


























































 

Institution

/Contact 

Name 

Sutter Health 

Melanie Horn, Pharm D, BCSCP 

 

Section, 

Subdivisi

on 

Proposed Language Recommendation / Comment 

1735 ( e)  Board Proposed Third Text:  

(d) “Essentially a copy” of a commercially available drug 

product means a preparation that includes the same active 

pharmaceutical ingredient(s) (API(s)) as the 

commercially available drug product…. 

 

Proposed Based on FDA definition with 503A :  

“Essentially a copy” of a commercially available drug 

product means a preparation that includes the compounded 

drug product has the same active pharmaceutical 

ingredient(s) (API) as the commercially available drug 

product; the API(s) have the same, similar, or an easily 

substitutable dosage strength; and the commercially 

available drug product can be used by the same route of 

administration as prescribed for the compounded drug. 

Compounding “Essentially a copy” of a commercially 

available drug product is not the compounding of finished 

drug products (or conventionally manufactured sterile 

component) but compounded using bulk drug 

substance(s), as defined in regulations of the Secretary 

published at section 207.3(a)(4) of title 21 of the Code of 

Federal Regulations.  

The recommendation reiterates concerns about 

California's definition of "essential copy" in hopes of 

further providing detail of the broad definition and the 

impact. The Board aims to align with the federal 503A 

standard, but the nonspecific definition lends to 

comprehensive noncompliance and does not capture the 

compounding activities which the Board intends to take 

regulatory action on. 

 

According to section 207.3(a)(4) of title 21 of the Code 

of Federal Regulations, compounding "essentially a 

copy" involves using bulk drug substances (APIs), not 

finished drug products. The current and proposed 

California definitions exceed federal 503A exemptions, 

especially within healthcare facilities, creating 

compliance issues. 

In a medium to large California hospital, compounding 

pharmacies prepare over 1,000 patient-specific 

compounds daily under USP 797 standards. These 

compounds, sharing APIs with commercial products, are 

deemed "essential copies" under California's restrictive 

code, requiring extensive documentation for each 

patient, which is impractical and not the intent of the 

Board to regulate the activities within scope of the 

existing and proposed definition. 

The California Board's definition does not align with 

FDA's 503A exemption, which allows professional 

judgment. The state's definition demands documentation 

of clinical differences for every compound, unlike the 

federal standard. 

Examples of discrepancies include: 

1. Vancomycin oral solution (DIFICID) for C. 

difficile treatment, vancomycin lyophilized 

sterile powder vials, and vancomycin premix 

IVPB Xellia bags with PEG all share the same 

API. Compounding a weight-based IVPB for 

surgical prophylaxis in orthopedic surgery the 

day prior to anticipated need for intravenous 

therapy is compounding an essential copy under 

the CA definition but not under the FDA. 

2. Cefazolin oral suspension (FDA-approved 

dosage form) shares the same API as cefazolin 

2-gram sterile lyophilized powder. 

3. Vasopressin premix bags of IV solution and 

the FDA-approved vials of vasopressin 

solution with an FDA-approved package insert 

that details making an IV infusion is 

compounding an essential copy. 

4. Creating clonidine oral suspension 

compound for a neonate shares the same API 

as clonidine tablets. 

5. Repackaging a Zosyn premix IVPB product 



into a syringe to administer to a neonate is 

defined in CA as an essential copy. 

6. Compounding Daptomycin lyophilized 

powder sterile vial to compound rather than 

the Baxter premix Daptomycin vial. 

The California Board should adopt either the FDA's 

definition or clarify the specificity of API/bulk drug 

substance compounding to provide clear expectations 

and enforcement standards to support the necessary 

compounding practices. The current regulation is 

impractical and burdensome, forcing hospitals to violate 

the law, lack clarity or over-document. 

Updating the definition to reflect safe, practical 

compounding under the federal 503A exemption is 

essential. Let's establish a meaningful, enforceable 

standard. 

 

1736.1. (2) (2) If the sterile compounding equipment or environment 

fail(s) to meet any required specification, after attempts to 

remediate pursuant to the facility’s SOPs are 

unsuccessful, an immediate use CSP may be 

compounded without the requirement for there to be 

loss of life or intense suffering of an identifiable patient. 

This provision may only be used for  120 hours after 

such failure(s). All such failures must be documented in 

accordance with facility’s SOP and shall be reported to 

the BOP Board within 72 hours. 

 

(3) If the sterile compounding equipment or 

environment fail(s) to meet any required specification in 

a hospital without alternative compounding area(s) 

onsite a critical access hospital, as defined in the Social 

Security Act 42 U.S.C. 1395i-4 section (c)(2)(B), after 

attempts to remediate pursuant to the facility’s SOPs 

are unsuccessful, an immediate use CSP may be 

compounded without the requirement for there to be 

loss of life or intense suffering or of an identifiable 

patient. This provision may be used for 120 hours after 

such failure(s). All such failures shall be documented in 

accordance with facility’s SOPs and shall be reported to 

the Board within 72 hours. 

 

 

Clarify the highlighted requirement for reporting to 

the Board within 72 hours. Does the Board intend for 

licensees to report all failures that result in using the 

provision for immediate use, or all sterile compounding 

equipment or environment failures that do not meet any 

required specification, regardless of whether immediate 

use CSPs are compounded? Please clarify the reporting 

expectation with clear language. 

 

While larger facilities may have alternative 

compounding locations, as discussed during the Board 

Committee's discussion of this allowance, onsite 

compounding with shorter beyond-use dates for 

immediate use is much preferred over offsite 

compounding and shipment. There is no determination 

that critical access designation should allow for 10 days, 

while other facilities can also require this reasonable 

time to mitigate a major failure appropriately by 

implementing a robust, pharmacy-driven immediate use 

program and reporting to the Board. Please do not create 

differing standards for critical access versus other health 

care facilities when, across the nation and within all 

other non-pharmacy care settings, immediate use is an 

allowable federal standard of practice with aseptic 

training and documented competency. The goal of the 

immediate use provision is to ensure patient access with 

a higher standard of care. 

If you keep a differing standard, provide for allowance 

to all hospitals without an alternative or secondary 

compounding area onsite.  

 

1736.2. 

Personnel 

Training 

and 

Evaluation 

(d) Compounding personnel or persons with direct oversight 

supervision and control over of compounding personnel 

who on initial competency fail any aspect of the aseptic 

manipulation ongoing training and competency evaluation 

shall not be involved in compounding or oversight of the 

preparation of a CSP until after successfully passing 

training and competency in the deficient area(s) as detailed 

in the facility’s SOPs. Compounding personnel or persons 

with direct oversight supervision and control over of 

compounding personnel who on fail any aspect of the 

aseptic manipulation ongoing training and competency 

evaluation [based on investigation of the failure 

determined poor aseptic practices] shall not be involved 

Argument Against Mandatory Removal for Aseptic 

Competency Failures 

Establish Different Standards: 

Differentiate between initial and ongoing aseptic 

manipulation assessments and those with non-technique 

related aseptic testing failures. 

A blanket requirement for all compounding scenarios 

does not align with USP standards and due to the rigor 

of testing can significantly  impact critical operations 

without determining that the failure was related to poor 

aseptic practices (new fingerprint and surface samples 

have many opportunities more for potential 

contamination over technique related failure). 



in compounding or oversight of the preparation of a CSP 

until after successfully passing training and competency in 

the deficient area(s) as detailed in the facility’s SOPs. A 

person with only direct supervision and control of personnel 

who fails any aspect of the aseptic manipulation ongoing 

training and competency evaluation may continue to 

provide only direct supervision and control of personnel for 

no more than 30 days after a failure of any aspect while 

applicable aseptic manipulation ongoing training and 

competency evaluation results are pending. 

Observation Over growth: 

The standard should emphasize the importance of 

observing aseptic technique adherence and correcting 

deviations. 

Growth results should not automatically disqualify a 

compounder, as contamination may not always be 

technique-related. 

Consider allowing SOP Alternative Mitigations: 

Implement SOP-driven mitigations for non-technique 

related contamination, such as unexpected growth on 

TSA plates when techniques adhered to compounding 

protocols. 

Allow flexibility in SOPs to address different 

contamination scenarios. 

Proposed Actions Require Immediate Retraining and 

Supervision: 

Retrain affected personnel immediately on aseptic 

techniques. 

Allow them to continue working under direct 

supervision until competency is re-established. 

Enhanced Monitoring: 

Increase environmental monitoring and conduct 

additional or follow up aseptic competency personnel 

sampling. 

Implement additional checks, like more frequent glove 

and gown changes, to minimize contamination risks. 

 

Removing experienced compounders from duties for 

non-technique related failures is impractical and disrupts 

operations. 

Adopt a balanced approach with targeted retraining and 

enhanced monitoring to maintain safety and efficiency. 

 

 

















































































































































































 
Crystal A. Frost, PhD 
February 21, 2025 

 
Public Comment on Proposed Amendments  

to Title 16 CCR Sections 1735-1738 
 

Dear Members of the California State Board of Pharmacy, 

I am writing this public comment on behalf of Stop the BOP, a nonpartisan patient-led 
movement advocating for the protection of access to sterile compounded medications 
that are essential to the lives of hundreds of thousands of Californians and utilized in 
countless medical communities across the nation and around the world. 

The proposed amendments to Title 16 of the California Code of Regulations, Sections 
1735-1738, impose unnecessary restrictions on access to Category 1 sterile compounds, 
such as glutathione, methylcobalamin, and NAD+. These regulations, as currently 
written, will devastate patient access to life-saving treatments in California, despite no 
evidence of safety risks warranting such measures. 

In the wake of the Palisades and Eaton fires, Californians are grappling with the health 
consequences of prolonged toxic smoke inhalation, including toxin buildup in lung tissue. 
For many, the only effective treatment to address these toxins is nebulized and 
intravenous glutathione. These therapies are utilized by firefighters, Lyme Disease and 
Long COVID patients, and individuals with conditions like ME/CFS and methylation 
impairment. Denying access to these critical treatments endangers vulnerable 
populations and ignores the unique health challenges faced by our state. 

FALSE CLAIMS MADE BY MEMBERS & EXECUTIVE STAFF 

At the February 5 Board Meeting, certain senior board members and staff continued to 
misrepresent federal standards to the public and to other board members by: 

1. Making false claims that USP Standards do not ensure sterile compounded 
medications are free of endotoxins. 

2. Falsely blaming the FDA for the lack of access to glutathione in California and 
falsely claiming that glutathione is not available in 49 other states (which it is). 

REFUTING FALSE CLAIMS 

USP Standards Already Address Endotoxin Testing 
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February 21, 2025 

On February 5, 2025, Member Maria Serpa asserted that the proposed updates to Title 
16 are the only way to ensure Category 1 sterile compounds do not contain endotoxins. 
This is incorrect. Current USP standards already address and require measures to ensure 
sterile compounded medications meet endotoxin limits: 

● USP <797> (Sterile Compounding): Requires endotoxin testing for certain 
high-risk compounded sterile products (CSPs). 

● USP <85> (Bacterial Endotoxins Test): Establishes testing methods and 
specific endotoxin limits based on dosage form. 

● USP <71> (Sterility Testing): Verifies that CSPs are free of microbial 
contamination which are the usual cause of endotoxins. 

The FDA Is Not to Blame for Glutathione’s Inaccessibility in California 

If the FDA were truly preventing the use of glutathione, glutathione would not be 
readily available in 49 other states.* Member Serpa claimed the FDA is responsible 
for glutathione’s inaccessibility in California, but this is false. In fact, the FDA’s interim 
policy places glutathione on its Category 1 list—meaning it is among the bulk drug 
substances FDA has not objected to during the list’s development. As the FDA states: 

“Patients’ care should not be disrupted while the [503A bulks] list is under 
development… FDA seeks to avoid unnecessary disruption to patient 
treatment while the Agency considers the bulk drug substances that were 
nominated with sufficient support to permit FDA to evaluate them.” 

Sterile compounded glutathione is not available in California for one reason only: the 
underground enforcement actions of this very Board. 

*StopTheBOP has contacted dozens of compounding pharmacies across the 
country and has not identified another state that prohibits Category 1 sterile 
compounds. Pharmacies offering Category 1 sterile products—such as 
methylcobalamin and glutathione—continue to provide them everywhere except 
California. 

The Proposal Exceeds USP Standards in Three Major Ways 
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At the January 8 board meeting, Member Maria Serpa claimed these regulations do not 
exceed USP and FDA requirements, but this is patently false. The proposed regulations 
exceed USP Standards in the following ways: 

● USP does not require full stability studies for Category 1 or 2 sterile 
compounding. These requirements only apply to Category 3 compounding. For 
the Board to mandate such studies—which can cost $10,000 to $30,000 per 
formulation—imposes an insurmountable financial burden on pharmacies. This will 
force them to limit offerings to the most generic formulations, eliminating the 
ability to create customized treatments based on individual prescriber orders. 

● The additional documentation of clinical circumstances for APIs on the 
FDA’s interim Category 1 list far exceeds FDA requirements. These APIs are 
already treated like any other active ingredient under FDA guidelines, with no 
such documentation mandate. 

● The requirement to perform multiple tests on APIs, including tests listed in USP 
Chapters above 1000 (informational-only chapters), is both excessive and 
unprecedented. California would be the only state enforcing such standards on 
503As, further restricting access without improving safety. 

I am deeply disturbed by the repeated false claims certain Board members and staff 
continue to make about federal standards. At best, these misrepresentations reflect 
negligence and incompetence, calling into question whether these proposed regulations 
are ready to be enacted. At worst, they suggest a deliberate effort to mislead both the 
public and fellow Board members—potentially serving hidden interests that seek to 
curtail patient access to safe, effective alternative medications. This troubling pattern 
raises serious concerns about the motivations behind these regulations and we hope 
other board members investigate these false statements as well and choose to act in 
the best interest of the public. 

BROAD OPPOSITION AND SEVERE CONSEQUENCES 

These burdensome regulations will have devastating consequences, especially for 
patients needing compounded treatments tailored to their specific health needs which 
is the entire purpose of 503A compounding pharmacies. While pharmacies may justify 
the cost of stability studies for a generic glutathione multiple-dose vial, they will not be 
able to produce more individualized options such as essential preservative-free 
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formulations or combinations. In essence, these regulations force 503A pharmacies to 
function as 503Bs which is effectively eliminating  patient-specific sterile compounding. 

Doctors, organizations, patients, and firefighters have repeatedly told you that they do 
not want these regulations. The Alliance for Pharmacy Compounding and numerous 
individual pharmacists have also voiced strong opposition. And yet, you continue to 
move forward, closing your ears to the outcry from those directly affected by your 
decisions. 

As California faces an unprecedented public health crisis due to widespread toxic smoke 
exposure, including asbestos, lead, microplastics, and potentially thallium, this Board has 
a moral and ethical obligation to protect the public. Instead of actively making it harder 
for Californians to access critical treatments, preserve access by fixing this proposal. 

Our asks are simple: 

1. Align California’s regulations with federal standards to ensure patients have 
access to essential Category 1 sterile compounded medications. 

2. Adhere to USP by allowing Category 2 compounding without requiring full 
stability studies, provided sterility and endotoxin testing is performed and a 
reasonable beyond-use-date (e.g., 45 days refrigerated) is applied. 

3. Eliminate adherence to USP Chapters above 1000, which are not enforceable 
requirements and are meant for informational purposes only. 

4. Amend the language to specify that Title 16 sterile compounding regulations 
apply specifically to pharmacists and not to doctors. 

The Board’s mission should be to protect public health—not restrict access to therapies 
that enhance patient outcomes. I urge you to reconsider these proposed regulations 
and prioritize the well-being of Californians who depend on compounded medications 
for survival and quality of life. 

Thank you for your attention and reconsideration. 
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From: 
To: 

Paul Narvaez 
PharmacyRulemaking@DCA 

Subject: Public Comment on Title 16 CCR Sections 1735-1738 
Date: Friday, February 21, 2025 7:34:59 PM 

This Message Is From an Untrusted Sender 
Warning: This email originated from outside of the organization! Do not click links, open attachments, or 
reply, unless you recognize the sender's email.

 Report Suspicious 

Dear California Board of Pharmacy, 

As a man who lives with his fiancee who suffers from Long Covid AND finds noticeable 
relief from injected glutathione, as well as NAD+ and other medications, I am writing to 
express strong opposition to the proposed regulations that would severely limit access to 
critical sterile compounded medications like injected and nebulized glutathione, 
methylcobalamin, NAD+, and others. These treatments are essential for many, including 
firefighters and chronic illness patients and the regulations would create unnecessary barriers 
that harm the healthcare system, businesses, and people of California. 

During the February 5, 2025 meeting, certain board members misrepresented federal 
guidelines, claiming the FDA has recommended glutathione be restricted. However, 
glutathione remains on the FDA’s Category 1 bulk compounds list, and is therefore legal 
under their current policy. USP guidelines also do not mandate stability testing for these 
compounds. Despite this, your proposal introduces extreme testing requirements that far 
exceed federal standards without any adequate safety-based justification. 

The unfeasible financial burden these regulations would place on pharmacies is a critical 
concern. Member Serpa’s cost estimates—$16.10 per glutathione vial and $8.06 per 
methylcobalamin vial—dramatically understated the actual costs of stability testing. These 
tests actually range from $10,000 to $30,000 per API. These prohibitively expensive tests 
would force pharmacies to discontinue offering most if not all formulations of these 
treatments, eliminating access to life-saving medications. 

The need for treatments like nebulized glutathione is more urgent than ever since southern 
California’s severe Urban-Wildfires released record levels of harmful toxins like lead and 
asbestos into the environment. Nebulized glutathione has demonstrated efficacy to reduce 
these harmful substances in the body. Restricting access to these treatments would escalate 
health risks, including fatal cancers, for first responders, vulnerable residents, and future 
generations. 

I appreciate comments made by Members Chandler, Hughes, and Thibeau, who expressed 
desire to protect patient access. Member Hughes emphasized the importance of these 
treatments, not just for firefighters but for people with ME/CFS, Long COVID, and other 
disabilities. He stated, “There are hundreds, if not thousands, of people using these 
compounded medications across the state,” and called for California to lead the way in 
research that improves access. 

The public opposition to these regulations is overwhelming, with over 11,000 signatures on a 

https://us-phishalarm-ewt.proofpoint.com/EWT/v1/Em4Sr2I!BhXYV2BZXYGO7i-ZrTMsfHO2fbr-hV6Ltr2-7eLIxH3ztPEKoWx2ThLq8Nu2kE-mBveO2-Z3baRGkEH10pZmh5MuN1Wuq5s7zoJvY0HsX3LdOLvoKJg-bd9ZPWbATxFejZcLOQ$
https://estimates�$16.10


petition—with an estimated 1,000+ from California firefighters—and hundreds of pages of 
comments submitted in writing and in person over the past year. Yet, the Board has failed to 
meaningfully respond to meaningful input from dozens of medical experts, consistently 
ignoring their expertise. The Board has repeatedly suggested that the public doesn’t 
understand federal and state laws or their application, dismissing the well-informed concerns 
raised by patients, healthcare professionals, and advocates. The failure to engage meaningfully 
with stakeholders undermines the credibility of the Board’s engagement process and has raised 
serious concerns about regulatory overreach. 

As written, the proposal creates unnecessary barriers that will severely limit access to life-
saving treatments. These barriers create an unjustifiable financial burden on patients and 
pharmacies and fail to reflect the true costs and needs of the community. I strongly urge The 
Board of Pharmacy to either (a) withdraw the proposal entirely from consideration, or (b)
 send these proposed regulations back to committee and re-write them to align them with and 
not exceed federal and Pharmacopeia standards by making the following changes: 

* Adhere to USP by allowing Category 2 compounding without requiring full stability studies,
provided sterility and endotoxin testing is performed and a reasonable beyond-use-date (e.g.,
45 days refrigerated) is applied.
* Eliminate adherence to USP Chapters above 1000, which are not enforceable requirements
and are meant for informational purposes only.
* Amend the language to specify that Title 16 compounding regulations apply only to
pharmacists. As written, this board appears to begin regulating medical practices which is
regulatory overreach.
* Remove the requirement of additional documentation of "clinical circumstances" which is
not required by the FDA.

Thank you for your time and attention to this urgent matter. I trust you will act in the best 
interest of public health and patient access. 

Sincerely, 

Paul Narvaez 
(213) 840-1375



    

 
 

 
 

 

 

 

From: 
To: 
Cc: 
Subject: 
Date: 

elle seibert 
PharmacyRulemaking@DCA 
Damoth, Debbie@DCA 
Written Comment in Opposition to Proposed Regulations in Title 16 
Friday, February 21, 2025 9:30:00 PM 

This Message Is From an Untrusted Sender 
Warning: This email originated from outside of the organization! Do not click links, open attachments, or 
reply, unless you recognize the sender's email.

 Report Suspicious 

Dear President Oh and Board of Pharmacy Members: 

For the last time, I am writing to express my grave concerns regarding the regulatory changes proposed 
in Title 16 CCR Sections 1735-1738. Throughout the rulemaking process, these regulations have faced 
near unanimous opposition from patients, healthcare professionals and other stakeholders. It has become 
increasingly clear that there is a stark difference between intentionality and outcome with respect to the 
Board's actions to date. 

To each board member, I urge you, please, to listen, and to consider the real life implications of 
each and every one of your votes. 

I am writing to you as just one person, disabled by Long COVID, fighting for continued survival in a city 
that has just faced a historic natural disaster. 

As you know, the wildfires in Los Angeles have been unprecedented for the State of California 
- upwards of 56,000 acres have burned, including homes, cars and industrial spaces. In
addition to the direct damages caused by the fires, Angelenos continue to reckon with the
health implications of poor air quality. While we are grateful that the fires have been
contained, we are only just at the beginning.

As we know from 9/11, continuing to live, work and play in close proximity to cleanup 
efforts has devastating long term effects on health with many survivors being diagnosed 
with short latency cancers due to poor air quality. It is a known fact that more people died 
from health complications relating to the air quality post-9/11 than on the day of the 
attacks. What is less known is that there are over 113,000 people registered on the World 
Trade Center Registry for longitudinal research into the long term health effects of exposure to 
9/11 air. This cohort is not purely comprised of first responders - it includes ordinary people of 
all ages who just happened to live in proximity to the attacks taking place on 9/11. 

According to the Coalition for Clean Air webinars on General Safety Practices during this 
time, the clean up efforts will take 6-8 months at the very least. As efforts to move and safely 
store an unprecedented volume of ash takes place, hazardous air pollutants and carcinogens 
are being released into the air we breathe. Despite this, there is a tragic dearth of information 
on risk and mitigation being provided by the current administration - many Angelenos are not 

https://us-phishalarm-ewt.proofpoint.com/EWT/v1/Em4Sr2I!BhXYV2D-_eFtpCG1RzQLnwEiPeAzMAQAT_hNXfzF2GOnJ09ZJEiu9_j6XeTWc_7NprEz4AKYZouQNJut7PCa2w6XE5KOtLiwUyII9KpFkyCQn_knSNzsr9U37QR5M3QtJyhMjg$
https://urldefense.com/v3/__https://www.nyc.gov/site/911health/about/wtc-health-registry.page__;!!Em4Sr2I!JrC44dNotCI9htH5aw7hXkQfeAwAoeSKs7kBv3ME0bb3iJl2m8OY677ygjcJk8PrXzdn6T_KN9xuLFJrxmKJvjtXhvDW$
https://urldefense.com/v3/__https://www.nyc.gov/site/911health/about/wtc-health-registry.page__;!!Em4Sr2I!JrC44dNotCI9htH5aw7hXkQfeAwAoeSKs7kBv3ME0bb3iJl2m8OY677ygjcJk8PrXzdn6T_KN9xuLFJrxmKJvjtXhvDW$
https://urldefense.com/v3/__https://www.ccair.org/wildfire-and-smoke-safety-resources/__;!!Em4Sr2I!JrC44dNotCI9htH5aw7hXkQfeAwAoeSKs7kBv3ME0bb3iJl2m8OY677ygjcJk8PrXzdn6T_KN9xuLFJrxmKJvpwuy9N6$


aware of the risks we take on by resuming "life as usual" just because the fires no longer burn.

Unlike in 9/11, we have the tools - but the past actions of the Board have put those tools
at risk. Thanks to the groundbreaking research taking place at Volunteer Fire Foundation, we
know that nebulized glutathione reduces levels of high range environmental toxins,
mycotoxins and PFAS ("forever chemicals") in first responders. Thanks to the work of 9/11
activists like Lila Nordstrom, we know that people of all ages -- including children -- living in
close proximity to clean up sites are at risk of developing serious long term health
complications due to worsening air quality related to the transportation and storage of ash
from burn sites. 

I said it at last month's board meeting and I will say it again: Angelenos deserve access to
nebulized glutathione too. We deserve to survive and thrive in the midst of natural disaster.
We deserve to survive and thrive in the midst of a pandemic. We deserve to survive and thrive,
period. But access to critical therapies like nebulized glutathione is at risk during a time when
we need them the most.

The vote taking place in March presents an opportunity, not only to learn from the events of
9/11, but to do better. So, do better. Listen to your stakeholders. Send these regulations back to
committee. Align with USP standards. Re-build these regulations from the ground up in
partnership with the people most affected. Center the needs of the most marginalized.

Thank you,

Elle Seibert
Founder, The Pidgin Co-Op
Organizer, Got Long COVID?
Consultant, NIH RECOVER
(e): elle@thepidgincoop.com

https://urldefense.com/v3/__https://www.lilanordstrom.com/somekidsleftbehind__;!!Em4Sr2I!JrC44dNotCI9htH5aw7hXkQfeAwAoeSKs7kBv3ME0bb3iJl2m8OY677ygjcJk8PrXzdn6T_KN9xuLFJrxmKJvsfQkvII$
https://urldefense.com/v3/__https://www.instagram.com/the.pidgin.coop/__;!!Em4Sr2I!JrC44dNotCI9htH5aw7hXkQfeAwAoeSKs7kBv3ME0bb3iJl2m8OY677ygjcJk8PrXzdn6T_KN9xuLFJrxmKJvryQFGAO$
https://urldefense.com/v3/__https://www.instagram.com/gotlongcovid/__;!!Em4Sr2I!JrC44dNotCI9htH5aw7hXkQfeAwAoeSKs7kBv3ME0bb3iJl2m8OY677ygjcJk8PrXzdn6T_KN9xuLFJrxmKJvsOZcmUc$
https://urldefense.com/v3/__https://recovercovid.org__;!!Em4Sr2I!JrC44dNotCI9htH5aw7hXkQfeAwAoeSKs7kBv3ME0bb3iJl2m8OY677ygjcJk8PrXzdn6T_KN9xuLFJrxmKJvqlhvSj3$
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	According to section 207.3(a)(4) of title 21 of the Code of Federal Regulations, compounding "essentially a copy" involves using bulk drug substances (APIs), not finished drug products. The current and proposed California definitions exceed federal 503A exemptions, especially within healthcare facilities, creating compliance issues. 
	In a medium to large California hospital, compounding pharmacies prepare over 1,000 patient-specific compounds daily under USP 797 standards. These compounds, sharing APIs with commercial products, are deemed "essential copies" under California's restrictive code, requiring extensive documentation for each patient, which is impractical and not the intent of the Board to regulate the activities within scope of the existing and proposed definition. 
	The California Board's definition does not align with FDA's 503A exemption, which allows professional judgment. The state's definition demands documentation of clinical differences for every compound, unlike the federal standard. 
	Examples of discrepancies include: 
	1.
	1.
	1.
	 Vancomycin oral solution (DIFICID) for C. difficile treatment, vancomycin lyophilized sterile powder vials, and vancomycin premix IVPB Xellia bags with PEG all share the same API. Compounding a weight-based IVPB for surgical prophylaxis in orthopedic surgery the day prior to anticipated need for intravenous therapy is compounding an essential copy under the CA definition but not under the FDA. 

	2.
	2.
	 Cefazolin oral suspension (FDA-approved dosage form) shares the same API as cefazolin 2-gram sterile lyophilized powder. 

	3.
	3.
	 Vasopressin premix bags of IV solution and the FDA-approved vials of vasopressin solution with an FDA-approved package insert that details making an IV infusion is compounding an essential copy. 

	4.
	4.
	 Creating clonidine oral suspension compound for a neonate shares the same API as clonidine tablets. 

	5.
	5.
	 Repackaging a Zosyn premix IVPB product 






	into a syringe to administer to a neonate
	into a syringe to administer to a neonate
	into a syringe to administer to a neonate
	into a syringe to administer to a neonate
	into a syringe to administer to a neonate
	into a syringe to administer to a neonate
	into a syringe to administer to a neonate
	 is defined in CA as an essential copy. 

	6.
	6.
	 Compounding Daptomycin lyophilized powder sterile vial to compound rather than the Baxter premix Daptomycin vial. 


	The California Board should adopt either the FDA's definition or clarify the specificity of API/bulk drug substance compounding to provide clear expectations and enforcement standards to support the necessary compounding practices. The current regulation is impractical and burdensome, forcing hospitals to violate the law, lack clarity or over-document. 
	Updating the definition to reflect safe, practical compounding under the federal 503A exemption is essential. Let's establish a meaningful, enforceable standard. 
	 


	1736.1. (2) 
	1736.1. (2) 
	1736.1. (2) 

	(2) If the sterile compounding equipment or environment fail(s) to meet any required specification, after attempts to remediate pursuant to the facility’s SOPs are unsuccessful, an immediate use CSP may be compounded without the requirement for there to be loss of life or intense suffering of an identifiable patient. This provision may only be used for  120 hours after such failure(s). All such failures must be documented in accordance with facility’s SOP and shall be reported to the BOP Board within 72 hou
	(2) If the sterile compounding equipment or environment fail(s) to meet any required specification, after attempts to remediate pursuant to the facility’s SOPs are unsuccessful, an immediate use CSP may be compounded without the requirement for there to be loss of life or intense suffering of an identifiable patient. This provision may only be used for  120 hours after such failure(s). All such failures must be documented in accordance with facility’s SOP and shall be reported to the BOP Board within 72 hou
	 
	(3) If the sterile compounding equipment or environment fail(s) to meet any required specification in a hospital without alternative compounding area(s) onsite a critical access hospital, as defined in the Social Security Act 42 U.S.C. 1395i-4 section (c)(2)(B), after attempts to remediate pursuant to the facility’s SOPs are unsuccessful, an immediate use CSP may be compounded without the requirement for there to be loss of life or intense suffering or of an identifiable patient. This provision may be used 
	 
	 

	Clarify the highlighted requirement for reporting to the Board within 72 hours. Does the Board intend for licensees to report all failures that result in using the provision for immediate use, or all sterile compounding equipment or environment failures that do not meet any required specification, regardless of whether immediate use CSPs are compounded? Please clarify the reporting expectation with clear language. 
	Clarify the highlighted requirement for reporting to the Board within 72 hours. Does the Board intend for licensees to report all failures that result in using the provision for immediate use, or all sterile compounding equipment or environment failures that do not meet any required specification, regardless of whether immediate use CSPs are compounded? Please clarify the reporting expectation with clear language. 
	 
	While larger facilities may have alternative compounding locations, as discussed during the Board Committee's discussion of this allowance, onsite compounding with shorter beyond-use dates for immediate use is much preferred over offsite compounding and shipment. There is no determination that critical access designation should allow for 10 days, while other facilities can also require this reasonable time to mitigate a major failure appropriately by implementing a robust, pharmacy-driven immediate use prog
	If you keep a differing standard, provide for allowance to all hospitals without an alternative or secondary compounding area onsite.  
	 


	1736.2. Personnel Training and Evaluation 
	1736.2. Personnel Training and Evaluation 
	1736.2. Personnel Training and Evaluation 

	(d) Compounding personnel or persons with direct oversight supervision and control over of compounding personnel who on initial competency fail any aspect of the aseptic manipulation ongoing training and competency evaluation shall not be involved in compounding or oversight of the preparation of a CSP until after successfully passing training and competency in the deficient area(s) as detailed in the facility’s SOPs. Compounding personnel or persons with direct oversight supervision and control over of com
	(d) Compounding personnel or persons with direct oversight supervision and control over of compounding personnel who on initial competency fail any aspect of the aseptic manipulation ongoing training and competency evaluation shall not be involved in compounding or oversight of the preparation of a CSP until after successfully passing training and competency in the deficient area(s) as detailed in the facility’s SOPs. Compounding personnel or persons with direct oversight supervision and control over of com

	Argument Against Mandatory Removal for Aseptic Competency Failures 
	Argument Against Mandatory Removal for Aseptic Competency Failures 
	Establish Different Standards: 
	Differentiate between initial and ongoing aseptic manipulation assessments and those with non-technique related aseptic testing failures. 
	A blanket requirement for all compounding scenarios does not align with USP standards and due to the rigor of testing can significantly  impact critical operations without determining that the failure was related to poor aseptic practices (new fingerprint and surface samples have many opportunities more for potential contamination over technique related failure). 




	in compounding or oversight of the preparation of a CSP until after successfully passing training and competency in the deficient area(s) as detailed in the facility’s SOPs. A person with only direct supervision and control of personnel who fails any aspect of the aseptic manipulation ongoing training and competency evaluation may continue to provide only direct supervision and control of personnel for no more than 30 days after a failure of any aspect while applicable aseptic manipulation ongoing training 
	in compounding or oversight of the preparation of a CSP until after successfully passing training and competency in the deficient area(s) as detailed in the facility’s SOPs. A person with only direct supervision and control of personnel who fails any aspect of the aseptic manipulation ongoing training and competency evaluation may continue to provide only direct supervision and control of personnel for no more than 30 days after a failure of any aspect while applicable aseptic manipulation ongoing training 
	in compounding or oversight of the preparation of a CSP until after successfully passing training and competency in the deficient area(s) as detailed in the facility’s SOPs. A person with only direct supervision and control of personnel who fails any aspect of the aseptic manipulation ongoing training and competency evaluation may continue to provide only direct supervision and control of personnel for no more than 30 days after a failure of any aspect while applicable aseptic manipulation ongoing training 
	in compounding or oversight of the preparation of a CSP until after successfully passing training and competency in the deficient area(s) as detailed in the facility’s SOPs. A person with only direct supervision and control of personnel who fails any aspect of the aseptic manipulation ongoing training and competency evaluation may continue to provide only direct supervision and control of personnel for no more than 30 days after a failure of any aspect while applicable aseptic manipulation ongoing training 
	in compounding or oversight of the preparation of a CSP until after successfully passing training and competency in the deficient area(s) as detailed in the facility’s SOPs. A person with only direct supervision and control of personnel who fails any aspect of the aseptic manipulation ongoing training and competency evaluation may continue to provide only direct supervision and control of personnel for no more than 30 days after a failure of any aspect while applicable aseptic manipulation ongoing training 

	Observation Over growth: 
	Observation Over growth: 
	The standard should emphasize the importance of observing aseptic technique adherence and correcting deviations. 
	Growth results should not automatically disqualify a compounder, as contamination may not always be technique-related. 
	Consider allowing SOP Alternative Mitigations: 
	Implement SOP-driven mitigations for non-technique related contamination, such as unexpected growth on TSA plates when techniques adhered to compounding protocols. 
	Allow flexibility in SOPs to address different contamination scenarios. 
	Proposed Actions Require Immediate Retraining and Supervision: 
	Retrain affected personnel immediately on aseptic techniques. 
	Allow them to continue working under direct supervision until competency is re-established. 
	Enhanced Monitoring: 
	Increase environmental monitoring and conduct additional or follow up aseptic competency personnel sampling. 
	Implement additional checks, like more frequent glove and gown changes, to minimize contamination risks. 
	 
	Removing experienced compounders from duties for non-technique related failures is impractical and disrupts operations. 
	Adopt a balanced approach with targeted retraining and enhanced monitoring to maintain safety and efficiency. 
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	Public Comment on Proposed Amendments  
	to Title 16 CCR Sections 1735-1738 
	 
	Dear Members of the California State Board of Pharmacy, 
	I am writing this public comment on behalf of Stop the BOP, a nonpartisan patient-led movement advocating for the protection of access to sterile compounded medications that are essential to the lives of hundreds of thousands of Californians and utilized in countless medical communities across the nation and around the world. 
	The proposed amendments to Title 16 of the California Code of Regulations, Sections 1735-1738, impose unnecessary restrictions on access to Category 1 sterile compounds, such as glutathione, methylcobalamin, and NAD+. These regulations, as currently written, will devastate patient access to life-saving treatments in California, despite no evidence of safety risks warranting such measures. 
	In the wake of the Palisades and Eaton ﬁres, Californians are grappling with the health consequences of prolonged toxic smoke inhalation, including toxin buildup in lung tissue. For many, the only effective treatment to address these toxins is nebulized and intravenous glutathione. These therapies are utilized by ﬁreﬁghters, Lyme Disease and Long COVID patients, and individuals with conditions like ME/CFS and methylation impairment. Denying access to these critical treatments endangers vulnerable population
	FALSE CLAIMS MADE BY MEMBERS & EXECUTIVE STAFF 
	At the February 5 Board Meeting, certain senior board members and staff continued to misrepresent federal standards to the public and to other board members by: 
	1. Making false claims that USP Standards do not ensure sterile compounded medications are free of endotoxins. 
	1. Making false claims that USP Standards do not ensure sterile compounded medications are free of endotoxins. 
	2. Falsely blaming the FDA for the lack of access to glutathione in California and falsely claiming that glutathione is not available in 49 other states (which it is). 

	REFUTING FALSE CLAIMS 
	USP Standards Already Address Endotoxin Testing 
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	On February 5, 2025, Member Maria Serpa asserted that the proposed updates to Title 16 are the only way to ensure Category 1 sterile compounds do not contain endotoxins. This is incorrect. Current USP standards already address and require measures to ensure sterile compounded medications meet endotoxin limits: 
	● USP <797> (Sterile Compounding): Requires endotoxin testing for certain high-risk compounded sterile products (CSPs). 
	● USP <797> (Sterile Compounding): Requires endotoxin testing for certain high-risk compounded sterile products (CSPs). 
	● USP <85> (Bacterial Endotoxins Test): Establishes testing methods and speciﬁc endotoxin limits based on dosage form. 
	● USP <71> (Sterility Testing): Veriﬁes that CSPs are free of microbial contamination which are the usual cause of endotoxins. 

	The FDA Is Not to Blame for Glutathione’s Inaccessibility in California 
	If the FDA were truly preventing the use of glutathione, glutathione would not be readily available in 49 other states.* Member Serpa claimed the FDA is responsible for glutathione’s inaccessibility in California, but this is false. In fact, the FDA’s interim policy places glutathione on its Category 1 list—meaning it is among the bulk drug substances FDA has not objected to during the list’s development. As the FDA states: 
	“Patients’ care should not be disrupted while the [503A bulks] list is under development… FDA seeks to avoid unnecessary disruption to patient treatment while the Agency considers the bulk drug substances that were nominated with sufﬁcient support to permit FDA to evaluate them.” 
	Sterile compounded glutathione is not available in California for one reason only: the underground enforcement actions of this very Board. 
	*StopTheBOP has contacted dozens of compounding pharmacies across the country and has not identiﬁed another state that prohibits Category 1 sterile compounds. Pharmacies offering Category 1 sterile products—such as methylcobalamin and glutathione—continue to provide them everywhere except California. 
	The Proposal Exceeds USP Standards in Three Major Ways 
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	At the January 8 board meeting, Member Maria Serpa claimed these regulations do not exceed USP and FDA requirements, but this is patently false. The proposed regulations exceed USP Standards in the following ways: 
	● USP does not require full stability studies for Category 1 or 2 sterile compounding. These requirements only apply to Category 3 compounding. For the Board to mandate such studies—which can cost $10,000 to $30,000 per formulation—imposes an insurmountable ﬁnancial burden on pharmacies. This will force them to limit offerings to the most generic formulations, eliminating the ability to create customized treatments based on individual prescriber orders. 
	● USP does not require full stability studies for Category 1 or 2 sterile compounding. These requirements only apply to Category 3 compounding. For the Board to mandate such studies—which can cost $10,000 to $30,000 per formulation—imposes an insurmountable ﬁnancial burden on pharmacies. This will force them to limit offerings to the most generic formulations, eliminating the ability to create customized treatments based on individual prescriber orders. 
	● The additional documentation of clinical circumstances for APIs on the FDA’s interim Category 1 list far exceeds FDA requirements. These APIs are already treated like any other active ingredient under FDA guidelines, with no such documentation mandate. 
	● The requirement to perform multiple tests on APIs, including tests listed in USP Chapters above 1000 (informational-only chapters), is both excessive and unprecedented. California would be the only state enforcing such standards on 503As, further restricting access without improving safety. 

	I am deeply disturbed by the repeated false claims certain Board members and staff continue to make about federal standards. At best, these misrepresentations reﬂect negligence and incompetence, calling into question whether these proposed regulations are ready to be enacted. At worst, they suggest a deliberate effort to mislead both the public and fellow Board members—potentially serving hidden interests that seek to curtail patient access to safe, effective alternative medications. This troubling pattern 
	BROAD OPPOSITION AND SEVERE CONSEQUENCES 
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	These burdensome regulations will have devastating consequences, especially for patients needing compounded treatments tailored to their speciﬁc health needs which is the entire purpose of 503A compounding pharmacies. While pharmacies may justify the cost of stability studies for a generic glutathione multiple-dose vial, they will not be able to produce more individualized options such as essential preservative-free formulations or combinations. In essence, these regulations force 503A pharmacies to functio
	Doctors, organizations, patients, and ﬁreﬁghters have repeatedly told you that they do not want these regulations. The Alliance for Pharmacy Compounding and numerous individual pharmacists have also voiced strong opposition. And yet, you continue to move forward, closing your ears to the outcry from those directly affected by your decisions. 
	As California faces an unprecedented public health crisis due to widespread toxic smoke exposure, including asbestos, lead, microplastics, and potentially thallium, this Board has a moral and ethical obligation to protect the public. Instead of actively making it harder for Californians to access critical treatments, preserve access by ﬁxing this proposal. 
	Our asks are simple: 
	1. Align California’s regulations with federal standards to ensure patients have access to essential Category 1 sterile compounded medications. 
	1. Align California’s regulations with federal standards to ensure patients have access to essential Category 1 sterile compounded medications. 
	2. Adhere to USP by allowing Category 2 compounding without requiring full stability studies, provided sterility and endotoxin testing is performed and a reasonable beyond-use-date (e.g., 45 days refrigerated) is applied. 
	3. Eliminate adherence to USP Chapters above 1000, which are not enforceable requirements and are meant for informational purposes only. 
	4. Amend the language to specify that Title 16 sterile compounding regulations apply speciﬁcally to pharmacists and not to doctors. 

	The Board’s mission should be to protect public health—not restrict access to therapies that enhance patient outcomes. I urge you to reconsider these proposed regulations and prioritize the well-being of Californians who depend on compounded medications for survival and quality of life. 
	Thank you for your attention and reconsideration. 
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	This Message Is From an Untrusted SenderWarning: This email originated from outside of the organization! Do not click links, open attachments, orreply, unless you recognize the sender's email.
	    Report Suspicious  
	From:Paul NarvaezTo:PharmacyRulemaking@DCASubject:Public Comment on Title 16 CCR Sections 1735-1738Date:Friday, February 21, 2025 7:34:59 PM
	Dear California Board of Pharmacy,As a man who lives with his fiancee who suffers from Long Covid AND finds noticeablerelief from injected glutathione, as well as NAD+ and other medications, I am writing toexpress strong opposition to the proposed regulations that would severely limit access tocritical sterile compounded medications like injected and nebulized glutathione,methylcobalamin, NAD+, and others. These treatments are essential for many, includingfirefighters and chronic illness patients and the re
	petition—with an estimated 1,000+ from California firefighters—and hundreds of pages  ofcomments submitted in writing and in person over the past year. Yet, the Board has failed tomeaningfully respond to meaningful input from dozens of medical experts, consistentlyignoring their expertise. The Board has repeatedly suggested that the public doesn’tunderstand federal and state laws or their application, dismissing the well-informed concernsraised by patients, healthcare professionals, and advocates. The failu
	This Message Is From an Untrusted SenderWarning: This email originated from outside of the organization! Do not click links, open attachments, orreply, unless you recognize the sender's email.
	    Report Suspicious  
	From:elle seibertTo:PharmacyRulemaking@DCACc:Damoth, Debbie@DCASubject:Written Comment in Opposition to Proposed Regulations in Title 16Date:Friday, February 21, 2025 9:30:00 PM
	Dear President Oh and Board of Pharmacy Members:For the last time, I am writing to express my grave concerns regarding the regulatory changes proposed in Title 16 CCR Sections 1735-1738. Throughout the rulemaking process, these regulations have faced near unanimous opposition from patients, healthcare professionals and other stakeholders. It has become increasingly clear that there is a stark difference between intentionality and outcome with respect to the Board's actions to date. To each board member, I u
	aware of the risks we take on by resuming "life as usual" just because the fires no longer burn.Unlike in 9/11, we have the tools - but the past actions of the Board have put those toolsat risk. Thanks to the groundbreaking research taking place at Volunteer Fire Foundation, weknow that nebulized glutathione reduces levels of high range environmental toxins,mycotoxins and PFAS ("forever chemicals") in first responders. Thanks to the work of 9/11activists like Lila Nordstrom, we know that people of all ages 
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