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Pharmacist and Technician Learning Objectives

1. Review key regulatory policies and advocacy updates, including concerns with patient access to 
Compounded Bioidentical Hormone Therapy (cBHT), the compounding of animal drugs Guidance for 
Industry (GFI #256), insanitary conditions overreach, any future compounding Memorandum of 
Understanding (MOU), adverse event reporting, and more.

2. Identify opportunities to improve regulatory compliance through delegation of designated person 
responsibilities.

3. Review metrics used for scaling determinations in a compounding pharmacy practice pertaining to lab 
utilization, staffing and profit margins.

4. Explore aspects of marketing plans for compounding pharmacy practices including the use of 
relationship building, patient and provider education, and the development of niche markets.



Agenda – Perennial Advocacy
• Compounding of Animal Drugs, Final GFI #256
• Memorandum of Understanding (MOU)
• Drug Shortages
• Adverse Event Reporting
• Insanitary Conditions
• Patient Access to Compounded Bioidentical Hormone Therapy (cBHT)
• Process of PCAC Meetings



Agenda – Recent Advocacy

• Demonstrably Difficult to Compound Proposed Rule
• FDA’s Draft Report, Removing Notice and Comment Period
• USP Related Advocacy
• Compounding In the States



Agenda – Business Considerations

• Scaling Considerations
• Designated Person
• Meeting Patient Expectations
• Gaining Market Share



Perennial Advocacy



Compounding of Animal Drugs, Final GFI #256

• FDA’s Final Guidance (August 2022)
• Delayed enforcement to April 2023
• FDA responds to concerns (Feb. 2023)

• VCPR
• Don’t dispense to vet who didn’t write script
• Documentation of medical rationale

• FDA’s FAQs on GFI #256 (March 2023)
• Office stock
• Examples of “clinical difference”
• Adverse event reporting

https://www.fda.gov/media/132567/download
https://ncpa.org/sites/default/files/2023-02/response-apc.pdf
https://ncpa.org/sites/default/files/2022-07/gfi-256-questions-cvm-letter.pdf
https://www.fda.gov/animal-veterinary/animal-drug-compounding/qa-gfi-256-compounding-animal-drugs-bulk-drug-substances


Memorandum of Understanding (MOU)

• Oct. 2020 – FDA issues standard MOU
• Oct 2022 – FDA delays implementation
• Ongoing concerns

• Conflict with state laws
• Patient access for states that do not sign
• Distribute vs. dispense



Other Advocacy Issues

• Drug Shortages
• 503A pharmacies as tertiary suppliers
• HR 167: Patient Access to Urgent-Use 

Pharmacy Compounding Act
• Adverse Event Reporting
• Insanitary conditions

• Guidance did not address NCPA 
concerns



• 2020 NASEM Report
• September 2020 NCPA, APC and 

NASPA letter to FDA
• April 2022 meta-analysis in 

Menopause journal
• August 2022 advocacy effort 

generates nearly 2,000 
physician signatures

Patient Access to cBHT



Process of PCAC Meetings
October 29, 2024 Meeting
Result: 

• Voted against adding four substances to the 503A bulks list of substances that can be 
used for compounding: L-theanine, ibutamoren mesylate, ipamorelin, and 
kisspeptin-10. 

• Voted unanimously to add hydroxyprogesterone caproate to the FDA list of 
withdrawn drugs that should not be compounded

Asks:
Speakers should have at least: 

• Four calendar weeks from the release of the FDA packet to the due date for 
nominating themselves.

• Two calendar weeks between the due date for nominating speakers and the due 
date for submitting slides.

Remote or in person participation allowed



Recent Advocacy



Demonstrably Difficult to Compound 
Proposed Rule
• Proposed Rule: March 2024
• NCPA comments: June 2024

• Insufficient notice and comment 
period

• List lacks evidence
• FDA can’t add “categories” to 

503A DDC list



FDA’s Draft Report, Removing Notice and 
Comment Period
Issued request for comment on if FDA can 
issue:

• “Level 1 guidance” for immediate 
implementation without prior 
comment

• “Level 2 guidance”: public comment 
upon implementation

NCPA concerns
• No proper notice and comment period, 

could implicate compounding



USP Related Advocacy
May 2024 comments to USP expert committees
• NCPA ask: USP should clarify that an expert should be a current compounding pharmacist with 

at least ten years recent and relevant compounding experience in a 503(A) pharmacy.

April 2024 joint NCPA/APC letter to FDA and boards of pharmacy
• Problem: delays in stability test results from analytical labs, from increased volume from new 

USP requirements
• Comments to FDA and boards:

• Alerted them of backlogs
• Recognized the importance of testing 
• Stated implications of backlogs to compounders and patients



Advocacy in the States
• NCPA endorsement of Arkansas HB 1801 that would allow pharmacies to 

purchase compounded drugs from outsourcing facilities (March 2025)
• NCPA endorsement of New York S. 3236/A.678 allowing pharmacy 

technicians to compound (March 2025)
• NCPA opposition to Massachusetts levying an assessment on pharmacy 

proposed in its Fiscal Year 2026 budget



Other Regulatory Issues



Recent FDA Guidance/Alerts
• Compounding discretion for tirzepatide and semaglutide end dates:

• 503A tirzepatide: Feb 2025 
• 503B tirzepatide: Mar 2025
• 503A semaglutide: April 2025
• 503B semaglutide: May 2025

•  Guidance for 503A and 503B compounding (Jan 2025)
• Reminder to use ingredients suitable for sterile compounding (Oct 2024)
• Warning for dosing errors with compounded semaglutide injectibles (July 

2024)
• Alert of compounded drugs containing sulfites (June 2024)



DEA: Anticipatory Compounding For 
Controls Not Allowed
• A DEA-registered pharmacy may compound a controlled 

substance without obtaining a separate DEA-registration as a 
manufacturer, if said compounding is pursuant to a valid 
patient specific prescription.  21 U.S.C. § 802(15).  

• The pharmacy may only dispense a controlled substance to the 
ultimate user or a member of the ultimate user’s 
household.  21 U.S.C. § 802(10).  

• Delivering a compounded controlled substance to anyone other 
than the ultimate user or member of the ultimate user’s 
household is distributing and not dispensing, and such activity 
is outside the scope of a DEA-registered retail pharmacy.  21 
U.S.C. § 802(11); 21 C.F.R. § 1301.13(e)(1).



Scaling Successfully

1. How will I get more market share?
2. How will I successfully meet patient 

expectations for turnaround time and level 
of service?

3. How will I ensure that I am 
meeting/exceeding quality and regulatory 
standards?



Reverse, Reverse

How will I ensure that I am meeting/exceeding 
quality and regulatory standards?
How will I successfully meet patient 

expectations for turnaround time and level of 
service?
How will I get more market share?



Quality/Regulatory
Scaling Considerations



• Designated Person(s)
• One person or a DP team?
• Assignments
• Documentation review

• SOPs
• When was your last update?
• Are they being followed?

• Investigations/CAPA
• Can you detect errors?
• Are you collecting data and is 

this data being evaluated?

Planning for Quality



DP Responsibilities 
Nonsterile Compounding • Overseeing a training program to 

ensure competency of personnel 
• Selecting components
• Monitoring/observing compounding 

activities and taking immediate 
corrective action 

• Ensuring that SOPs are fully 
implemented

• Establishing, monitoring and 
documenting procedures for 
handling/storing



DP Team Examples

* Oversees training, 
sourcing, storage, 
facility monitoring

* Delegates tasks

* Develops/approves  
SOPs, formulas

* Conducts 
inspections/CAPA

DP/PIC

DP 
Personnel

DP 
Facilities



DP Team Examples

* Collects data
* Completes assigned tasks

* Develops SOPs
* Receives/reviews 

documentation monthly
* Delegates tasks

* Finalizes SOPs
* Receives/reviews 

documentation quarterly

DP/PIC

Personnel

Training Validation

Facilities

Cleaning/
Monitoring

QA/QC



Your Turn
Overseeing a Training 
Program
• ______________________
• ______________________

Selecting Components
• _______________________
• _______________________

Monitoring/Observing 
Compounding Activities
• _____________________
• _____________________

Ensuring SOPs Are Fully 
Implemented
• _____________________
• _____________________

Handling/Storage
• _______________________
• _______________________



SOPs That Scale

• Mock inspection / gap analysis
• Analyze existing processes
• Automate where possible
• Divide and conquer



QA/QC/Investigations/CAPA

Inspectors experience your pharmacy through your documentation

This is how you provide confidence that you can self-regulate

It’s not as difficult as you might think



• You receive complaints/adverse 
event reports from patients 
regularly

• You already handle these
• You may or may not document 

them

Investigations



Meeting Patient Expectations
Scaling Considerations



Logistics of Scaling Up

Workspace Staff

Inventory Equipment



Workspaces

Level 1
• 6 ft/person
• 1 person

Level 2
• 6 ft/person
• Plus processing

Level 3
• 6 ft/person
• Order entry
• Filling
• Shipping



Staff

• Generally – 1 pharmacist, 3 
technicians, 1 support person per 50 
compounds

• Payroll is likely 35-40% of operating 
expenses



Equipment

Use your investing dollars wisely – not every flashy piece of equipment will help your practice

Does it save time?

Does it save money?

Does it open new revenue streams or enhance existing streams?

Does it improve quality?



Inventory

Utilize predictive software programs or usage reports to order smarter

Buy in bulk ONLY when it makes sense

If you are pursuing a niche market, have the inventory on hand ahead of 
time



Traditional Community 
Pharmacy

Revenue (Sales) 100%
- COGS 80%

Gross Profit 20%

- Payroll Expenses 13%
- Occupancy Expenses 1%
- Operational Expenses 3%

Net Profit 3%

- 80%

- 17%

100%

20%

3%

Gross 
Profit

Net 
Profit



- 25%

- 55%

100%

75%

20%

Gross 
Profit

Net 
Profit

Revenue (Sales) 100%
- COGS 25%

Gross Profit 75%

- Payroll Expenses 35%
- Occupancy Expenses 6%
- Operational Expenses 14%

Net Profit 20%

Compounding 
Pharmacy





Gaining Market Share
Scaling Considerations



Gaining Market Share

• This is the easiest part of the equation
• Old-school marketing still works
• New tricks — AI



















I’m not sure where this rabbit hole ends…



AI Activity — Let’s Pretend

• Open ChatGPT on your phone or laptop
• Type in the following prompt, filling in the 

blanks with your niche or a niche you are 
interested in:

• “Pretend I am a ________________ and you 
are a compounding pharmacist. Send me a 
marketing script.”



Steve Postal, JD
Senior Director, Policy and Regulatory 
Affairs, NCPA; 
Editorial Director, ASPL
steve.postal@ncpa.org 

Catherine Henderson, 
PharmD, BCSCP
Clinical Compounding Pharmacist, 
PCCA
CHenderson@pccarx.com 

Questions?
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