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

In the Matter of the Cease and Desist Order
Issued Against: Case No. Cl 2024 107722

BOOTHWYN PHARMACY LLC
Nonresident Pharmacy Permit No. NRP 1963
Nonresident Sterile Compounding Permit No.

NSC 101082

Respondent.

DECISION AFTER HEARING TO CONTEST CEASE AND DESIST ORDER

This matter was heard by Seung W. Oh, President of the California State Board of Pharmacy
(Board), on July 1, 2025, and July 3, 2025. The parties participated in the hearing from various
locations via videoconference. The matter was heard pursuant to Business and Professions

Code (Code) section 4127.3, subdivision (c).

Kristina Jarvis, Deputy Attorney General, represented complainant Anne Sodergren, Executive
Officer of the Board. Tory S. Polin, Attorney at Law, represented respondent Boothwyn

Pharmacy LLC (Boothwyn).

Oral and documentary evidence was received at the hearing. The matter was submitted for

decision on July 3, 2025.

FACTUAL FINDINGS

1. Boothwyn is located in Pennsylvania and is licensed by the Board as a nonresident
pharmacy. Boothwyn engages in the practice of sterile compounding and has also been issued a

nonresident sterile compounding permit by the Board.
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2. On June 23, 2025, complainant issued the Cease and Desist Order (Order) in her official
capacity. The Order compelled respondent to immediately cease and desist from compounding

sterile drug products for shipment into California.

3.  The Order was issued pursuant to Code section 4127.3. Subdivision (a) of that section,
which is cited in the Order, states: “Whenever the board has a reasonable belief, based on
information obtained during an inspection or investigation by the board, that a pharmacy
compounding sterile drug products poses an immediate threat to the public health or safety,
the executive officer of the board may issue an order to the pharmacy to immediately cease
and desist from compounding sterile drug products. The cease and desist order shall remain in
effect for no more than 30 days or the date of a hearing seeking an interim suspension order,

whichever is earlier.”

4.  The Order also cites Code section 4127.3, subdivision (b), which states: “Whenever the
board issues a cease and desist order pursuant to subdivision (a), the board shall immediately
issue the owner a notice setting forth the acts or omissions with which the owner is charged,

specifying the pertinent code section or sections.”?!

5.  The Order goes on to describe the acts complainant contends require a cease and desist

to protect public health and safety. Specifically, the Order states:

On April 24, 2025, during the annual renewal inspection it was noted that two lots of a
non-sterile to sterile compounded drug preparations (CSPs) were dispensed and shipped
to California patients before the required bacterial endotoxin testing (BET) were

received and found to be within allowable limits. When the results were received the

I As a technical matter, the Order fails to set forth the specific provisions of law
considered to have been violated. However, at hearing, it was adduced that Code section 4126.8
was the pertinent section. This section states, in relevant part: “The compounding of drug
preparations by a pharmacy for furnishing, distribution, or use in this state shall be consistent
with standards established in the pharmacy compounding chapters of the current version of the
United States Pharmacopeia-National Formulary, including relevant testing and quality
assurance.” At hearing, respondent did not raise the issue of the Order’s technical deficiency for
failure to specify the pertinent section or sections of law. Accordingly, any such argument is
considered to have been waived.

Case No. Cl 2024 107722 2 DECISION AFTER HEARING



BET level exceeded the limits by 2-3 times or more. Boothwyn was unable to provide
any documentation that the California patients were notified of these testing failures or
that a recall was conducted to get the non-conforming lots out of circulation. To
compound these issues, many of the CSPs were labeled as "keep frozen" when in fact
Boothwyn failed to have any data to support the CSPs or their container closers would
be stable when frozen or that the CSPs would arrive in California in a frozen state. This
data is required under the minimum practice standards of the United States

Pharmacopeia (USP) Chapter <797> (2022) standards.

After the inspection it was revealed that end product data for at least 7 different lots of
CSPs provided by Boothwyn, falsely represented they met end product testing

requirements when they did not.

On or about April 28, 2025, former Pharmacist-in-Charge (PIC) who is now the director
of the Sterile lab, RPH Matin [sic] Farrell represented that the concerns of the California
Board of Pharmacy would be addressed and that he was the individual responsible for

the falsification of the end product testing results.

From at least May 12, 2025, to June 9, 2025, the Federal Food and Drug Administration
(FDA) conducted a follow up inspection (previous inspection was conducted from
September 23, 2024, to October 22, 2024), and issued a Form 483 listing 6 observations.
The first observation was that Boothwyn had released CSPs that failed to meet the
requirement for strength, purity or quality. The FDA cited eleven (11) different lots of
non-sterile to sterile CSPs in addition to the two lots observed by the California Board
inspector on April 24, 2025. The FDA's second observation was related to the "store
frozen" label on CSPs where Boothwyn had no studies to ensure the products were

stable under this storage condition.

On or about June 9, 2025, the FDA issued a warning letter to Boothwyn related to their
inspection conducted on September 23, 2024, to October 22, 2024. This warning letter

states that Boothwyn produced and distributed, adulterated and misbranded animal
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drugs in violation of the Federal Food, Drug, and Cosmetic Act (FD&C Act). The FDA
specifically mentioned compounding of unapproved new animal drugs and drug quality
violations. The conclusion of the FDA warning letter stated, “All of the animal drugs you
produce from BDS (bulk drug substances) violated the FD&C Acts’ requirements for

approval/indexing, adequate directions for use, and CGMP.”

Boothwyn has shipped both human and animal CSPs into California while using these
practices as identified by the FDA and the California Board’s inspection. As of June 23,
2025, Boothwyn has failed to provide any evidence to support that they have updated
any of their practices to ensure that only safe and effective produces [sic] are shipped
into California. Recently, Boothwyn compounded a batch of ophthalmic drops which
failed potency after approximately 30 days, yet they failed to notify any patients or
providers of this failure and no recall has been initiated. These products are still within
their expiration date, and patients and providers may be administering these products

without any knowledge of this failure.

Based on the continued practice of dispensing and shipping CSPs which failed to meet
the requirement for strength, purity or quality, specifically BET level, sterility and/or
potency and compounded by the fact that the currency [sic] director of the sterile lab
has admitted to falsely representing end product data, the patients of California are at
high risk of being harmed by the practices at Boothwyn that violation [sic] California and

federal law and regulation.

6. On June 25, 2025, respondent timely contested the Order pursuant to its rights under

Code section 4127.3, subdivision (c).

7. At hearing, complainant presented oral and documentary evidence that respondent may
be compounding “baby batches” out of a “parent” stock solution, and potentially creating false
compounding records as part of that practice. Complainant also alleged that John Howell,
respondent’s Executive Vice President of Operations, presented false and misleading

documents to Board Inspector Suzy Patell. Respondent objected to the presentation of this
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evidence on due process grounds, based on this information not having been included in the
Order. Given that the Order does not address these issues, it is agreed that respondent was not
provided proper notice. Accordingly, the evidence adduced at hearing on these issues has been

disregarded for purposes of this Decision.

Sterile Compounding and USP Standards

8. Compounding is the pharmacy practice of mixing, combining, or altering ingredients.
Compounding may involve altering an existing drug product or creating an entirely new drug
product. Compounded drugs can serve patients whose clinical needs cannot be met by a drug
approved by the federal Food and Drug Administration (FDA). However, compounded drugs
may pose a higher risk to patients because they are not FDA approved and because

compounding pharmacies may be exempt from certain manufacturing requirements.

9. Compounded drugs can be made for topical, oral, injectable, or inhalable use. Drugs
administered orally or topically present less danger to patients from residual contaminants than
drugs injected or inhaled into the human body. Consequently, the acceptable levels of
contaminants in injectable and inhalable drug preparations are lower than for topical or oral
drugs. All injectable and inhalable preparations must be sterile for this reason. A sterile
injectable or inhalable drug preparation compounded from nonsterile ingredients is considered

a high-risk preparation due to its route of administration.

10. Pharmacists and pharmacies engaging in compounding drug preparations for use in
California are subject to both federal and California law, and both federal and California law
require compounding pharmacists and pharmacies to comply with applicable United States
Pharmacopeia (USP) chapters governing compounding practices. (See Section 503A of the FD&C
Act (21 U.S.C. § 353a); see also section 4126.8 of the Code.)
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FDA Actions Prior to June 23, 2025

11. The FDA issued a Form 4832 to respondent on October 22, 2024, listing five observations
FDA inspectors observed during an inspection of respondent’s facility conducted from
September 23, 2024, through October 22, 2024 (2024 Form 483). (See Exhibit 17.) Observation
1in the 2024 Form 483 stated as follows:

Testing and release of drug product for distribution do not include appropriate laboratory

determination of satisfactory conformance to the final specifications prior to release.

Specifically,

A. Your firm distributed seven (7) batches of your drug products using Certificates of
Analysis (COAs) containing passing bacterial endotoxin testing (BET) results when in fact
the COAs pulled from your contracted testing laboratory’s database indicate that the true

results of the BET were Out of Specification (O0S)...

(Exh. 17, p. 1.)

12. OnlJune9, 2025, the FDA issued a second Form 483 to respondent, listing their
observations during a follow-up inspection conducted at respondent’s facility from May 12,
2025, through June 9, 2025 (2025 Form 483). (See Exhibit 18.) Observation 1 in the 2025 Form
483 stated: “Your firm released drug product in which the strength differs from, or its purity or
quality falls below, that which it purports or is represented to possess. Specifically, your firm
released drug products that failed sterility or potency testing. Your firm failed to notify patients
of the out of specification (O0S) results.” (Exh. 18, p. 1.) Observation 1 went on to list specific

examples of lots of products that were distributed to patients with failing OOS results.

13. Observation 2 in the 2025 Form 483 stated: “Drug held under environmental conditions

whereby it may have been rendered injurious to health. Specifically, the labels on your

2 An FDA Form 483 is issued to firm management at the conclusion of an inspection
when FDA investigators have observed any conditions that in their judgment may constitute
violations of the law. A Form 483 does not constitute a final determination by the FDA of
whether any condition is in violation of the FD&C Act or any of its relevant regulations.
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Semaglutide and Tirzepatide drug formulations state “store frozen” when no studies have been
conducted to indicate these drugs are stable under this storage condition. The labeling for the
approved drug products states, ‘Do not freeze and do not use if it has been frozen.’”” (Exh. 18, p.

2.)

14. OnlJune 9, 2025, the FDA also issued a warning letter to respondent related to their
inspection conducted from September 23, 2024, through October 22, 2024 (FDA Warning
Letter). (See Exhibit 19.) The FDA Warning Letter states that respondent produced and
distributed adulterated and misbranded animal drugs in violation of the FD&C Act. In a
footnote, the FDA Warning Letter states: “FDA completed an inspection today (June 9, 2025) at
your facility which primarily focused on human drug compounding. FDA may address the

findings of that inspection in future correspondence.”

Testimony of Suzy Patell, California State Board of Pharmacy Inspector

15. Suzy Patell has been an inspector with the Board since October 2012. She has been a
licensed and practicing pharmacist in California since 1991 and has worked as a staff pharmacist
and a pharmacist in charge (PIC) in various pharmacy settings, including both hospital and retail
pharmacies. Since joining the Board, she has received extensive and ongoing on-the-job training
and education, including training in sterile compounding techniques and standards. She is also a
nationally certified inspector and investigator with training in methods of investigation and

interviewing as well as specialized training in report development.

16. Inspector Patell has performed Boothwyn’s annual sterile compounding renewal
inspections for the past two years. She conducted the most recent inspection at respondent’s
facility located in Kennett Square, Pennsylvania, on April 24, 2025, and completed an inspection
report that documented her observations and findings. (See Exhibit 2.) One of those
observations was that respondent engaged in “at risk dispensing,” a practice whereby
respondent would dispense compounded preparations before having received bacterial
endotoxin, sterility, or potency test results. The USP sterile compounding standards allow “at

risk dispensing” as long as standard operating procedures (SOPs) are in place to ensure that the
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facility can act on any OOS results it receives.? Inspector Patell had concerns, which she shared
with the representatives of respondent who were present during the inspection, that the SOPs
she reviewed did not meet this standard, because they were “short on details” and “more

policy statements rather than actual procedures.”

17. During the April 24, 2025 inspection, Inspector Patell dealt mostly with pharmacist Martin
Farrell (RPh Farrell). RPh Farrell was the PIC of respondent when the first FDA inspection
occurred in 2024. Following the 2024 FDA inspection, RPh Farrell admitted to altering and
falsifying COAs and other records of respondent. (See Exhibit 11.) This led to respondent
removing RPh Farrell as PIC and reassigning him to a different role.* During and after the April
24, 2025 inspection, Inspector Patell understood RPh Farrell’s current title to be “sterile lab
director.” At hearing, respondent credibly refuted that this was ever RPh Farrell’s title after

November 2024.

18. Inspector Patell’s inspection report documents that significant education, including
education on updated USP compounding standards, was provided to respondent in connection

with the April 24, 2025 inspection.

19. Inspector Patell analyzed data provided by respondent on dispensings to California
patients (both human and animal) prior to and after the April 24, 2025 inspection, and
determined that drug products had been dispensed from multiple lots that failed sterility,
potency, or bacterial endotoxin testing. (See, e.g., Exhibits 7, 9, and 10.) She further testified

that on a phone call with respondent on June 20, 2025, representatives of respondent stated

3 See USP <797>, which states, at section 18.1:
If a CSP is dispensed or administered before the results of release testing are
known, the facility must have procedures in place to:

e Immediately notify the prescriber of a failure of specifications with
the potential to cause patient harm (e.g., sterility, strength, purity,
bacterial endotoxin, or other quality attributes)

e Recall any unused dispensed CSPs and quarantine any stock
remaining in the pharmacy

e Investigate if other lots are affected and recall if necessary

% This also led to the Pennsylvania State Board of Pharmacy initiating disciplinary action
against RPh Farrell. (Exh. 11, pp. 6-28.)
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that respondent had not initiated a recall of these dispensed medications, or otherwise notified

patients or prescribers of the OOS results.

20. Inspector Patell also expressed concern about CSPs that respondent had labeled, “store
frozen prior to use.” (See, e.g., Exhibit 9 at p. 1.) She noted that respondent did not have any
data that supports the stability of the CSP, or the container closure, under frozen conditions, as
required by USP <797>, nor did respondent provide adequate information to patients about

how to properly store medications with this labeling.>

21. Finally, Inspector Patell testified that, in her opinion, best practice is to hold (or
quarantine) product, and not release/dispense it, until testing results come back. She further
opined that in terms of notification about OOS dispensed CSPs, best practice is to follow section

18.1 of USP <797>. (See footnote 3 above.)
Testimony of John W. Howell, Sr., Executive Vice President of Operations for Boothwyn®

22. John W. Howell, Sr., has been employed by Boothwyn since August 2023 and currently
serves as its Executive Vice President of Operations. In that capacity, he oversees respondent’s
operations in the areas of customer service, marketing, the laboratory, and the quality group.
Prior to joining Boothwyn, Mr. Howell served in the U.S. Navy, and later worked at Merck and

Tanvex.

23.  Mr. Howell was involved in, and signed, Boothwyn’s response to the 2024 FDA Form 483.

(See Exhibit A.) The response to paragraph A of Observation 1 states:

> See USP <797>, which states, at section 14.2.4: “If the CSP will be stored in a frozen
state, the container closure system must be able to withstand the physical stress (i.e., without
breaking or cracking) during storage in a freezer. The CSP must be thawed in appropriate
conditions to avoid compromising the physical and chemical stability of the preparation and its
components (e.g., do not heat in a microwave). Once the CSP is thawed, the CSP must not be
refrozen.”

6 On July 1, 2025, Mr. Howell presented his direct testimony by audio only. Accordingly,
the presiding officer was unable to visually observe Mr. Howell’s demeanor during this portion
of the hearing. On July 3, 2025, Mr. Howell appeared by video and audio.
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Boothwyn was unaware of the inaccurate data presented on these records. Upon
discovery, swift and necessary action was taken, and the personnel responsible for the
misapplied data were promptly disciplined, counseled, and corrective action taken to
improve oversight, create heightened scrutiny, and cross-verification of information prior
to the close of the inspection to avoid any similar situations in the future. In addition, our
staff reviewed the dispensing records to ensure there were no adverse events reported

with respect to the medications dispensed in those batches.

24. Mr. Howell stated that after the 2024 Form 483 and Boothwyn’s response, Boothwyn
personnel underwent additional training to address the deficiencies noted in the FDA’s

observations, and Boothwyn also updated its SOPs and implemented the updated SOPs.

25.  Mr. Howell further explained that Boothwyn’s current quarantine program, which was
implemented in early June 2025, requires that compounded products be put in “HFR,” or “hold
for release” status, until sterility and bacterial endotoxin testing results come back. Once
testing results come back, products that meet specifications are released for dispensing. If 00S
results come back on any products, an investigation is done by the quality group, and if the
investigation confirms the OOS results, those products are quarantined, removed from the lab,
and destroyed. Testing results are now shared both with the laboratory pharmacists and the

quality assurance (QA) manager. This is a different process than was in place prior to June 2025.

26. On cross examination, Mr. Howell was unable to state or estimate the exact number of
lots that have come back with OOS results since the new quarantine program was

implemented.

27. Mr. Howell also explained that an updated batch release process has been put into place
as of July 1, 2025. This process involves a new Batch Release Record (Exhibit B) that ensures
that compounded products are not released to patients until testing results have come back
and been approved. Mr. Howell testified that both the PIC and a QA designee are required to
sign the new Batch Release Record; however, while the form has several signature lines

designated “RPh,” it is unclear if this is where the PIC is supposed to sign. Similarly, it is unclear
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from the form if the QA designee can “overrule” the PIC and decide to release a drug over the

PIC’s objections; however, Mr. Howell confirmed that, in practice, this would not occur.

28. The new Batch Release Record is an attachment to Boothwyn’s updated SOP ID:
CP.GENCMPD.16.001, Compounded Sterile Preparation Batch Release (SOP 16.001 Version 2.0).
(See Exhibit C.) SOP 16.001 Version 2.0 differs from the previous version of this SOP, which was
Version 1.0 and was effective as of November 7, 2024. (See Exhibit D.) SOP 16.001 Version 2.0
includes new section 6.1.1.1, stating: “Any GLP-1 or testosterone containing sterile preparation
shall not be released until passing sterility and endotoxin results are received and approved.”
SOP 16.001 Version 2.0 also includes new section 6.1.2, stating: “Any lots that are sent out for
potency testing shall be held in Quality hold. They shall only be released for dispensing once
passed potency results are received.” SOP 16.001 Version 2.0 is still in draft form but will be

implemented “quite rapidly” once Boothwyn has finalized it.

29. Mr. Howell testified that Boothwyn will no longer engage in its previous practice of “at
risk dispensing,” such that no compounded product will leave Boothwyn’s facility until sterility

and bacterial endotoxin test results have come back.”

30. Mr. Howell also stated that as of June 30, 2025, Boothwyn is no longer shipping frozen

product.

31. Mr. Howell further testified that as of June 30, 2025, RPh Farrell is no longer an employee
of Boothwyn. Mr. Howell was unaware that tests on some lots were coming back with OOS
results, or that RPh Farrell had falsified records, until these facts came to light as part of the

2024 FDA inspection. After the falsification of records was discovered, RPh Farrell was removed

71t is noted that SOP 16.001 Version 2.0 includes the following statements, which seem
to contradict Mr. Howell’s testimony:
6.5.1 CSP ophthalmics may be released for dispensing “at risk” prior to receiving the
final sterility test results.
6.5.2 CSP injectables may be released for dispensing “at risk” prior to receiving final
sterility and endotoxin results.
However, as acknowledged by Mr. Howell, SOP 16.001 Version 2.0 is still in draft form and
thus may be subject to further refinement before being finalized.
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as PIC and he was moved to a role in “production scheduling.” He was never the “director of

pharmacy” at Boothwyn after November 2024.

32. Finally, Mr. Howell stated that Boothwyn never “refused” to contact patients when OOS
results were received on medications that had already been dispensed, nor did Boothwyn

“refuse” to do a recall.

Testimony of Arthur J. Dustman, Chief Operating Officer for Boothwyn

33. Arthur ). Dustman has been Boothwyn’s Chief Operating Officer for approximately two
and a half years. Prior to that he worked at Epicur Pharma for 17 years, where he served in
various positions, starting as a staff pharmacist with a background in compounding and

culminating in a managing director role.

34. Mr. Dustman testified that on June 30, 2025, a discussion took place between Boothwyn
and the FDA. As a result of that discussion, Boothwyn agreed (1) to initiate a recall of any
human or animal products released within expiry that may have OOS results, (2) to temporarily
cease production of any sterile injectable GLP-1 containing medications, and (3) to notify the
FDA prior to resuming production of those medications. Mr. Dustman explained that these
agreements were made in furtherance of “taking a step back” and looking at all of Boothwyn’s
guality related documentation and processes to ensure that they can in fact produce quality,
safe compounded products. On cross examination, he was noncommittal as to whether
Boothwyn would resume compounding GLP-1 containing medications at some point in the

future, stating that the current focus is on process improvements and auditing.

35. Mr. Dustman further testified that Boothwyn has been engaged in discussions with the
Pennsylvania Board of Pharmacy, with a focus on the process improvements Boothwyn intends
to put in place. He stated that Boothwyn is cooperating with the Pennsylvania Board, and is

working toward a resolution with them.

36. Mr. Dustman also discussed a letter that Boothwyn’s current PIC, Ali Zerafati, sent to the

Board, documenting the investigations that took place regarding the OOS results that the Board
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was concerned about, and the changes that Boothwyn has implemented following the
investigations.® (See Exhibit F.) Mr. Dustman explained that these changes include updating
their internal procedures to ensure that, going forward, there is a “solid process for client
notification.” Boothwyn has also engaged an external consultant to assist it with implementing

the new client notification process.

37. Like Mr. Howell, Mr. Dustman stated that Boothwyn never “refused” to notify patients
when OOS results were received on medications that had already been dispensed, nor did
Boothwyn “refuse” to recall product. On cross examination, he stated that Boothwyn had, in
the past, notified patients of OOS results, but that he would have to go “batch by batch” to give
specific examples, and he conceded that Boothwyn had not agreed to do a recall until after the

hearing started on July 1, 2025.

38. Mr. Dustman also spoke about the actions Boothwyn is taking to improve its process
when OOS results are received, and explained that he personally conducted a training for
Boothwyn personnel on July 1, 2025, on batch record release procedures. His testimony

supported the representations made by Mr. Howell in Factual Finding 27.

39. Mr. Dustman also discussed a letter dated July 1, 2025, that Boothwyn sent to the FDA in
response to the 2025 Form 483. (See Exhibit H.) The letter was created prior to July 1, and
thereafter provided to the FDA. In response to Observation 1 in the 2025 Form 483, the letter
states: “Boothwyn Pharmacy acknowledges this observation and accepts responsibility for the
release of compounded preparations that were subsequently determined to be out of
specification (00S).” (Exh. H, p. 2.) The letter goes on to explain that Boothwyn conducted an
investigation into the root cause and identified factors that contributed, and sets forth
Boothwyn’s plan to correct its missteps through implementation of a “comprehensive
corrective action and preventive action (CAPA) plan.” (Exh. H, p. 3.) This includes “a

comprehensive review and revision of its Recall and Client Notification Standard Operating

8 The letter is dated June 23, 2025, the same day that the Order was issued, but Mr.
Dustman was unsure if the letter was sent prior to or after the Order’s issuance.
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Procedure to strengthen internal procedures for identifying, evaluating, and executing recalls in

compliance with FDA and state board of pharmacy requirements.”

40. Mr. Dustman next reviewed several additional documents that purport to demonstrate
Boothwyn’s commitment to changing its practices. These included a three-page document
entitled “Project Rudder”; a one-page document entitled “Digital Document Signing and
Integrity Control System,” which Mr. Dustman represented was implemented on June 29, 2025;
and an executed statement of work dated June 27, 2025, between Boothwyn and LDT Health
Solutions, Inc. (See Exhibits |, K, and L.) He also reviewed a document entitled “Protocol:
Freeze—-Thaw—Hold—Refreeze Handling and Potency Stability Study,” which he represented to
be a protocol against which a stability study was conducted, to support Boothwyn’s prior
practice of shipping frozen products. (See Exhibit J.) Complainant objected to Exhibits I, K, and J
on various grounds, and the presiding officer notes that these documents were given little

weight in this Decision.

41. Mr. Dustman confirmed that Boothwyn is no longer shipping frozen product, and is
instead using the industry norm of refrigerated storage. He was unsure what products other
than GLP-1 containing products (which Boothwyn has agreed to cease compounding pursuant
to its June 30, 2025 agreement with the FDA; see Factual Finding 34) require refrigerated

storage.

42. When questioned about RPh Farrell, Mr. Dustman stated that he was unaware that tests
on some lots were coming back with OOS results, or that RPh Farrell had falsified records, until

these facts came to light as part of the 2024 FDA inspection.

LEGAL CONCLUSIONS

1.  The complainant has the burden of proof for establishing cause for issuing a cease and
desist order. Because the licenses at issue are issued to a pharmacy, the standard of proof is the
preponderance of the evidence. (In the Matter of the Third Amended Accusation Against IV
Solutions, Inc., Alireza Varastehpour, President and Renee Sadow (Board of Pharmacy Case No.

3606, Precedential Decision No. 2020-01).)
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2. As provided in section 4001.1 of the Code:

Protection of the public shall be the highest priority for the California State Board of
Pharmacy in exercising its licensing, regulatory, and disciplinary functions. Whenever the
protection of the public is inconsistent with other interests sought to be promoted, the

protection of the public shall be paramount.

The Pharmacy Law also requires that public protection must take priority over rehabilitation
and, where evidence of rehabilitation and public protection are in conflict, public protection

shall take precedence. (Bus. & Prof. Code, § 4313.)

3. Code section 4127.3 authorizes the executive officer of the Board to issue a cease and
desist order to a pharmacy for 30 days, prescribes the contents of the order, and the method to

appeal to the Board president and the court. It provides:

(a) Whenever the board has a reasonable belief, based on information obtained during an
inspection or investigation by the board, that a pharmacy compounding sterile drug
products poses an immediate threat to the public health or safety, the executive officer of
the board may issue an order to the pharmacy to immediately cease and desist from
compounding sterile drug products. The cease and desist order shall remain in effect for
no more than 30 days or the date of a hearing seeking an interim suspension order,

whichever is earlier.

(b) Whenever the board issues a cease and desist order pursuant to subdivision (a), the
board shall immediately issue the owner a notice setting forth the acts or omissions with

which the owner is charged, specifying the pertinent code section or sections.

(c) The order shall provide that the owner, within 15 days of receipt of the notice, may
request a hearing before the president of the board to contest the cease and desist order.
Consideration of the owner’s contest of the cease and desist order shall comply with
Section 11425.10 of the Government Code. The hearing shall be held no later than five

business days from the date the request of the owner is received by the board. The
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president shall render a written decision within five business days of the hearing. In the
absence of the president of the board, the vice president of the board may conduct the
hearing permitted by this subdivision. The owner or person in possession or control of the
pharmacy may seek review of the decision of the president of the board pursuant to

Section 1094.5 of the Code of Civil Procedure.

(d) Failure to comply with a cease and desist order issued pursuant to this section shall be

unprofessional conduct.

4, Section 4126.8 of the Code provides that the compounding of drug preparations by a
pharmacy for furnishing, distribution, or use in California shall be consistent with standards
established in the pharmacy compounding chapters of the current version of the United States

Pharmacopeia-National Formulary, including relevant testing and quality assurance.

5. Respondent’s past compounding practices, as established by Factual Findings 11-14, 16,
19, and 20, are gravely concerning. The issuance to respondent of the 2024 Form 483, the 2025
Form 483, and the FDA Warning Letter are particularly troubling, especially given that certain of
the observations in the 2025 Form 483 address the same practices flagged by Inspector Patell

during the April 24, 2025 inspection. (Factual Findings 12-13 and 19-20.)

6. The Pharmacy Law requires that public protection shall be the Board’s highest priority,
and that where evidence of rehabilitation and public protection are in conflict, public
protection shall take precedence. (Legal Conclusions 1-2.) It is certainly clear that Respondent’s
progress toward achieving compliant practices is nascent and ongoing; indeed, some important
changes only took effect after the issuance of the Order, with certain of those occurring
immediately before — or the morning of — the first day of the hearing in this matter. (See, e.g.,

Factual Findings 27, 30-31, 34, and 38.)

7. The evidence establishes that, as of June 23, 2025, complainant had a reasonable belief,
based on information obtained during an inspection or investigation by the Board, that
respondent’s practices posed an immediate threat to the public health or safety, and therefore

had cause to issue the Order to respondent on June 23, 2025. (Factual Findings 11-14, 16, and
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19-21.) However, the evidence also establishes that circumstances have changed since the
Order was issued. (See, e.g., Factual Findings 27, 30, 34, 38, and 41.) Thus, while an immediate
threat to the public health or safety likely existed at the time the Order was issued, it appears

that no such immediate threat exists now. Accordingly, the Order is lifted.
ORDER

For the reasons set forth above, the Cease and Desist Order is LIFTED.

It is so ORDERED on this 10" day of July, 2025.

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

Seung W. Oh, Pharm.D.
Board President

Case No. Cl 2024 107722 17 DECISION AFTER HEARING



California State Board of Pharmacy Business, Consumer Services and Housing Agency
2720 Gateway Oaks Drive, Suite 100 Department of Consumer Affairs
Sacramento, CA 95833 Gavin Newsom, Governor
Phone: (916) 518-3100 Fax: (916) 574-8618

www.pharmacy.ca.gov

Date: June 23, 2025

Permit No.:  NRP1963 NSC101082

Names: Boothwyn Pharmacy LLC

Address: 221 Gale Ln Kennett Square, PA 19348

Authority for this Action:

Business and Professions Code Section 4127.3, subdivision (a), states, "whenever the board has a reasonable
belief, based on information obtained during an inspection or investigation by the board, that a pharmacy
compounding sterile drug products poses an immediate threat to the public health or safety, the executive officer
of the board may issue an order to the pharmacy to immediately cease and desist from compounding sterile drug
products. The cease and desist order shall remain in effect for no more than 30 days or the date of a hearing
seeking an interim suspension order, whichever is earlier. "Subdivision (b) of that section provides that, whenever
the board issues a cease and desist order, the Board must immediately issue the owner a notice setting forth the
acts or omissions with which it is charged, specifying the pertinent code section or sections and any regulations.

Acts requiring a Cease and desist to protect public health or safety

On April 24, 2025, during the annual renewal inspection it was noted that two lots of a non-sterile to sterile
compounded drug preparations (CSPs) were dispensed and shipped to California patients before the required
bacterial endotoxin testing (BET) were received and found to be within allowable limits. When the results were
received the BET level exceeded the limits by 2-3 times or more. Boothwyn was unable to provide any
documentation that the California patients were notified of these testing failures or that a recall was conducted to
get the non-conforming lots out of circulation. To compound these issues, many of the CSPs were labeled as
"keep frozen" when in fact Boothwyn failed to have any data to support the CSPs or their container closers would
be stable when frozen or that the CSPs would arrive in California in a frozen state. This data is required under the
minimum practice standards of the United States Pharmacopeia (USP) Chapter <797> (2022) standards.

After the inspection it was revealed that end product data for at least 7 different lots of CSPs provided by
Boothwyn, falsely represented they met end product testing requirements when they did not.

On or about April 28, 2025, former Pharmacist-in-Charge (PIC) who is now the director of the Sterile lab, RPH
Matin Farrell represented that the concerns of the California Board of Pharmacy would be addressed and that he
was the individual responsible for the falsification of the end product testing results.

Visit our website at www.pharmacy.ca.gov
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From at least May 12, 2025, to June 9, 2025, the Federal Food and Drug Administration (FDA) conducted a
follow up inspection (previous inspection was conducted from September 23, 2024, to October 22, 2024), and
issued a Form 483 listing 6 observations. The first observation was that Boothwyn had released CSPs that failed
to meet the requirement for strength, purity or quality. The FDA cited eleven (11) different lots of non-sterile to
sterile CSPs in addition to the two lots observed by the California Board inspector on April 24, 2025. The FDA’s
second observation was related to the “store frozen” label on CSPs where Boothwyn had no studies to ensure the
products were stable under this storage condition.

On or about June 9, 2025, the FDA issued a warning letter to Boothwyn related to their inspection conducted on
September 23, 2024, to October 22, 2024. This warning letter states that Boothwyn produced and distributed,
adulterated and misbranded animal drugs in violation of the Federal Food, Drug, and Cosmetic Act (FD&C Act).
The FDA specifically mentioned compounding of unapproved new animal drugs and drug quality violations. The
conclusion of the FDA warning letter stated, "All of the animal drugs you produce from BDS (bulk drug
substances) violated the FD&C Acts’ requirements for approval/indexing, adequate directions for use, and
CGMP. "

Boothwyn has shipped both human and animal CSPs into California while using these practices as identified by
the FDA and the California Board’s inspection. As of June 23, 2025, Boothwyn has failed to provide any
evidence to support that they have updated any of their practices to ensure that only safe and effective produces
are shipped into California. Recently, Boothwyn compounded a batch of ophthalmic drops which failed potency
after approximately 30 days, yet they failed to notify any patients or providers of this failure and no recall has
been initiated. These products are still within their expiration date, and patients and providers may be
administering these products without any knowledge of this failure.

Based on the continued practice of dispensing and shipping CSPs which failed to meet the requirement for
strength, purity or quality, specifically BET level, sterility and/or potency and compounded by the fact that the
currency director of the sterile lab has admitted to falsely representing end product data, the patients of California
are at high risk of being harmed by the practices at Boothwyn that violation California and federal law and
regulation.

Order
On the basis of the foregoing, the Board, through its Executive Officer therefore ORDERS: Effective
immediately, Boothwyn, NRP1963/NSC101082, shall immediately cease and desist from compounding sterile

drug products for shipment into California.

Entity's Right to be Heard and Procedure

Pursuant to Business and Professions Code Section 4127.3, subdivision (c), within 15 days of receipt of this
notice, Boothwyn Pharmacy LLC may request a hearing before the president of the Board to contest this cease
and desist order. Any contest of the cease and desist order will comply with the requirements of Section 11425.10
of the Government Code, a copy of which is enclosed. Chapter 5 of the Administrative Procedures Act
(commencing at Government Code Section 11500) does not apply to this proceeding. The hearing will be held no
later than five (5) days from the date the owner's request for a hearing is received by the Board. The president will
render a written decision within five (5) days of the hearing. In the absence of the president of the Board, the vice
president of the Board may conduct the hearing permitted by this subdivision. Review of the decision of the


https://11425.10

president of the Board may be sought by the owner or person in possession or control of the pharmacy pursuant to
Section 1094.5 of the Code of Civil Procedure.

California State Board of Pharmacy

By: Anne Sodergren, Executive Officer

Signed: Digitally signed by

SOdergrenl Sodergren, Anne@DCA
Date: .06.
Date:  Anne@DCA %5 700

Acknowledgement

I hereby acknowledge receipt of the above cease and desist order and notice.

By:
Date:

Please return this signed and acknowledged document to the Board of Pharmacy by fax to 916-574-8618 or via
email to Christine.acosta@dca.ca.gov.


mailto:Christine.acosta@dca.ca.gov
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