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%8555 Your Employees Are Using Al

REALITY CHECK: # -
Al IS ALREADY IN
YOUR ORG
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%5555 Ensure You Have an Al Use Policy

Don’t Train the Mothership

Risk Management &
Legal Compliance

Protect Company : : ;
Reputation

¢ Ensure compliance with evolving « Set clear boundaries to avoid
regulations inappropriate or unethical
» Prevent unintentional generation of Al usage
misleading or discrimininory content * Reduce the risk of public-facing
Al content causing brand harm | I
Transparency &

Quality Control & Accuracy

Ensure Al-generated content (e.g,, documents,

* Define who is responsible for Al code, marketing copy) meets internal standards
outputs and decisions

 Help teams understand what tools are

Accountability

« Prevent overreliance on unverified outputs

approved and under what conditions g Enable Safe Innovation
Internal Alignment £V Encourage responsible experimentation
q& within clear guidelines

& Consistency

+ Set expectations for how different teams
can and cannot use Al tools

» Make it easier to adopt powerful tools with confidence

ApexComplianceProgram.com
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~wumce O You Have an Al Committee?

ApexComplianceProgram.com

Al Steering Committee

« mix of employees from entry-level to senior leadership
so you get a broad range of prespectives

» develop and review Al policies, ensure compliance
with regulations, and educate employees
on responsible Al use
(encourage Al use and ideas
work to understand
perspective of employees)

GIVES EMPLOYEES SAFE
PERMISSION TO FIND WAYS
TO USE Al WITH
GUARDRAILS

» Reviewing new Al tools

GIVES EMPLOYEES SAFE PERMISSION




o Founder & Principal: Apex Compliance Program

o Principal: Supplement Advisory Group

o Warning Letter Wednesday: 4+ years of weekly posts
o 20+ Years Manufacturing/Marketing Supplements

o Certified Clinical Herbalist (Boulder 2001)

- AsaWaldstein.com
Education use only. Please do not distribute publicly.
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1 <37, TOOLS FOR COMPLIANC

Al FOR LEGAL AND
REGULATORY

AT

Legal Expert Lisa Ghannoum
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EXHIBITOR &

—

12-year-old
Asa

The beginning
and end of
my “acting”
career.

- AsaWaldstein.com
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Quality & GMP Compliance

Counterfeit Detection: Vision-Al anomaly detection (label issues) and vendor inconsistencies

{é}

‘Always On" Al can review manufacturing line (weight checks) and quickly surface Out Of
Specification issues

Al Assisted Virtual GMP Inspections: Visual “issue” checks, review massive amounts of
paperwork

;@\

Documentation: Al reviews Batch Production Records (missing signatures, duplicate entries,

N

in-process checks)

Stability: Review formulas to help with predictive stability and expiration dating

ApexComplianceProgram.com
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Al Assisted Label Compliance

Al Workflow that Reduces Review Time

Efficiently
analyze &

categorize data
(Difficult to do

reliably)

ApexComplianceProgram.com

TTXY
il

Rule-based

Cross reference

FDA regulations
(font size, DSHEA

LLM Semantic
Check

Scan for implied
disease claims +
litigation triggers

People are
important!

Education use only. Please do not distribute publicly.
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Al Assisted Compliance Review
Case Study

Find The Regulatory Landmines and Save Time

\N

@e® 0

- ApexComplianceProgram.com
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Al Assisted Compliance Review
Case Study

Websites, YouTube, Instagram, Facebook

All Keywords °

All

® Anti-hypertensive

wrances antihypertensive, hypertensive, Blood pressure-lowering medication, Hypertension, Heart disease

Keyword Context:

The “Gymnema Sylvestre” originates in India. Also known as “Gurmar”, it means “sugar destroyer” in Hindi. This plant, considered to have unique
virtues, has been used in ayurvedic medicine for over two thousand years’. Ancient medicine uses the plant for a number of health-related problems,
including high blood sugar levels, high cholesterol and triglyceride levels, heart diseases and excess weight.

Possible suggestions NEW POSSIBLE SUGGESTION

heart support cardiovascular support

VIEW ON WEBSITE. [/ > NOTES AND RESOURCES < 1of 1appearances >

ApexComplianceProgram.com
Patent pending technology: Do not distribute publicly
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Al Assisted Compliance Review
Case Study

Comprehensive Reports

Excel Report of Keyword: Anti-hypertensive
Content Keyword Risk Level Possible Suggestion Notes and Resources

The “Gymngma Sylvestre” originates in. India. Also’known as | If substantiated
“Gurmar”, it means “sugar destroyer” in Hindi, This plant, considered
to have unique virtues, has been used in ayurvedic medicine for over
two thousand years*. Ancient medicine uses the plant for a number of
health-related problems, including high blood sugar levels, high heart support,cardiovascular  This and similar words are on the Amazon prohibited
cholesterol and triglyceride levels, heart diseases and excess weight. high support - () = wordlist

- ApexComplianceProgram.com
Patent pending technology: Do not distribute publicly



% APEX Case Study:

> Review possible suggestions
DOWNLOAD CHANGES

Document All Keywords @

following the rules in areas they want to focus on. many of whi
Staying ahead of trouble is one of the critical and fun reasons {
enforcement trends. Key Trends: GMP Issues : After two years g
inspections due to COVID, GMP inspections returned in 2022
seeing the fallout of GMP issues in recent warning letters. Finig Option o1 Option o2 Option 03 Option o4 Option o5
composition has been showing up in more warning letters and
of these citations are a rigid interpretation of finished product
requirements. Let ' s say there is a blend of botanical ingredien
tested for identity and purity a nd are blended with a validated|
before being encapsulated. In that case . FDA requires a comp) prevents heart disease
composition of the finished product even if there are no specif]

such as curcuminoid content, to test, It is my understanding FQ]

encouraging companies to develop new and expensive finishe]

composition tests to verify this. This is a new and burdensome

trend to watch. This product préventsiheartdisease. An ingred smart replace |f substantiated
product prevents hair loss. Based on a review of warning letter
reviewing websites around the time of their inspection closeol
they scan websites for disease claims up to a year after the ing
suggest companies re-review their online marketing if recentl:
search for " forgotten * high - risk statements. Removing these
significan tly reduce the likelihood of a combined disease clair
violation warning letter. Even the most reputable companies may have blogs or

statements with risky claims lurking on their website or socials. | use my to Sunporshoarth (iMamtainaa Assists In maintaining
discover these "landmines.” and if | can find them, FDA can also . This product health healthy heart heart health suggestion
reduces the risk of generalized anxiety disorder. The ingredients in this product
have been studied for those suffering from depression . MLM distributors cited
in FTC lawsuits : | primarily focus on FDA-related enforcement but occasionally

Choose Al-powered suggestions tailored to your content

Old text

Supports cardiovascular vitality.

NOTES AND RESOURCES

Apnand enquisip jou oq :ABojouyosy Buipuad jusied
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Case Study:

FDA - Information (
DOWNLOAD CHANGES \ BACK

Document All keywords o

Winter can be a challenging time of year for many people when All Highest
2ss. The colder temperatures, shorter days. and

Risk Level: High
This article seems to imply that ingredients that
you sell are used for cancer. To reduce risk remove
words like “cancer” and instead focus on quality-
of-life improvements such as meditation,
hydrating, and walking.

NEW POSSIBLE SUGGESTION

IMIMUNE System, and give you the energy you

4 John's company 4 gh s With the days being shorter. it's important to

T ting enough sleep. Aim for 7-8 hours of
help your body rest and recharge. If you have

trouble sleeping, try establishing a bedtime routine, such as

£ LeGiouT reading a book or taking a warm bath before bed.

5. Get outside: Even though it's cold, gelting outside and

eniovina some fresh air and sunshine can do wonders for vour

ApexComplianceProgram.com -
Patent pending technology: Do not distribute publicly



% APEX Al Compliance Examples .

Context Matters

COMPLIANCE

Risk level: Medium
Implied Immunity Protection
The sneezing child implies a sickness like a cold or flu and the
other child appears to be protected within the probiotic straw.
This, combined with the “immune strengthening” verbiage, has
a medium risk of attracting lawsuits or regulatory issues. To
reduce risk, replace “strengthening” with “support” and
update the sneezing image to a non-sick image.

HOW Al CAN DETECT IMPLIED CLAIMS

|| O

N —
SCENE CLAIM IMPLICATION
UNDERSTANDING DETECTION INFERENCE

- ApexComplianceProgram.com - — -
Education use only. Please do not distribute publicly.
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Al Contract Review

Humans must be part of review and sign off process

T U= W

a PAYMENT OF FEES

41 Cusimenes will pay Company the then applicable fees
described in the Order Foem for the Services and
Impilerentatomn Services in stomidance with the letms therein
(the *Fees”). It Customer's use of the Services excondi the
Service Capacity et foath on the Order o of otlerwise
rexpuivey the paywment of adkdiiionsl fees (per fhe rermm of thin
Agreement, Citomer shal) be bifled for sech mage and
Cummpmes agrees b oy the sdditionsd foes in fhe mannes
prowited hevem Company e e gt 10 change the
Fers ot sppiiable carnges &3d 16 initiige e dharges sl
Fewn a1t ol of the Il Servace Tierm or therrcurmnt
el bert, wpcn Ty (ME) dape prior onios o Costomes
Uwhiich gy bor st oy el B Cramesmees believs Fhar
Company has ied Cortormes monmety, Cmoomes mun
comtart Conmpsanry o Later thun 600 clyy aftey the cionimg date
vy the: firyt hilling eratesmenst iy which the ermor or probilem
appeaied. in crges 10 recenve an adjurbmend or cedil Inguiries

houtd be dinccted 1o Company’s Camomer spPan Sepatment.

3 TERM AND TERMINATION

il Subect o earlier termination as provided beiow, this
Apreerment  for the Initial Service Term a3 specified in the
Cirder Em, angd whall be sutematically renewed for sddinanal
perbods of the samme duration ax the Inftial Service Term
foolinctively, the “Tenn™), unkes sither parry requesty
feiribinaiion i beast TRirTy C3H days priof o the end of e ihen
QErFERE T,

2 I acldition 1o any other pmedieg it may have. either
PAITY Ty s R e Agreeeens upon ey (1 dayy'
natior (o withou notice in the Ciee of nonpuymen | i¥ e
offiet party materially beedchies sy of the term of conifitiom
of fhis Agreement. Cisssomer will may in lull for the Services up

LA POCRINED EMMETEENCY MAIMIEALNCE, ERTAT DY LOMPANY of Dy
third-party prevaders, or because of oiher caunes heyand
Campany’s reasonable cortrol, but Cotrpany shall use
reasonable efforts o previde advance notice i wiitiog of by ¢
mail of ary scheduled seevice disruption. HOWEVER,
COMPANY DV NOT WARRANT THAT THE SERVICES
WILL BE UNINTERRUPTED OR ERROR FREE. NORK DOES 1T
MAKE ANY WARRANTY AS TO THE REFULTS THAT MAY
BE OSTAINED FROM LSE OF THE SERVICES. EXCEIT AS
EXPRESSLY SET FORTH IN THIS SECTION, THE SERVICES
ARD IMPLEMENTATION SERVICES ARE PROVIDED “AS 15*
AND CORM PANY DISCLAIMS ALL WARRANTIES, EXPRESS
Ol IMPLIFD:, INCLLUDING, BUT NOT LIMITED TO, IMPLIED
WARRANTIES OF MERCHANTARILITY AKD FITRESS FOR
A PARTICULAR PURPGSE AND NON INFRINGEMENT

RISETO LIABILITY. THIS
mwwm 15 CUMULATIVE AND NOT PER

AsbeCanals  aoass o AABRG 1 ASBROE
) w e b ———

- Y S, 4
Spelibaok, -]

Custom Review

Mk e Al and cRianga ch party (the “Receiving Party”) understands that the

e “Disclosing Party™) has d
wileal or financial informatior

&L, Save au Promes
reinafter ref

£1y’s busir
of the Disclosing Party). Proj
2 VSuggention. stll work, .. ;o nublic informatior

rmance of the Sent

LINTATION OF Lt Customer includes nor pul
MOTWITHSTANDING rump‘}m w:rmm u: pravi

ata”). The Receiving Party ag
CONTRANY N THES “ﬂ. autions to protect such Pre
AGGREGATE LiABILT o TR
'CUSTOEMRETTHER PA it herein) or divulge to £
IPARTY DR AMNY THRDary Information. The Disclos
THALIGH GRESTEmaEs <hall not apply with respect
ANY CLAM RELATED following the disclosure there
IHCLUDING WrTHOUTVIng Party can document (a)

pe public. or (b) was in Its pos
CAUSE OF ACTION RS £

| without restriction by a thift

LIMITED YO FHEFEA, Jocloped without use ofla
1P B CUSTOMER-F 1sc Disclosing Party or (e) &
FHETWERVE (93 MO

(b TR NE ML
DOLLARS (SL00U000, 11,4 1 (3) the Service:
LIMITATION OF LIABIL:, + b sarmensmvsrn:
AND NOT PER INCIDENT

Apply Chamgn T Deyrmiina.
D) rac crmpes
[ e L Bidactic

ut Customer’s knowledge or con

k.

NFIDENTIALITY: PROPRIETARY RIGHTS

O Ask [& Draft

<3

@

id

tomer shall Giwn all vight, tile and Intefet in and to
Data. Company shall own and retain ll ght, ke
|

General Review
Spot obvious risks and issues

Custom Review
Focus on a specific topic

Playbooks

Run automated checklists

Negotiate
Improve your client's position

ZQ) Review

Spelibook
Deletod: 10 nat]

Spelibook
Deleted: |}

Spellbook
Delotod: Gifjer




& APEX Al Agents °
The Future of Work

Software programs that take on tasks and can
make decisions on their own.

‘ A really smart intern that works independently

Asa'’s Prediction: Everyone will have their own
‘hive" of personalized Al agents within a couple
of years,

- ApexComplianceProgram.com
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] Al Agents
Compliance Monitoring & Surveillance

Example of agent interaction:
There was an interesting NAD case this week about

marking dietary supplements on social media.

Would you like to prepare a 2-minute audio update on
key takeaways and how this can impact your company?

- ApexComplianceProgram.com
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Technology Tool
Demystify Complicated Regulations

Google’s NotebooklLM

| provided the following CFR link to the program and asked it about
nutrient content claims.

e 101.13 Nutrient content claims—general principles

Listen to the recording « -

- ApexComplianceProgram.com
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Thank

@ Let's Connect

v
ARNING LETTE
WEDNESDAY

ApexComplianceProgram.com
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