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Let me tell you a story…



Let me tell you a story…
Pharmacy compounding plays an essential role in our 
healthcare system and drug supply chain.

Compounders are professionals and problem-solvers, and 
we can help alleviate some important therapy and supply 
chain gaps the American healthcare system … if we’re 
allowed to do so. 



Let me tell you a story…
Policymakers must adjust their view of compounded drugs 
to see – and portray – them as appropriate therapies when a 
manufactured drug isn’t suited or is in shortage – with 
appropriate focus on risks, yes, but greater focus on 
rewards and compounding’s essential role in the drug 
supply chain.



CHAPTER ONE

Excellence



Dave Miller
Civic Center Compounding
Scottsdale, Arizona

Tenille Davis
Keystone Pharmacy
Grand Rapids, Michigan





Edward DeCaria
RPh, FAPC

Porter’s Pharmacy & 
Compounding Lab

Moon, Pennsylvania



Patricia Douglas
RPh, FAPC

Wedgewood Pharmacy
Swedesboro, New Jersey



Lisa Everett 
Andersen

RPh, FAPC
O'Brien Pharmacy

Mission, Kansas



Cheri Garvin
RPh, FAPC

The Compounding Center
Leesburg, Virginia



Shawn Hodges
PharmD, FAPC

Revelation Pharma
Marietta, Georgia



Jim Hrncir
RPh, FAPC

Las Colinas Pharmacy
Irving, Texas



Masoud Rashidi
PharmD, FAPC

Innovative Compounding 
Pharmacy

Folsom, California



Nicolas Ruiz
CPhT, FAPC

Banner University Medicine
Phoenix, Arizona



Doug Yoch
PharmD, FAPC

Revelation Pharma
Charlotte, North Carolina





Class of 2023



Phillip vid





CHAPTER TWO

Effective Regulation,
Fair Enforcement



Scott:  Threading needle vid



CHAPTER TWO

Effective Regulation,
Fair Enforcement



Gail Bormel
CEO, Alliance for Pharmacy 
Compounding

Scott Brunner
Director, FDA Office of 
Compounding Quality & 
Compliance



CHAPTER TWO

Effective Regulation,
Fair Enforcement





Video: Cheri Garvin





CHAPTER THREE

We Have a Voice



Alexander 
Pytlarz
Infuserve America
St. Petersburg, Florida

Tenille Davis
Civic Center Compounding
Scottsdale, Arizona

Scott Brunner
APC



APC Membership Meeting
The State of the Alliance • September 19, 2023



APC Membership MeetingAGENDA



Financial Snapshot*

2021 YE
• Total Income: 

$1,305,563
• Total Expense: 

$1,201,665
• YE Surplus: 

$103,898
• Net Worth: 

$1,005,398
• Reserve: 

$467,483.28

2022 YE
• Total Income: 

$1,601,897
• Total Expense: 

$1,555,628
• YE Surplus: $46,269
• Net Worth: 

$1,166.014
• Reserve: 

$415,363.07

• 2023 YTD
• Budgeted Income:  $1,693,356
• Budgeted Expense: $1,660,212
• Budgeted YE Surplus: $33,144
• 7/31 Income: 79.52%
• 7/31 Expense: 57.34%
• 7/31 Net Worth: $1,322,217
• 7/31 Reserve: $558,692.76

Income Sources: Membership 31% • CE & Conferences 18% • CPs 17% • OneFund 15%
Primary Expenses: Staffing 58% • Advocacy 14% • Conferences 8% • Operations 19% 

No media campaign funds are represented here. The media campaign is accounted for separately.



Membership
2021 YE

• Individual Ph: 661
• Individual Tech: 191
• Individual Supporter: 78
• Students: 114
• Total Members: 1,044

• 2022 YE
• PFM Members: 3,223
• Individual Ph: 372
• Individual Tech: 35
• Individual Supporter: 34
• Prescribers: 11
• Students: 26
• Total Members: 3,701

• PFM Companies: 100

• 2023 YTD
• PFM Members: 3,723
• Individual Ph: 341
• Individual Tech: 29
• Individual Supporter: 35
• Prescribers: 9
• Students: 26
• Total Members: 4,163

• PFM Companies: 125



Thank you, 
Fagron!

FOR SPONSORSHIP OF APC-BRANDED 
YETI MUGS FOR PHARMACY/FACILITY 

MEMBERS



Defending the Profession

Legal:
• APC to file amicus briefs in 4 Novo Nordisk lawsuits against compounders
• Funded by APC’s Legal Action Fund (current LAF balance: ~$67k)
• Attorney:  Mark Boesen, Boesen & Snow, Scottsdale, Ariz.
• Our interest: Preserving the ability of pharmacy compounders to prepare 

copies of FDA-approved drugs when those drugs appear as “currently in 
shortage” on FDA’s shortage list



Defending the Profession
Advocacy:

• California
• Via APC’s Legal Action Fund, a group of California 

compounders is seeking to influence the CA General 
Assembly’s upcoming reauthorization of the CA BOP.

• For details: Peter Koshland or Erin Michael
• Compounding the Joy of Living / cBHT Campaign

• Fundraising is flat
• Focus on Geo-Fencing and the PBS video
• 2024? 

• “Demonstrably difficult” rule?
• Engaging prescribers
• Compounding the Joy …





Purchasing Power
• New APC credit card processing deal with WorldPay
• Participation available only to PFM members
• The Processing Brokerage: customer service and onboarding
• Currently with WorldPay? You’ll have to wait …
• 2022 survey: On average, PFMs were paying 28¢ per transaction
• Our deal starts at 11.5¢ for all participants ... and that per-swipe fee 

will go down as volume and number of pharmacies in the GPO grows.
• Note that some pharmacy software vendors already have a financial 

deal with particular credit card processors and these pharmacies will not 
be able to join APC GPO unless they change software or use a stand-
alone credit card processing setup that does not connect with software





Knowledge & Ethics 





Risk Management + Legal Protection
• APMS® uses data to create safe practice recommendations to help 

pharmacies reduce errors and positively impact patient care.
• PFMs get FREE membership in AMPS, a patient safety organization,  

but only about 40% of PFMs have registered.
• Why you should register:

• Compliance: Meets state BOP requirement that you have an active QA program
• Legal Protection: Your pharmacy data collected within the PSO for patient safety 

improvement analysis is privileged and can be protected from discovery
• Resources: Medication safety experts are available for data analysis and 

consultation, including guidance when conducting root-cause analysis

• Visit Tara at her table here at CCH



State Influence 2023

• 12 states: AL, CA, DE, 
ME, MS, MT, NC, NY, 
OR, TN

• 16 comment letters 
• 3 memos to all BOPs: 

USP 797, GFI 256, 
DTE 

• 2 calls to action



Advising Prescribers

Prescriber Briefings: For APC members only
Use these to educate prescribers you work with about what compounders can (and cannot) do

A4pc.org/prescriberbriefings



2023 Snapshot of Pharmacy Compounding

• 2023 survey of 15,000+ compounders 
launches next month

• Partnership between APC and 
University of Utah College of Pharmacy

• Support from Fagron, Medisca, PCCA
• By year-end: 2023 Snapshot, a 

demographic profile of the pharmacy 
compounding industry



What’s in FDA’s “Demonstrably Difficult” 
Rule?

• New criteria and new drug products 
adopted at same time?!

• But this should be a two-step process …
• The threat to compounded hormones?

Standardized Data Collection: Patient 
Reported Outcomes

Mitigating Regulatory 
Risk with DATA



Why OutcomeMD?

• Validated measures: Same as FDA requires in NDA process
• Consistency: Ability to aggregate across pharmacies
• Coming soon: PCF-funded workflow/integration fixes what will make 
the process more turn-key
• FDA’s demonstrably difficult rule and what may follow it: Time is short.



Keep up. Fridays in your email box.











Senator Ben Ray Luján Cong. Richard Hudson

New Mexico
5:15p Reception • $1,000 

Cong. Diana DeGette

North Carolina
6:30p Dinner • $1,000

Colorado
7:50a tomorrow
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Berthelot

Professional Arts Pharmacy
Lafayette, Louisiana



CHAPTER FOUR

We’re Problem Solvers 
… and We Can Fix This



Amy Shank
APC Governmental Affairs 
Counsel

David Pore
PCCA Director of 
Government Relations



Video: PBS 6 minute



Amy Shank
APC Governmental Affairs 
Counsel

David Pore
PCCA Director of 
Government Relations



Amy & David slides here





What we’ll discuss

• Compounded hormones
• Drug shortages & supply chain
• Coming attractions 
• What’s in your packets



The Threat to Compounded Hormones

• NASEM report
• Compounding.com
• Senate ask: Add your name to a letter to FDA led by Senators 

Baldwin (WI) and Marshall (KS) 
• House ask: Contact the FDA to express concern about bias and lack 

of scientific rigor in the FDA-funded NASEM cBHT report. Forward 
the July 2023 House letter to the FDA with an expression of your 
support.



A Fix for Drug Shortage and Supply Chain Issues 
• HR 167, the Patient Access to Urgent-Use Pharmacy Compounding 

Act of 2023, sponsored by Rep. Morgan Griffith (R-VA) and Henry 
Cuellar (D-TX), creates a permanent path for 503A pharmacies to 
provide urgent use and shortage drugs to hospitals and physicians 
when those drugs cannot be sourced from the manufacturer or a 
503B outsourcing facility. 

• House ask: Call the Energy & Commerce committee and ask that 
they include HR 167’s provisions in any drug shortage or pandemic 
preparedness package 

• Senate ask: Introduce a Senate companion bill to HR 167. Please 
sponsor an effort to include HR 167’s provisions in any drug 
shortage or pandemic preparedness package. 



Energy & Commerce Committee Members
•Cathy McMorris Rodgers, 
 Washington
•Michael C. Burgess, Texas
•Bob Latta, Ohio
•Brett Guthrie, Kentucky
•Morgan Griffith, Virginia
•Gus Bilirakis, Florida
•Bill Johnson, Ohio
•Larry Bucshon, Indiana
•Richard Hudson, North Carolina
•Tim Walberg, Michigan
•Buddy Carter, Georgia
•Jeff Duncan, South Carolina
•Gary Palmer, Alabama
•Neal Dunn, Florida
•John Curtis, Utah

•Debbie Lesko, Arizona
•Greg Pence, Indiana
•Dan Crenshaw, Texas
•John Joyce, Pennsylvania
•Kelly Armstrong, North Dakota
•Randy Weber, Texas
•Rick Allen, Georgia
•Troy Balderson, Ohio
•Russ Fulcher, Idaho
•August Pfluger, Texas
•Diana Harshbarger, Tennessee
•Mariannette Miller-Meeks, Iowa
•Kat Cammack, Florida
•Jay Obernolte, California
•Frank Pallone, New Jersey
•Anna Eshoo, California
•Diana DeGette, Colorado
•Jan Schakowsky, Illinois

•Doris Matsui, California
•Kathy Castor, Florida
•John Sarbanes, Maryland
•Paul Tonko, New York
•Yvette Clarke, New York
•Tony Cárdenas, California
•Raul Ruiz, California
•Scott Peters, California
•Debbie Dingell, Michigan
•Marc Veasey, Texas
•Annie Kuster, New Hampshire
•Robin Kelly, Illinois
•Nanette Barragán, California
•Lisa Blunt Rochester, Delaware
•Darren Soto, Florida
•Angie Craig, Minnesota
•Kim Schrier, Washington
•Lori Trahan, Massachusetts
•Lizzie Fletcher, Texas
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A look ahead
PHARMACY COMPOUNDING REPORTING ACT OF 2023
1. It would repeal a 1997 MOU requirement in the Food, Drug & Cosmetic Act – 

and the burden of FDA having to cajole states sign an MOU – and replace it 
with a requirement for reporting to state boards of pharmacy by all traditional 
compounding pharmacies that ship more than 50 percent of their 
compounded drugs out-of-state. This goes well beyond the reporting required 
under the 1997 MOU directive, to include reporting on compounded drugs 
dispensed pursuant to a patient specific prescription.

2. It would create a framework for mandatory reporting of serious adverse events 
by traditional compounding pharmacies – a requirement long sought by FDA.



In your leave-behind packet for members:

• Summary of Asks
• 3 issue one-pagers 
• A comparison doc on HR 167
• STAT opinion piece on compounding and drug shortages
• Senate hormone letter (currently open)
• House hormone letter (just submitted in 2023)
• Snapshot of pharmacy compounding (2021)





Video Jim Hrncir





CHAPTER FIVE

We Are Science-Based 
… and Also Innovative



Laura Bray
Director of Global Public 
Affairs, Medisca

Philip Smyth
Founder, Angels for Change





Senator Ben Ray Luján Cong. Richard Hudson

New Mexico
5:15p Reception • $1,000 

Cong. Diana DeGette

North Carolina
6:30p Dinner • $1,000

Colorado
7:50a tomorrow





END OF DAY 1





Ashley 
Berthelot

Professional Arts Pharmacy
Lafayette, Louisiana



Onyx Ahmad
Technical Sales & Quality Manager
International Filter Products



International 
Filter 

Products



• Instant Shipping from $2.5M Inventory.

• Effortless E-commerce Experience.

• Inquiry Response in 24-Hours.

• Consult Engineers for Tech Support.

• Data for Volume Range & Optimal Sizing.

• Plus: Exclusive Complimentary Services.

      (Call or E-mail to Discover More)

Putting customers first, always!



Team Experience
Technical 

Sales
Shipping & 
Handling

Engineering

50+ Years of 

Combined 

Experience.

• Comprised of 
Engineers.

• Dedicated   East-
Coast 
Representative 
Available.

Adheres to ISO 

9001:2015 for 

Flawless Execution.



Order Processing Error



Customer Inquiries & 
Orders Acknowledged On-Time



Strengthening the compounding 
community with 

the Alliance for Pharmacy Compounding.



Please Visit Our Booth 

Bubble Point Test  

Detailed Guide Available.

Bonus 





Video: Shawn Hodges





CHAPTER ONE

Excellence



The 2023
GEORGE AND LUCY MALMBERG

Compounding
Advocacy Champion



Please welcome

Lucy Malmberg



The 2023
GEORGE AND LUCY MALMBERG

Compounding
Advocacy Champion



Insert Sue Video here



Sue Horton, RPH
Central Iowa Compounding Pharmacy
Urbandale Iowa

2023 George and Lucy Malmberg 
Compounding Advocacy Champion





Video: Lisa Everett Andersen 





If I Can Do It, 
So Can You.

Ashley Berthelot
Professional Arts Pharmacy

Lafayette, Louisiana



128 Curran Lane  •  Lafayette, LA 70506   •   M-F 8am – 5:30pm

Professional Arts Pharmacy





Before Your Meeting

Research the Congressional member

• Prep work is VERY important to a successful outcome!

• Read their bio and have a general understanding of their 
viewpoints, status, influence, etc. (In the Uber / Hallway)

• Read through previous year’s notes to build on your 
relationship. Pick up where you left off.



Before Your Meeting

Prepare for Political Pitfalls.
Expanded vs Limited Government
• Recognize that different parties have varying views on many 

issues, such as government agency involvement. 

Hormones – *New* Sensitive Issue
• You may have to explain that compounding pharmacists can and 

do provide hormones for transitioning individuals, though the vast 
majority of compounded hormone therapy is replacement for 
individuals going through menopause and andropause. 

Reframe to non-partisan patient access!



Before Your Meeting

Memorize as much as 
possible about 

“the asks”

• Figure out how to 
simplify the 
message

• Asks may be 
summed up by 
“Patient Access” 
barriers

Correlate the asks to 
your business and 
explain the impact 

• Impact could be:
• Patients
• Physicians
• You 

Be prepared to show 
up as YOU

• Constituent
• Business owner
• Patient
• Person with needs

from the 
State/District



During Your Meeting

3. Wrap up

2. Issue discussion 

1. Setting up the
    conversation &
    relationship

Your meeting time 
should have three 
distinct parts:



Setting Up the Convo & Relationship

Praise and thank 
them for any support 

to the pharmacy 
industry or 

healthcare in general. 

Thank 
them for 
meeting 
with you.





Setting Up the Convo & Relationship
Ask questions!!!! (SALES 101) 
• DO NOT show up and throw up! 

• You ARE selling a story! 

• Is your story compelling enough for them to BUY?
(aka: DO AN ACTION)



Setting Up the Convo & Relationship

ASK…
if they understand 
what compounding is.
Give a relatable 
explanation. 
I use baking cookies 
vs buying chips ahoy 
off the grocery store 
shelf.

ASK…
if they or anyone close 
to them has ever used 
a compounded 
medication before,

or needed a 
medication problem 
solved.

THEN…
tell them what you do. 
Fill in their gaps and 
have a patient story or 
two teed up. 



Issue Discussion

• Have a common language conversation. 
• Leave the lawyer sounding, bill language to the leave behinds, 

white papers, or your APC representative.
• You are there to tell a story and ask for help.

“We are here to talk to you today about some issues that we are 
having that really affect our pharmacy, our patients, and our 
doctors, and we’d like your help. It basically boils down to 
access issues that affect patient safety and ability to receive 
needed medications.”





Wrap Up

Le
av

e 
Be

hi
nd Pharmacy folder or marketing material

Business card for contact information

Formal information on items discussed in PCCA folder 

OFFER: (1) to be a district resource and (2) a tour of your pharmacy

Offer APC’s support for any specifics on current legislation



Wrap Up

• Do they understood what you are asking of them?

• ASK where they think the member would stand on 
these issues 

“What do you think the level of support or commitment could 
be? What type of follow up would you like? How can we 
help you help us?”

CHECK BACK



Wrap Up

• Thank them again for their time. 
• Grab a business card for everyone that was 
present in your meeting.

• Write notes on the backs of all cards.



After Your Meeting

• Send a personal thank you note card. 
• This can also be done via email, 

especially highlighting the points 
you reviewed. 

• Be prompt to send any follow up homework 
requested by the member or their staff! 







Scott
Brunner, CAE
CEO





Congresswoman 
Diana DeGette
Colorado
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