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Al in Compliance

Christian Stella PharmD, ABAAHP,
FAAMM

CEO, Founder
Precision Compounding Pharmacy
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My big ask

Goal: Let’s keep it simple




Change your thinking.....
o~

< PR perplexity
®| eadership sprint: How is everyone using Al at work?
e Understand Al

® Al is not going anywhere.

We have been at this for a bit.

Key Technological Milestones in Consumer
Electronics and AI

Tesla's Self-Driving
Launch of Roomba Launch of Siri Car Release

2002 2010 2013

7z Napkin
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Funding Environment

# Napkin
Al's Share in the 209B Venture
Capital Investments in 2024 Funds Raised (million
6% dollars)
23200
T46.4%
y
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Total Funds Raised by Tech Companies

Al

Leading sector in
venture capital

Other Sectors

Remaining sectors in
venture capital
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Understanding Al
MOA: Mechanism of Action
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Simple Steps
eData Lof

® Training the models n

e Computing Power

nVIDIA

Data Labeling

PKSoftware

A PCCA COMPANY
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Models

Recognizing Patterns based on a data set.

1950s: Chess-playing programs in the early

+ apply different algorithms to relevant data inputs to achieve the tasks, or output, they’ve been programmed for.

Computing Power

® GPU Graphic processing unit: Serial to parallel compute (X-Box)

e Nvidia (2006): CUDA - Computing programming model.

e Filled data centers of thousands Nvidia A100 the engenines used to train
openAl and google Bard

t Bard Google Dats
Center

@ Microsoft

Data Center
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Personal Tools

What do we use today?

Personal/Team Tools

® Superhuman — Email

e Arc — Browser ¥

® Perplexity — Search #iperplexty

® Ambient — Leadership meetings COS (Zapier, Asana tasks) ¢ ambient
® ChatGPT: Clinical database @

® Synthesia: Text to video — Training g synthesia

e Compounding Al Chat — Compliance

W@ Compounding Al Chat
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Healthcare Data

Healthcare Data

® Propriety
o HIPAA
o HL7 FHIR, Interoperability

® Servers

Al solutions in the future.
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Compounding Al Chat

-’ Compounding Al Chat

Simple Steps

e Data — USP <795>, <797>, <800>, Chat GPT4o (Properly labeled)

® Training the models over the USP database: GPT4 fined tuned with USP
labeled data.

e Computing Power — AWS/Nvidia
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Breakdown

o Closed Source: Code is not available to public

o Closed system: Pharmacy Compounding data

® Using stripe for payment

®You can add your own policies (team or enterprise)

e Not using PHI
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Pricing

Simple Transparent P

ricing

ps improving, and savings to you
for APC PFM Member Discounts.

Individuol Team
$100 $225
parrianm e e

plans. Serell

Enterprise.
$325

por month

APC PFM Member Discounts

W you are an APC PFM Member foes & 20% off your

and Enterprise pians.

forever on the Team

Individual Team Enterprise.
$100 $225 180 5325 $260
por mantn por menth por month
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Pros

® Great for retail pharmacy looking to learn about compounding
® Great with compliance questions based on USP.

“I'love it, | use it anytime | have questions” Justin Tamayo PCP’s designated person.

Mid Range

e Great with Formulation questions (Can take fill void if you are not on
formulation support with PCCA, Fagron, or Medisca)
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® Not trained on NABP or state BOP law
® Not great for clinical questions
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Example #1 (Yeww!)

Whan entering & hazardous dnsg (HD) compounding area as. per USP 800 guidelines,
OU MUt wear chemotherapy gioves that meat tha American Society for Tasting and
Matariais: (ASTM) standard DEO78 (or its successor). Thes re specifically da-

signed 1o resist permeabity by hazardous, drugs and provide protection during
handiing.
Key for gloves in & g e

1. Chemotherapy Gloves - These mustbo worn for handling oll hazatdous drg
cluging non-antineoplastics and thase with rproductive risks

Powder-Free : Chomotharapy gloves must bo powdér-free 10 prevert contaming-
160 O i WOrk 340 30 10 Avoid SASOMPAIGN 3N IMRALION of NAZMBOUS BIUGS

outer chemotherapy gioves

Steriity : When used for sterile Compoundi
st be sterie.

4. Inspection : All glaves must ba inspected for holes, punctures, or fears before use
04 replacod imemediataty I By 0OTOCtS 3o CHTOCtE

and

Changing Frequency : Chemotherapy gloves should be changed every 30 min-
utes Unless otherwise bythe s ¢
st bo CRBNGEd Whe oMM, PUNCTUTES, Of CoNtaminated.

g - Two pairs of gloves are raqul
sterile and nonsterile hazardous drugs.

Aways ahers 10 your faciity's Standara Operating Procedures: (SOPs) for specific
PPE requirements and ensure compliance with USP B0D guidétines to maintain safety
o [0 aiektn

Alliance for
armacy
Compounding
Campountng the sy o1 g

22

1 with the team, and we're about 10 gawn up 1o enter the hazardous room (USP
BO0). Wiich type of gloves shoud we wear?

OWIET
Summit
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Example #2 (Ehhh)

A doctor has requested the preparation of an ointment containing benzocaine, li-

docaina, and tetracaine. Which watting agent would be most suitable for this
formulation?

When preparing an ointment containing benzocaine, lidocaine, and tetracaine, the
choice of a wetting agent is crucial to ensure proper incorporation of the active phar-
maceutical ingredients (APIs) into the ointment base.

For such a formulatian, glycerin is often a suitable wetting agent. Glycerin is commonly
used in compounding to aid in the incorporation of powders into bases, especially
when the powders are not readily soluble in the base. It helps to lower the surface ten-
sion and improve the contact between the solid particles and the liquid or semisalid
base, facilitating a more uniform distribution of the APIs.

Additionaily, glycerin is compatible with a variety of ointment bases, including those
that are more or . This ility makes it a versatile
choice for many topical formuiations.

It's important to ensure that the watting agent is compatible with both the active ingre-
dients and the cintment base 1o avoid any stability issues of interactions that could af-
fect the efficacy of the final product. Always refer to your facility's guidelines and the

é specific formulation requirements when selecting excipients for compounding.

OOPT

o AT

@Wl@{ e
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Example #3 (No-go) <=

i s Congratulations on oblaining your New Jersey license! When shipping sterile com-
ormpounds int that state? pounded preparations into New Jersey, there are several important considerations to
keep in mind to ensure compliance with both state and federal regulations:

1. Licensing and Registration : Ensure that your pharmacy is properly licensed and
registered with the New Jersey Board of Pharmacy. This includes any specific re-

i for if you outside of New Jersey.
‘Compliance with USP Standards : Adhere 10 the USP <787> standards for sterile
‘compounding, which include guidelines for maintaining sterility, proper labaling,
and documentation. These standards are critical for ensuring the quality and
safety of compounded sterile preparations (CSPs).

Labeling Requirements : Ensure that all CSPs are labeled In accordance with New
Jarsay raguiations. This includes providing information such as the name and
srength of the preparation, beyond-use date, storage conditions, and any special
handiing instructions. The label should also indicate that the preparation is
compounded.

‘Shipping and Handling : Follow proper shipping protocols to maintain the sterility
and stability of the CSPs during ransport. This includes using appropriate pack-
aging materials and methods 10 protect the preparations from temperature ex-
tremes, physical damage, and contamination.

PPatient Counseling and Information : Provide patients with necessary information
about the , including usage , potential side
effects, and contact information for the pharmacy in case of questions or adverse
reactions.

6. Record Keeping : Maintain records of all prepara-
tions shipped 1o New Jersey, including formulation detalls, quality control mea-
sures, and shipping documentation, This is important for both regulatory compli-
ance and quality assuranca.

‘State-Specific Regulations : Be aware of any additional state-specific regulations
of requirements that may apply to the compounding and shipping of sterile prepa-
rations into New Jersey. It is advisable to consult with the New Jersey Board of
" Pharmacy or a legal expert specializing in pharmacy law to ensure full compliance.
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Example #3 (No-go)

What are some state specific regulations for New Jerersy?

Compounding Al Chat Review

e Worth it! 100%
® Timesaver

3/10/2025
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Open up to Al

Thanks!
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\ . Contact Information
\ |

Christian Stella PharmD, ABAAHP, FAAMM
cstella@mypcphealth.com

Linkedin
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