
COMPOUNDING



Thank you



STATUTORY 
MANDATE

BPC Section 4001.1

“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 the be promoted, the 
protection of the public shall be paramount.”



COMMON 
QUESTIONS 
AND 
ANSWERS



COMMON QUESTIONS AND ANSWERS

Question:  Do the Board’s proposed regulations ban the compounding of substances such 
as glutathione and methylcobalamin?

Answer:  No.  The proposed regulations aim to align with federal law and national 
compounding standards.  The Board’s proposed language establishes provisions for 
compounding of these products while focusing on the purity, quality, and stability of such 
products for California patients.



PROPOSED TEXT



COMMON QUESTIONS AND ANSWERS

Question:  Why is the Board making changes to these compounding requirements?

• Answer: Compounding medications can provide California patients with access to 
medication that may not otherwise be available for a variety of reasons, but not without 
risk.  The Board has conducted investigation of compounding preparations that resulted 
in harm to patients, including compounded glutathione.  It is the Board’s goal to protect 
patients while balancing consumer access.



FDA COMPOUNDING ALERT

https://www.fda.gov/drugs/human-drug-compounding/fda-highlights-concerns-using-dietary-ingredient-glutathione-compound-sterile-injectables#:%7E:text=FDA%20warned%20compounders%20on%20February,to%20compound%20sterile%20injectable%20drugs.


FDA COMPOUNDING ALERT

https://www.fda.gov/drugs/human-drug-compounding/fda-highlights-concerns-using-dietary-ingredient-glutathione-compound-sterile-injectables#:%7E:text=FDA%20warned%20compounders%20on%20February,to%20compound%20sterile%20injectable%20drugs.


COMMON QUESTIONS AND ANSWERS

Question: Do the Board regulations become effective after the Board’s discussion today?

Answer: No, the rulemaking process is ongoing.  Should changes be approved by the Board, 
there will be another formal comment period.  Should additional comments be received, 
the Board will consider the comments at a future Board meeting.



COMMON QUESTIONS AND ANSWERS

Question: Is there any oversight of the Board and its rulemaking activities?

Answer: Yes, the Government Code establishes the rulemaking process that the Board and 
other agencies must following when promulgating regulations.  Examples of control 
agencies include the Department of Consumer Affairs, Business Consumer Services and 
Housing Agency, Department of Finance and the Office of Administrative Law.
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HISTORY OF COMPOUNDING REGULATION

November 1986 – Board’s first compounding regulations.

Regulations included many of the same elements required both the in Board’s current and proposed regulations and addressed 
items such as:

• Room, equipment, certification requirements

• Labeling requirements

• Recordkeeping requirements

• Garbing requirements

• Training Requirements

• Disposal

• Quality Assurance requirements

• Policies and Procedures

• Reference Materials



HISTORY OF COMPOUNDING REGULATION

May 2001, three vials of betamethasone were compounded and prepared into smaller vials.  
These smaller vials were sent to different health care facilities.  Thirty-eight patients were 
injected.  Of those 13 were hospitalized and three died.  Remaining vials tested positive for 
bacteria.

Senate Bill 293 (Chapter 827, Statutes of 2001) established requirements for pharmacies 
compounding sterile injectable products and a requirement for the Board to promulgate 
regulations establishing compounding standards for compounding injectable sterile drug 
products.



HISTORY OF COMPOUNDING REGULATION

July 2010,  Article 4.5 becomes effective establishing provisions for pharmacy compounding.  
This is in addition to Article 7 related to sterile injectable compounding requirements.

July 2017 Regulations amended.
• 3 Public Comment Periods (45-day and 2- 15-day) and a Regulation Hearing
• 4 Stakeholder meetings between July 2015 and February 2016
• Regulation adopted and approved by OAL in September 2016 with a January 1, 2017 effective 

date.
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CONSUMER PROTECTION



CONSUMER PROTECTION
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REGULATION DEVELOPMENT

• 2019 – 8 Meetings 

• Education and Regulation Development

• 2023 – 4 Committee Meetings

• Education and Regulation Development



INITIAL STATEMENT OF REASONS

https://www.pharmacy.ca.gov/laws_regs/1735_isr_24.pdf


INITIAL STATEMENT OF REASONS

https://www.pharmacy.ca.gov/laws_regs/1735_isr_24.pdf


CURRENT VERSUS PROPOSED SECTION

Current:

Proposed:



CURRENT VERSUS PROPOSED SECTION

Current:



CURRENT VERSUS PROPOSED SECTION

Proposed:



CURRENT VERSUS PROPOSED SECTION

Current:

Proposed:



CURRENT VERSUS PROPOSED SECTION

• Additional Examples:

Current Section Proposed Section

CCR 1735.6(b) CCR 1735.6(b) & 1736.6(b)

1751.4(a) 1736.4(f)

1735.5(c)(2) 1735.12(a)(1)

1751.4(f) 1736.5(a)



CURRENT PROVISIONS BEING REMOVED

Examples of requirements being removed. Now covered in USP

• 1735.6(e): Related to HD room requirements

• 1751.7(c): Related to Glove fingertip testing

• 1751.7(b): Related to media fills

• 1751.4(f): Related to Certification every six months

• 1751.4(d)(1): Cleaning schedules



CURRENT VERSUS PROPOSED

Examples of proposed with changes from current requirements providing expansion of 
flexibility

• 1735.1(c)(3) to 1753.1(d)(2) Related to veterinary compounding

• 1735.3(f) Related to garbing accommodation

• 1736.2 (b) Related to aseptic qualifications used for other premises

• 1751.8(e) to 1736(b)(1) and (b)(2) Related to immediate use provisions



CHANGES MADE IN RESPONSE TO COMMENTS: 
STAFF RECOMMENDED MODIFIED TEXT



CHANGES MADE IN RESPONSE TO COMMENTS: 
STAFF RECOMMENDED MODIFIED TEXT

• Provisions to compounding using bulk drug substances (bulks) on Category 1 Interim Bulks 
List

• Expanded provisions for veterinary office furnishing

• Exemption for consultation and labeling requirements to an inpatient of a health care facility 
and others as specified.

• Expanded authority for compounding of  “essentially a copy of a commercially available drug 
product” in a health care facility licensed under specified conditions.

• Hazardous drug provisions

• Failure in training provisions



COMMENT REVIEW

https://www.pharmacy.ca.gov/meetings/agendas/2024/24_nov_bd_mat.shtml


EXAMPLES OF ITEMS NOT COVERED IN USP OR 
WHERE USP DEFERS TO THE STATE

• Recall provisions and notification to the Board

• Adverse event reporting

• Terms lacking definitions

• PIC Responsibility



FDA ACTIONS



FDA: COMPOUNDING INFORMATION FOR STATES



FDA: COMPOUNDING INFORMATION FOR STATES



FDA FAQS

https://www.fda.gov/drugs/human-drug-compounding/compounding-and-fda-questions-and-answers


FDA FAQS

https://www.fda.gov/drugs/human-drug-compounding/compounding-and-fda-questions-and-answers


FDA FAQS

https://www.fda.gov/drugs/human-drug-compounding/compounding-and-fda-questions-and-answers
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FDA COMPOUNDING ALERT: 

https://www.fda.gov/drugs/human-drug-compounding/fda-highlights-concerns-using-dietary-ingredient-glutathione-compound-sterile-injectables#:%7E:text=FDA%20warned%20compounders%20on%20February,to%20compound%20sterile%20injectable%20drugs.


FDA COMPOUNDING ALERT: 

https://www.fda.gov/drugs/human-drug-compounding/fda-highlights-concerns-using-dietary-ingredient-glutathione-compound-sterile-injectables#:%7E:text=FDA%20warned%20compounders%20on%20February,to%20compound%20sterile%20injectable%20drugs.


FDA COMPOUNDING ALERT CON’T



FDA COMPOUNDING ALERT

https://www.fda.gov/drugs/human-drug-compounding/fda-alerts-health-care-professionals-significant-safety-risks-associated-cesium-chloride


FDA COMPOUNDING ALERT



FDA ACTIONS – WARNING LETTER



FDA OBSERVATIONS



FDA - OBSERVATIONS



RECENT FDA ALERT: OCTOBER 30, 2024



RECENT FDA: MEDWATCH



INTERIM GUIDANCE – BULK SUBSTANCES

https://www.fda.gov/media/94398/download


INTERIM GUIDANCE – BULK SUBSTANCES

https://www.fda.gov/media/94398/download


INTERIM GUIDANCE: INSANITARY CONDITIONS

https://www.fda.gov/media/124948/download


INTERIM GUIDANCE: INSANITARY CONDITIONS

https://www.fda.gov/media/124948/download


FDA: KNOW YOUR BULKS SUPPLIER

https://www.fda.gov/drugs/human-drug-compounding/fda-compounders-know-your-bulks-and-excipients-suppliers#:%7E:text=The%20agency%20urges%20compounders%20to,the%20quality%20of%20compounded%20drugs.


FDA: KNOW YOUR BULKS SUPPLIER

https://www.fda.gov/drugs/human-drug-compounding/fda-compounders-know-your-bulks-and-excipients-suppliers#:%7E:text=The%20agency%20urges%20compounders%20to,the%20quality%20of%20compounded%20drugs.


FDA: KNOW YOUR BULKS SUPPLIER

https://www.fda.gov/drugs/human-drug-compounding/fda-compounders-know-your-bulks-and-excipients-suppliers#:%7E:text=The%20agency%20urges%20compounders%20to,the%20quality%20of%20compounded%20drugs.


FDA: KNOW YOUR BULKS SUPPLIER

https://www.fda.gov/drugs/human-drug-compounding/fda-compounders-know-your-bulks-and-excipients-suppliers#:%7E:text=The%20agency%20urges%20compounders%20to,the%20quality%20of%20compounded%20drugs.


FDA: KNOW YOUR BULKS SUPPLIER

https://www.fda.gov/drugs/human-drug-compounding/fda-compounders-know-your-bulks-and-excipients-suppliers#:%7E:text=The%20agency%20urges%20compounders%20to,the%20quality%20of%20compounded%20drugs.
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NABP – COMPOUNDING INSPECTION FORM



KENTUCKY:  ACTIONS TAKEN



KENTUCKY:  COMPOUNDING REGULATIONS

https://apps.legislature.ky.gov/law/kar/titles/201/002/076/


KANSAS:  PROPOSED COMPOUNDING 
REGULATIONS



MASSACHUSETTS:  PROPOSED COMPOUNDING 
REGULATIONS



MASSACHUSETTS:  PROPOSED COMPOUNDING 
REGULATIONS

https://www.mass.gov/doc/247-cmr-1700-sterile-compounding/download
https://www.mass.gov/doc/247-cmr-1700-sterile-compounding/download


MASSACHUSETTS:  PROPOSED COMPOUNDING 
REGULATIONS

https://www.mass.gov/doc/247-cmr-1700-sterile-compounding/download
https://www.mass.gov/doc/247-cmr-1700-sterile-compounding/download


MASSACHUSETTS:  PROPOSED COMPOUNDING 
REGULATIONS

https://www.mass.gov/doc/247-cmr-1700-sterile-compounding/download
https://www.mass.gov/doc/247-cmr-1700-sterile-compounding/download


MASSACHUSETTS:  PROPOSED COMPOUNDING 
REGULATIONS

https://www.mass.gov/doc/247-cmr-1700-sterile-compounding/download
https://www.mass.gov/doc/247-cmr-1700-sterile-compounding/download
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PATIENT HARM 



PATIENT HARM 



PATIENT HARM 

https://ismpcanada.ca/wp-content/uploads/ISMPCSB2017-05-Tryptophan.pdf


PATIENT HARM 

https://www.wdrb.com/news/parents-of-children-hospitalized-after-taking-meds-from-eminence-pharmacy-want-answers/article_7cad4e16-64a3-11ef-8b9c-838427fe7a05.html


PATIENT HARM 

https://ismpcanada.ca/wp-content/uploads/ISMPCSB2017-05-Tryptophan.pdf


PATIENT HARM 

https://www.pewtrusts.org/en/research-and-analysis/articles/2018/10/25/possible-risks-of-drug-compounding-seen-in-vision-loss-cases


PATIENT HARM 

https://www.pewtrusts.org/en/research-and-analysis/data-visualizations/2020/us-illnesses-and-deaths-associated-with-compounded-or-repackaged-medications-2001-19


POTENTIAL 
BOARD 
ACTIONS

1. Do nothing, allow the currently noticed proposed 
regulation to expire.

2. Withdraw the current rulemaking.

3. Move forward with the current rulemaking for 
another comment period.



STATUTORY MANDATE

BPC Section 4001.1

“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 the be promoted, the 
protection of the public shall be paramount.”



RECOMMENDATION Staff Recommendation: Option 3

Specifically release the proposed modified text included 
in the meeting materials, for another comment period.  

Opens the rulemaking for public comment.  It 
does not adopt regulation requirements.



POSSIBLE 
MOTION

Possible motion:

1. Accept the Board staff recommended responses as 
included in the packet, including the updated supplemental 
responses, to the initial comments from the 45-day 
comment period and regulation hearing as the responses of 
the Board and

2. Approve the recommended modified regulation text 
[either “dated August 29, 2024 as presented” or “as 
discussed by the Board] for a [ either “15-day public 
comment period” or “[insert different time frame] day 
public comment period” 

3. Additionally, delegate to Members Serpa and Barker the 
authority to review comments received to the modified 
text during the public comment period with staff to present 
recommended changes and responses at a future Board 
meeting.
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