications without labels which
contain necessary information — the date of preparation, the Beyond Use Date (“BUD”), or the
drug/contents in the containers. There were over 20 containers with compounded preparation(s)
inside which did not bear a label of any kind. There was a plastic bag labeled as “levetiracetam
30mg/0.1mL” containing prefilled syringes, but the individual syringes were not labeled with any
information. Exacerbating this failure, Pill Box Drug did not maintain any compounding records,
including compounding logs, for the drugs in these syringes. Inspectors also observed over 50
plastic bags labeled as “methimazole 1.25 mg/0.1mL,” along with other concentration strengths,
with lot numbers and expiration dates indicating they expired on December 22, 2022, over a year
before the inspection. Again, Pill Box Drug did not maintain any compounding records,
including compounding logs, for the drugs in these bags.

41. Respondent was unable to explain to the Board’s inspectors how he determined the
BUDs for various non-sterile compounded preparations. Respondent stated that his software
generated the BUD date. Many retail pharmacy software programs, including Respondent’s

software, automatically default to a one-year “discard by’ date. However, the dispensing
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pharmacy should update the “discard by’ date to reflect the appropriate BUD for the dispensed
non-sterile compounded preparation. Using the one-year default “discard date” results in almost
every compounded preparation having BUDs that are incorrect and not supported; therefore, these
drugs were misbranded with false or misleading labels.

42. Overall, Pill Box Drug’s facility was extremely dirty, disorganized, cluttered, and in a
state of disrepair. It was not in an appropriate condition for compounding drugs. There were
numerous staff food products (hot sauce and bagel seasoning) and cleaning products stored on the
shelf comingled with the active compounding drug inventory. Both sinks in the pharmacy
appeared dirty, cluttered, and in a state of disrepair, and none of the sinks were suitable to use for
pharmaceutical purposes.

43.  During this inspection, the Board’s inspector requested that Respondent provide the
original prescription and prescription labels for Prescription Nos. 1099586 (for pimobendane 1.25
mg/mL suspension) and 1102667 (for testosterone 3 mg/gram cream). The Board’s inspector also
requested a copy of the Master Formula Record for these two drugs. Respondent was not able to
produce a copy of the master formula records for these two drugs that is compliant with
California Code of Regulations, title 16, section 1735.2, subdivision (¢). The master formula for
the pimobendane 1.25 mg/mL suspension was not compliant because it did not identify the
equipment to be used; the compounding steps to be used, the maximum BUD of the final
preparation; and the quality reviews at each step in the preparation, post-compounding
process/procedures, and instructions for stage/handling of the final preparation. The master
formula for the testosterone 3 mg/gram cream was not compliant because it was for more than
one type of strength/formulation of testosterone cream; failed to include equipment to review;
failed to include quality reviews at each step in the preparation; failed to include post-
compounding process/procedures; failed to include instructions for storage/handling of the final
preparation; and was not a current master formula record as it was dated “10/2/99.”

44. Respondent provided the Board’s inspector with one equipment calibration log for a

“scale.” The log only had 11 entries documented, ten dates from 2018 and 2019 and one entry on
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February 24, 2024. Other than this sole log, which was not complete, Respondent failed to show

equipment calibration records for all equipment used in compounding.

45.

Respondent told Board inspectors he cleaned the pharmacy “as needed” throughout

the day and at the end of his shift. However, Respondent failed to document any cleaning for

either the hazardous drugs room or the non-hazardous drugs compounding area.

46.

At the conclusion of the inspection, the Board issued Pill Box Drug an Order of

Correction for the following violations observed during the inspection on April 24, 2024:

a.

Violation of California Code of Regulations, title 16, section 1714(b): Pill Box Drug
did not monitor daily refrigerator temperatures to ensure drugs, including vaccines, are
safely and properly maintained. During the inspection, Pill Box Drug’s refrigerator
temperature was approximately 51-53 degrees Fahrenheit, which is dangerously above
the normal range of 36-46 degrees Fahrenheit.

Violation of California Code of Regulations, title 16, section 1715.65(c): Pill Box
Drug did not perform the required quarterly Schedule II inventory reconciliation. It
only had a perpetual Schedule II inventory count.

Violation of California Code of Regulations, title 16, section 1707.2(b)(1)(4): Pill
Box Drug did not provide a written notice of the patient’s right to request consultation
for prescriptions which are delivered.

Violation of Business and Professions Code section 4076.6, subdivision (a): When
translated directions, not in English, were present on the prescription container label,
the English language versions were not available either on the container, label or on a
supplemental document provided to the patient.

Violation of California Code of Regulations, title 16, section 1764: Patient
prescription labels were in general trash and waste bins.

Violation of California Code of Regulations, title 16, section 1707.5(d): Pill Box

Drug did not have policies and procedures in place for interpretive services.
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47.

Violation of California Code of Regulations, title 16, section 1717.5(a)(2): Pill Box
Drug did not provide a written or electronic notice summarizing its automatic refill
program and did not obtain patient consent for enrollment for each prescription.
Violation of Code of Federal Regulations, title 21, section 1304.04(h)(1): Invoice
records for Schedule II drugs were not stored separately from all other invoice records.
The invoice records for Schedule II drugs were comingled with invoice records for all
other drugs.

Violation of Code of Federal Regulations, title 21, section 1304.04(h)(4):
Prescriptions for Schedule III, IV, and V drugs were not readily retrievable. Pill Box
Drug did not stamp these prescriptions with a red “C” on the face of the prescription
or otherwise maintain them in a manner electronically such that they are
distinguishable from other drugs in Pill Box Drug’s recordkeeping system.

Violation of California Code of Regulations, title 16, section 1717.5(a)(1): Pill Box
Drug did not have written policies and procedures regarding its automatic refill
program.

Violation of California Code of Regulations, title 16, section 1746.4(b)(2): Pill Box
Drug’s two pharmacists (including Respondent) were administering immunizations to
patients but did not have current Basic Life Support (“BLS”) certification.

On May 1, 2024, the Board issued to Pill Box Drug a Notice of Violation

encouraging Pill Box Drug to “not engage in compounding until in compliance with

compounding regulations.” The Notice of Violation noted the following violations observed

during the inspection on April 24, 2024:

a.

Violation of California Code of Regulations, title 16, section 1714(b): Pill Box
Drug’s facilities, space, fixtures, and equipment were not maintained to ensure drugs
are safely and properly prepared, maintained, secured, and distributed.

Violation of California Code of Regulations, title 16, section 1714(c): Pill Box

Drug’s pharmacy, fixtures, and equipment were not maintained in a clean and orderly
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condition. The sink used for pharmaceutical purposes was dirty, uncleaned, and used
for food items.

c. Violation of Business and Professions Code section 4169, subdivision (a)(3): Pill
Box Drug maintained many dangerous drugs that had false or misleading labels. For
example, BUDs were not correct or extended without support, and expiration dates/ lot
numbers were not accurate.

d. Violation of Business and Professions Code section 4169, subdivision (a)(2): Pill
Box Drug produced, prepared, packed, or held many dangerous drugs under
conditions whereby they may have been contaminated with filth. For example,
CNSPs were produced, prepared, packed, or held in unsanitary conditions.

Inspection on May 6, 2024

48. On May 6, 2024, four Board inspectors returned to Pill Box Drug to conduct a second
inspection at the pharmacy and embargo dangerous drugs and devices suspected to be
adulterated? or misbranded,* pursuant to Business and Professions Code section 4084.

49.  During this inspection, Pill Box Drug’s facility remained in a disorganized and
cluttered state. It was again in a state that was not in an appropriate condition for compounding
drugs. Despite the poor condition of Pill Box Drug, the Board’s inspectors observed evidence
that Pill Box Drug was still compounding in violation of Pharmacy Law even after Pill Box Drug
received the Board’s notice dated May 1, 2024. Respondent also admitted to improperly
compounding hazardous drugs (cyclosporine ophthalmic eye drops for dogs) without a sterile
compounding environment approximately six to seven years prior to the Board’s inspection.

50. The Board’s inspectors also observed several other violations of pharmacy law during
their inspection. In Pill Box Drug’s will call area, there was a receipt for a prescription dated
April 30, 2024, for testosterone 3 mg/gram cream that was stapled to a bag containing Dotti

Transdermal, not testosterone, ready to be dispensed to a patient. Inspectors also observed three

2 The definition of an “adulterated drug” is contained in Health and Safety Code sections
111250 and 111255, cited above in the section titled, “Statutory Provisions.”

3 The definition of a “misbranded drug” is contained in Health and Safety Code sections
111330 and 111335, cited above in the section titled, “Statutory Provisions.”
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prescription bottles dispensed by other pharmacies with expired medications. RPH Hwang
admitted to a Board inspector that patients sometimes brought prescriptions dispensed by other
pharmacies for Pill Box Drug to use them to compound their prescriptions, even though that
practice is not legally permissible.

51.  Respondent was dishonest with the Board’s inspectors regarding the disposition of
expired medications discovered during the inspection on April 24, 2024. After Respondent told
the inspectors expired active pharmaceutical ingredient (“API”) containers and expired and
mislabeled compounded preparations were in sealed cardboard boxes waiting to be picked up by
a reverse distributor, the Board’s inspectors found them hidden in the second-floor storage room
in a filing cabinet.

52. The Board commenced the embargo process because it had probable cause to believe
there were numerous dangerous drugs or dangerous devices that were adulterated and
misbranded. The Board embargoed the contents located in the HD compounding room, the non-
HD compounding hood and surrounding area, inventory stock, stock refrigerator, will call
area/will call refrigerator, and the storage area on the second floor. All embargoed items were
placed in cardboard boxes and/or sealed in their original bulk container and placed in the HD
compounding room, the non-HD compounding hood, and inside the drug refrigerator.

FIRST CAUSE FOR DISCIPLINE

(Unprofessional Conduct — Adulterated Drugs)

53.  Respondent is subject to disciplinary action pursuant to Code sections 4301,
subdivision (j), and 4169, subdivision (a)(2), in conjunction with Health and Safety Code sections
111250, 111255, and 111295, in that as of the Board’s inspections on April 24, 2024, and May 6,
2024, Respondent produced, prepared, packed, or held dangerous drugs under conditions whereby
they may have been contaminated with filth. Complainant refers to and by this reference
incorporates the allegations set forth above in paragraphs 36 through 52, inclusive, as though set
forth fully herein.

/1
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SECOND CAUSE FOR DISCIPLINE

(Unprofessional Conduct — Misbranded Drugs)

54. Respondent is subject to disciplinary action pursuant to Code sections 4301,
subdivision (j), and 4169, subdivision (a)(3), in conjunction with Health and Safety Code sections
111330, 111335, and 111440, in that as of the Board’s inspections on April 24, 2024, and May 6,
2024, Respondent maintained dangerous drugs that had false or misleading labels. Complainant
refers to and by this reference incorporates the allegations set forth above in paragraphs 36
through 52, inclusive, as though set forth fully herein.

THIRD CAUSE FOR DISCIPLINE

(Unprofessional Conduct — Dishonesty)

55. Respondent is subject to disciplinary action pursuant to Code section 4301,
subdivision (f), in that Respondent committed acts constituting dishonesty. During the inspection
on May 6, 2024, Respondent misrepresented the whereabouts of expired compounded
preparations and bulk compounding ingredients. Respondent represented that the expired
compounded preparations and bulk compounding ingredients were sent to a reverse distributer.
However, the Board’s inspectors located them hidden in metal cabinets in the second-floor
storage room of the pharmacy. Respondent also represented that he never used prescriptions
dispensed by other pharmacies to compound prescriptions for clients. However, Respondent’s
daughter, RPH Hwang, admitted that the pharmacy sometimes compounded medications for
clients using drugs dispensed by other pharmacies. Complainant refers to and by this reference
incorporates the allegations set forth above in paragraphs 36 through 52, inclusive, as though set
forth fully herein.

FOURTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct — Sterile Compounding Without Permit)
56. Respondent is subject to disciplinary action pursuant to Code sections 4301,
subdivision (j), and 4127, subdivision (a), in conjunction with Code section 4127.1, subdivision
(a), in that Respondent admitted to Board inspectors that approximately six to seven years before

the Board’s 2024 inspections, Respondent compounded cyclosporine ophthalmic drops, a sterile
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drug product, without a sterile environment and without first obtaining a sterile compounding
pharmacy permit. Complainant refers to and by this reference incorporates the allegations set
forth above in paragraphs 36 through 52, inclusive, as though set forth fully herein.

FIFTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct — Obtaining Drugs from Unlicensed Source)

57. Respondent is subject to disciplinary action pursuant to Code sections 4301,
subdivision (j), and 4169, subdivision (a)(1), in that Respondent purchased dangerous drugs or
devices from a person or entity that is not licensed with the Board as a wholesaler, third-party
logistics provider, or pharmacy. Respondent admitted to Board inspectors that he received
dangerous drugs (1/2 liter sodium lactate and 1 liter zemea propanediol) from an unnamed
dermatologist. Respondent explained that the dermatologist gave him those drugs for
compounding because Respondent could not purchase them from his wholesalers. Respondent
did not have acquisition records for these drugs. Complainant refers to and by this reference
incorporates the allegations set forth above in paragraphs 36 through 52, inclusive, as though set
forth fully herein.

SIXTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct — Violating California Regulations Applicable to Pharmacy)

58. Respondent is subject to disciplinary action pursuant to Code section 4301,
subdivision (0), in that Respondent violated the following provisions of title 16 of the California
Code of Regulations:

1. Section 1715.65(c): As of the Board’s inspection on April 24, 2024, Respondent had
not performed the required quarterly Schedule II inventory reconciliation.
Respondent only has a perpetual Schedule II inventory count.

ii.  Section 1746.4(b)(2): During the Board’s inspection on April 24, 2024, Respondent
admitted to Board inspectors that he administered immunizations to patients and did
not have an active basic life support certification.

iii.  Section 1764 (in conjunction with Civil Code section 56.10, subdivision (a)): As of

the Board’s inspection on April 24, 2024, Respondent failed to maintain the
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1v.

Vi.

Vil.

Viil.

1X.

X.

confidentiality of private patient healthcare information in that he disposed of
patient prescription labels in general trash and waste bins.

Section 1735.2(e): As of the Board’s inspections on April 24, 2024, and May 6,
2024, Respondent failed to have first prepared a written master formula document
with all required elements prior to compounding.

Section 1735.3(a)(1): As of the Board’s inspections on April 24, 2024, and May 6,
2024, Respondent failed to regularly maintain master formula documents as part of
Pill Box Drug’s pharmacy records for each compounded drug preparation.

Section 1735.3(a)(2): As of the Board’s inspections on April 24, 2024, and May 6,
2024, Respondent failed to maintain compounding logs for any compounded
preparations.

Section 1735.2(i)(1): As of the Board’s inspections on April 24, 2024, and May 6,
2024, Respondent failed to properly assign and comply with the maximum
allowable BUDs for non-sterile compounded drug preparations by automatically
defaulting most prescriptions for compounded preparations to a one-year BUD.

Section 1735.4: As of the Board’s inspections on April 24, 2024, and May 6, 2024,
Respondent failed to properly label final compounded drug preparations.
Specifically, Respondent maintained unlabeled amber containers containing
compounded flavoring preparations and unlabeled syringes containing compounded
levetiracetam 30 mg/0.1 mL. Additionally, multiple containers and syringes with
compounded capsules or topical creams/gels were only labeled with the name of the
preparation.

Section 1735.7: As of the Board’s inspections on April 24, 2024, and May 6, 2024,
Respondent engaged in compounding without maintaining recent documentation
demonstrating compounding personnel have the skills and training required to
properly perform compounding duties.

Section 1735.8(c): As of the Board’s inspections on April 24, 2024, and May 6,

2024, Respondent failed to conduct qualitative and quantitative testing and analysis
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X1.

Xil.

Xiii.

X1V.

XV.

XVi.

of specified compounded drug preparations to ensure integrity, potency, quality, and
labeled strength, on at least an annual basis.

Section 1735.6(a) and (b): As of the Board’s inspections on April 24, 2024, and May
6, 2024, Respondent engaged in compounding but failed to maintain records of
cleaning of the facilities and equipment. Additionally, Respondent failed to clean
Pill Box Drug’s compounding equipment, as the equipment appeared dirty and
covered in residue or dust.

Section 1735.6(c): As of the Board’s inspections on April 24, 2024, and May 6,
2024, Respondent failed to maintain equipment calibration records for all equipment
used. While Pill Box Drug had a one-page equipment calibration log for one scale,
it only had ten dates documented from 2018 to 2019 and one date documented on
February 24, 2024.

Section 1735.6(d): As of the Board’s inspections on April 24, 2024, and May 6,
2024, Respondent failed to maintain written documentation to show appropriate
cleaning of facilities and equipment used to compound hazardous drugs to prevent
cross-contamination with non-hazardous drugs.

Section 1735.5(c)(7): As of the Board’s inspections on April 24, 2024, and May 6,
2024, Respondent failed to maintain policies and procedures annually for Pill Box
Drug with dates and signatures reflecting he reviewed the pharmacy’s policies and
procedures.

Section 1735.2(b): As of the Board’s inspections on April 24, 2024, and May 6,
2024, Respondent maintained multiple topical compounded preparation syringes
and several hundred prescription bottles containing compounded preparations in Pill
Box Drug’s active inventory. Respondent had no supporting documentation
showing the need for such large quantities of compounded preparations prepared in
advance of receipt of a patient-specific prescription.

Section 1714(b): As of the Board’s inspections on April 24, 2024, and May 6, 2024,

Respondent failed to maintain Pill Box Drug’s facilities, space, fixtures, and
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equipment in a manner that ensured drugs were safely and properly prepared,
maintained, secured, and distributed.
xvii.  Section 1714(c): As of the Board’s inspections on April 24, 2024, and May 6, 2024,

Respondent failed to maintain Pill Box Drug’s pharmacy, fixtures, and equipment in
a clean and orderly condition. The sink for pharmaceutical purposes was dirty,
uncleaned, and used for food items.

Complainant refers to and by this reference incorporates the allegations set forth above in

paragraphs 36 through 52, inclusive, as though set forth fully herein.

SEVENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct — Incompetence)

59. Respondent is subject to disciplinary action pursuant to Code section 4301,
subdivision (b), in that Respondent committed acts constituting incompetence. During the
inspections on April 24, 2024, and May 6, 2024, Respondent failed to demonstrate compliance
with multiple pharmacy laws and regulations. Respondent also failed to demonstrate compliance
with multiple regulations pertaining to his compounding practice. Respondent received prior
citations for similar misconduct over the past 16 years and was unable to make the changes
necessary to successfully comply with all pharmacy laws and regulations. Complainant refers to
and by this reference incorporates the allegations set forth above in paragraphs 36 through 58, and
below in paragraphs 63 and 64, inclusive, as though set forth fully herein.

EIGHTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct — Gross Negligence)

60. Respondent is subject to disciplinary action pursuant to Code section 4301,
subdivision (c), in that Respondent committed acts constituting gross negligence. During the
inspections on April 24, 2024, and May 6, 2024, Respondent failed to demonstrate compliance
with multiple pharmacy laws and regulations, as outlined more fully above. Respondent also
failed to demonstrate compliance with multiple regulations pertaining to his compounding
practice, as outlined more fully above. Additionally, after Respondent received notice on May 1,

2024, that he and Pill Box Drug were not in compliance with the Pharmacy Law and all
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regulations governing the practice of pharmacy and compounding, Respondent filled
approximately 64 compounded prescriptions from May 2, 2025, to May 6, 2024. Complainant
refers to and by this reference incorporates the allegations set forth above in paragraphs 36
through 59, inclusive, as though set forth fully herein.

OTHER MATTERS

61. Pursuant to Code section 4307, because the Board has accepted the surrender of
Pharmacy Permit Number PHY 43286, issued to PDB, Inc., doing business as Pill Box Drug,
while Respondent was the Pharmacist-in-Charge, Respondent shall be prohibited from serving as
a manager, administrator, owner, member, officer, director, associate, or partner of a licensee
until Pharmacy Permit Number PHY 43286, issued to PDB, Inc., doing business as Pill Box
Drug, is reinstated.

62. Pursuant to Code section 4307, if discipline is imposed on Pharmacist License
Number RPH 41894, issued to Patick Pack Hwang, Respondent shall be prohibited from serving
as a manager, administrator, owner, member, officer, director, associate, or partner of a licensee
for five years if Pharmacist License Number RPH 41894 is placed on probation or until
Pharmacist License Number RPH 41894 is reinstated if it is revoked.

DISCIPLINARY CONSIDERATIONS

63. To determine the degree of discipline, if any, to be imposed on Respondent,
Complainant alleges that on or about July 24, 2020, in a prior action, the Board issued Citation
Number CI 2019 88390 to Respondent for violating California Code of Regulations, title 16,
sections 1716(c) [Deviating from Prescription — Dispensing Incorrect Drug]. The Board ordered
Respondent to pay a civil penalty of 1,500. That Citation is now final.

64. To determine the degree of discipline, if any, to be imposed on Respondent,
Complainant alleges that on or about July 27, 2020, in a prior action, the Board issued Citation
Number CI 2019 88182 to Respondent for violating Business and Professions Code sections
4081, subdivision (a) and 4169, subdivision (a)(5) [Failure to Maintain Records of Dangerous
Drugs and Devices]; Business and Professions Code section 4342, subdivision (a), and Health and

Safety Code sections 111440 and 111295 [Adulterated Drugs]; California Code of Regulations,
28

(PATRICK PAEK HWANG)
ACCUSATION




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

title 16, sections 1714(c) [Failure to Maintain Fixtures and Equipment in a Sanitary and Orderly
Condition]; and 1735.3(a)(2)(F) [Failure to Maintain Compounding Records]. That Citation is
now final.

65. To determine the degree of discipline, if any, to be imposed on Respondent,
Complainant alleges that on or about July 24, 2020, in a prior action, the Board issued Citation
Number CI 2018 82230 to Pill Box Drug, while Respondent was Pill Box Drug’s PIC, for
violating Business and Professions Code sections 4081, subdivision (a) and 4169, subdivision
(a)(5) [Failure to Maintain Records of Dangerous Drugs and Devices]; Business and Professions
Code section 4342, subdivision (a), and Health and Safety Code sections 111440 and 111295
[Adulterated Drugs]; California Code of Regulations, title 16, sections 1714(c) [Failure to
Maintain Fixtures and Equipment in a Sanitary and Orderly Condition]; and 1735.3(a)(2)(F)
[Failure to Maintain Compounding Records]. The Board ordered Pill Box Drug to pay a civil
penalty of $3,000. That Citation is now final.

66. To determine the degree of discipline, if any, to be imposed on Respondent,
Complainant alleges that on or about May 28, 2020, in a prior action, the Board issued Citation
Number CI 2018 83492 to Pill Box Drug, while Respondent was Pill Box Drug’s PIC, for
violating California Code of Regulations, title 16, sections 1714(c) [Variation from Prescription].
There was no civil penalty imposed. That Citation is now final.

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 Pharmacist License Number RPH 41894, issued to Patrick
Paek Hwang;

2. Prohibiting Patrick Pack Hwang from serving as a manager, administrator, owner,
member, officer, director, associate, or partner of a licensee until Pharmacy Permit Number PHY
43286 is reinstated because Pharmacy Permit Number PHY 43286 issued to PDB, Inc., doing

business as Pill Box Drug, has been surrendered;
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3. Prohibiting Patrick Paek Hwang from serving as a manager, administrator, owner,
member, officer, director, associate, or partner of a licensee for five years if Pharmacist License
Number RPH 41894 is placed on probation or until Pharmacist License Number RPH 84643 is
reinstated if Pharmacist License Number RPH 41894 issued to Patrick Pack Hwang is revoked;

4. Ordering Patrick Pack Hwang 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; and,

5. Taking such other and further action as deemed necessary and proper.

Digitally signed by
SOd S rg ren 7 Sodergren, Anne@DCA

Date: 2024.12.08
12/8/2024 Anne@DCA 171374 0500
ANNE SODERGREN
Executive Officer
Board of Pharmacy
Department of Consumer Affairs

State of California
Complainant

DATED:

LA2024304139
67208918.docx
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