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Disclaimer//[Disclosure

A This presentation is for educational and informational purposes only and
reflects the clinical perspective and professional judgment of the presenter.
It does not constitute legal, regulatory, or professional advice.

A The presenter is a fullime employee of the U.S. Department of Veterans
Affairs and former UTRGV School of Medicine Associate Professor; he has
no relevant financial relationships or conflicts of interest to disclose. This
gresentation does not constitute official policy, guidance, or endorsement

y the U.S. Department of Veterans Affairs or the United States
Government.

A Any discussion of medications, including dfibel uses, is based on
available clinical evidence and is intended to support informed clinical
decisionmaking. Clinicians should consult current prescribing information,
institutional policies, and applicable clinical guidelines before making patient
care decisions. This content is not intended to promote any specific
commercial product or service.

A Although every effort has been made to ensure accuracy based on current
U.S. federal laws, regulations, and agency guidance, no guarantees are s
made regarding completeness or apJ)IicabiIity_to specific situations. ' , i ,
ParthIPar_lts are strongly encouraged to seek independent legal counsel or PtpSiunsplash com/phoios/arec steet ign siting on-{op-0f--metakpole-P_SVACYaLAY
consult with a qualified attorney for advice tailored to their individual
circumstances.
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SummanyoffPresentation

The proliferation of weight loss spas, online pharmacies,
and compounded obesity medications has introduced

new patient safety challenges, particularly in the Rio
GrandeValley Patientsare increasinglyaccessinghon-FDA
approved weight loss drugs, including compounded and

foreign formulations with variable potency, sterility, and

labeling These products have been associated with

adverseevents

This session will review the regulatory landscape
surrounding compounded legal and illicit weight loss
drugs, highlight real world clinical presentations, and
discuss ethical, legal, and patient counselin

considerations Participants will engage in casebase

discussionsto develop strategies for identifying at risk
patients, providing nonjudgmental counseling, and
transitioning patients to evidence based pharmacologic
treatmentsfor obesity Patientsafety,harm reduction, and
region-specificconsiderationsrelevantto South Texaswill
be emphasized

https://unsplash.com/photos/palmtree-near-seashoreSiuwr3uCir0
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Objectives
At the end of this session, participants will be able to:

1. Analyzethe regulatory and safety issuesurrounding compounded,
non-EDA ap{)/rovgd, and foreign 'weight loss A)rodu@tspartlcularly in the )
RioGrande Valldyusi ng t he OAskod and "0Assesso
identify patient uSe and evaluate risk.

2. Recognizeand interpretadverse clinical presentatiorigiked to ,
unregul ated weight | oss products by e
steps of the 5As model through caséased discussion. :

3. Discusdghe ethical, qual, and counseling challen%escar_ing for
patients using unregulated weight loss products delivering the
OAdviseb6 step of the B5As model

4, Uset he OAssistoé and OAr r @ohelpeaienst eps of
transition from unsafe, norevidence based weight loss products to
FDA approved, evidencebased obesity treatments, focusing on harm
reduction and patient safety.

5. Incorporatethe 5As model into routine practicéo identify atrisk o
patients, provide effective counseling, and arrange appropriate follow hitps/unspiash com/photosadirt-road: Going-up-2-hil-with- 2 sky background._DOZTIOTSY
up for those seeking weight loss interventions.
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Treatment <« Education « Prevention

SIMTUATION

Patients seeking GLP1s @

GLP1 Decreased access @ * Online companies

o - « Compounding pharmacies
Shortages traditional pharmacies S

Increase in GLP1 demand

* Neighboring countries

/

Counterfeit
GLP1products
in US markets

3. National Poison Data




SIMUATION

AMERICAS’

POISON
CENTERS

Treatment « Education « Prevention

1,500%

increase in calls to
US Poison Centers
(since 2019) related
to overdose or side
effects of injectable
weight-loss drugs?

3. NATIONAL POISON DATA SYSTEM APC.
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 More than
Worldwide  Doubled

Obesity (adults)

Prevalence®
(since 1990)

« Quadrupled
(adolescents



« AllU.S. states
US.A and territories:

Obesity o >1in 4 adults
o 1in 5 children

Prevalence’ & adolescents

(*last updated
4.2 .24%)
* Midwest (35.9%),
South (34.5%):

o Highest




https://unsplash.com/photos/redand-white- polka-dot-rain-boots- MMO93Z02VyQ

» Overall: 35.6%

adults
Texas ( )

Obesity » East TX: 44.2%

Prevalence’
(2023, 2024)

» South TX: 44%

» West TX & South of
Houston: 31% (lowest)



The New\York Trme&005 article:

¥, BN GEbeyalveytionQBu e s t i

AoONot only i sTexas-onerofthe fatiestistatesn the
Union- butitisalsoontheU.SMe xi co border, the f

Aol ncotoiason t he edge of RgoditoS8unande C
around in juicestained diapers, and as the kids get older, they only get
fatter. 0

i fl AolThe superintendent] says he's be
R | - | kindergartner who weighs 90 pounds- the average for an American
kindergartner is about halfthat-i t ' s easy to believ

A[ Superintendent] OYou will see mos
they're all beefy. Kids are 30, 40 pounds overweight already, and they're
only in high school. Web6re basical

https://unsplash.com/photos/magazineslisplayedon-a-rack 2G8mnFvH8xk
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Others

Weight
stigma

Pregnancy
problems

OSA

Economic

burden HTN, HLD,
T2DM,
Stroke
Many
types of
Cancer
Obesity,
Overweight6'9 All-cause
mortality *
CKD,
Liver
disease
Octeo. Mental
B Health
arthritis Problems

%

All-cause mortality

RS

BMI

*underweight , obesity, and morbid
obesity = all associated with
increased risk of CVDand mortality




U.S/A.

Obesity'?

2025
Gallup Survey

AAdult obesity
gradually declining
(peaked in 2022)

A~7.6 million fewer
obese adults vs. 3
yrs ago

AUse of GLP1s for
weight loss more
than doubled since
2024



US Weight Los$ Products

Arsenic pills; Diuretics, Laxatives, Thyroid FDCA Durham-Humphrey
Vinegar Tonics; _ » Hormones = “Rainbow Pills” Amendments
Dinitrophenol
Laxatives; Purgatives™ peak misuse " - defined OTC v. Rx only™
1906 1938 1950 1962
o o o o o o o o
Pre-FDA/ Unregulated 1930s 1930s-1950s 1951 |
Market | | |
/ Federal Food, Drug, and \ _
Pure Food and Drug Act Cosmetic Act passed=> Amphetamine FDA approved™ FDCA Kefauver-Harris
> (Purity + Strength)® Created the USA FDA”2 « AE: addiction; tolerance; CV risks Amendments
->(SAFETY) - Still active, but notindicated for - (SAFETY + EFFICACY)®”

. weightloss
Dinitrophenol™ J

withdrawn: fatal hyperthermig;

\cata racts® J




US Weight Los$ Products

/Fen—Phen \

withdrawn x valvular 4 _ N\
heartdisease, Eohedra Lorcaserin
pulmonary HTN™ * (supplement) Phentermine +
Fenfluramine + Sibutramine Topiramate Naltrexone/Bupropion
hentermine™ e *Banned x Stroke, MI, . .
Phen FDA approved™ sudden death™ FDA Approved FDA approved
. | / J
1970 1999 2010 2013 2020
. i . ¢ . e ° L4 o °
19605-1990s 1997 2004 2012 2014
4 | N
Federal Controlled Orlistat Sibutramine “Ch)besity" rlecog nized as Lorcaserin
Substances Act > 15 withdrawn x M. stroke™ chronic, relapsing withdrawn x Increased
created close system of FDA approved Withdrawn XVl SToxe disease by AMA™® incidence of Cancer in
legitimate handlers™ -Still active (Rxor OTC) RCT™
*Limited due to Gl
intolerance




Thh @irtroaBliLitetohGLPa/GIBE Li f e O

GilaMonster Once daily
GIP and GLP1 Breakthrough' ->Weekly agents |
.pO \;S A g|U(.ZOS?7. Oral> discovered™ «exendin-4 from the Gila Re-emergence of GIP Dual GL[;VGIP -a?-]olr"St 23
insulin secretion «anglerfish S————— 6,19,21 approved x weight loss

2005 2020 The Future

| 1960s . 1990s : »
J ‘ ‘ ‘ é ‘ ‘ ‘ ‘ ‘
Farly 1900s 1970—1980s 1992 2010s-2020s 2023
“Incretin effect” formally Native GLP1limitations First GLP1-RA approved First GLP1approved for Triple agonists
introduced” identified™ for DM “chronic weight (GLP1/GIP/Glucagon);

(shortt V2 due to DPP4) management? Oral products?42526




OYou Gell

You Get a GLPL!

Everybody gets a
GLR1!

Use of obesity drugs has become widespread,
but not necessari?ly

oONearly ni

Americans now aware
of these

wei ght [|% s

+

g ~
—~ - -

OAbout 1 1 n
have tried [1 of the 2
common &LP1s
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September 2025
A The World Health Organization
A added GLP1s to essential medicinedist

March 2026

A Patent on semaglutide expired in India
A Cheapest version now $14 a morith




A Clinical trials (sample size, duration, limited generalizability) often
inadequate to detect rare adverse events (AEs) or leteym
safety issues

A Investigated association of GLP1s with mortality and serious AEs
reported to FDA Adverse Event Reporting System (FAERS):
A 287,201 AEassociated with GLP1s
A elevated signals foserious AEwith GLP1s
A statistically significant elevated signals foortality with the
earliest approved GLARAS

A Results/Conclusion:

A do not definitively establish causality

A highlight importance of proactivepostmarketsurveillance to ot -
characterize reaworld safety profiles of individual GLP1s ¢ = =

- P Iz - gt







CASES:

1 FOLOOF/OQIEE TOOW ME
WEJHGIKTS!" LOS S'!

2. 'MIXOME XINNIGG" & M|

3. 'WEIGIWEISGHT LOS.
WEDNEASDAY S 06




Ask

* Nonjudgemental conversation to understand their perspective

The
5AS
Model..

Assess

| Assist

+ Offer ongoing support, resources, referrals to implement successfully



1 “FOLEOR/OEE TOOW ME*

J "’.1?""""m

college student, pattme retail worker; she presents with
N/VID x 3 days; unable to tolerate oral intake; new severe

WEJHGIKIS!” L Olgr dgminghpain radiating to her back; abdominal pain worsens
; a als; experiences significant fatigue and dizziness, particularly

i

https://unsplash.com/s/photos/influencer

To  To To Po Po

when standing.

PMH:Obesity BMI 31; 18Bs (1 month ago) , 16fbs (now)
PSHnone

NKDA;'MedsCopper IUD, placed 1 year ago

SocialHx No alcohol or tobacco use, not married; GOPO

Physical Exam:
A BP 88/54; HR 115; RR 18; T: 99.8
A Il appearing; dry oral mucosa; delayed cap refill
A RUQ tenderness, voluntary guarding, no rebound

Laboratory Findings:
A UrinehCG negative

A Na 130, COo 20, BUN 48,

albumin 3.2, Amylase 315, Lipase 540 U/L

Cr TBIili18, AST

RUQ!USMultiple gallstones, thickened gallbladder wall (5mm), no ductal dilation,

mild pericholecystic fluid, no pancreatic pseudocyst

You suspect FM may be using a GLP1.
What is anincorrect wayto Askher about this?

VA GPT. Accessed April 13, 2026. https://vagpt.va.gov/
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Gallup®

L62% of American Adults:
Say GINOTagaod s
option for people who do
not have weightrelated
conditionbo

CONot all st
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C Nonjudgemental, operended questions; reduce stigma,

use-safetyfocused language:

Aol om really fgtlhaids yiosu scoanmeet
seeing more often, and we can help you recover
safely. o6

AOA | ot of people are tryi
see onl i nd& have yowttied angthpng léke
t hat 26

AOGLP1ls can be effective,
monitoring are really i mp

AoCan you tell me everythi
|l oss or to maintain your

AoOHave you started anythin
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ol started a wei
; month,; | get 1t
getting hyped or
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wor ki ng
far. They told me it comes from a

compounding pharmacy, so |
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(Image courtesy of Ashley Sandoval, 2026)
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C Clarify, investigate weight loss product
A Name and source
A Formulation (pen? vial + syringe? other?)
A Dosing:
A Can you guide me through exactly how you
measure it and inject it?
AWhat does misu nmdan toa yc

.||l Red Flags
A Vial + syringe
A Note: vial + syringe also now available directly
from manufacturers
AoUnitso6 instead of mg
A Unknown concentration
A Combination products (0+
A No/Unknown structured titration plan
A No/Unknown prescribing followup

(Image courtesy of Adrian Sandoval, 2026)
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C GLPA Acute Kidney Injury (some cases require HD)
A Majority due to volume depletion from N/V/D
A Monitor renal function during dosage initiation and
escalation (especially in V/D)
A Ex: For every 1000 patients treated with GLP1 vs placebo:
A ~3 more (AKIs) in GLPtteated

C GLPA Acute Gallbladder Diseasé
A Ex: For every 1,000 patients treated with GLP1 vs placebo:
A 1 more (gallstones) in GLRfeated
A 5 more (gallbladder inflammation) in GLRieated
A 2 more (gallbladder surgery) in GLRfeated

I, Agree C GLPA& Acute Pancreatitis (including fatal and nefatal
2 hemorrhagic or necrotizing pancreatiti%)

A Monitor for S/Sx of acute pancreatitis after initiation
A Ex: For every 1,000 patients treated with GLP1 vs placebo:
A 1 more (pancreatitis) in GLRfeated

Assist
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U.S. Department of Health and Human Services

Food and Drug Administration (FDA) [published on 4/1/20%6]

C Conditions for compounded drug exceptions:

1)

2)

3)

Drug MUST be compounded fomdividual patientbased on Rx

Compounders should NOT regularly or exceedingly compound
drugs that are essential copies of commercially available drugs

Identifying copied compounded drugs
i. Same active pharmaceutical ingredient (API) as
commercially available drug in similar or easily
substitutable strength

ii. MUST use same route of administration (see next slide)

iii. 0 T h urdessiaprescribetetermines and documents the
compounded drug product contains a change that
produces a significant difference from the commercially
available drug product for

(o))
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U.S. Department of Health and Human Services
Food and Drug Administration (FDA) [published on 4/1/202%6]

A Combining semaglutide API + another API like Vitamin B12
(cyanocobalamin)
o If same route of administration (Injection, Oral)
o If same, similar, or easily substitutable strength (within 10% of
commercially available strength)

o C Example of a COPY!

A FDA Stance on Compounding Copies as of 4/11/2026
A OAt t hi s rotiinkerd,totdkd actibragainst

a compounder for compounding a drug product that
is essentially a copy of a commercially available drug
product regularly or in inordinate amountg the
compounder fillsfour or fewer prescriptionof that
compounded drug productduring a calendar
month. 6
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U.S. Department of Health and Human Services
Food and Drug Administration (FDA) [published on 4/1/20%6]

C Restrictions on Outsourcing Facilities
A Cannot compound drugs using bulk drug
substances unless:

1) bulk substance is on the 503B bulks list
(clinical need)

2) drug is on FDAOGs dr uq
time of compounding, distribution, and
dispensing

C Current Status as of 4.11.26
A tirzepatide and semaglutide

U NOT on the 503B bulks list or
FDAGs drug shortage |
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C Attorney Generals in 33 states and BT
C Urge Meta to strengthen suppression of ADriven
marketing of weight loss products on its platform

COMi srepresentation “f [ GLP1

A Social media excitement around GLP1 for weight loggs off
label use + global shortages

A Content often focuses on weight reduction; often misrepresents
MOA, indication, safety

A AE (esp. Gl), cost, supply issues largely underreported

A Most Instagran? and TikToR" content = created by non
medical users; misinformation is common

A YouTubé relatively more reliable; Akltered content may
mislead users and promote unsafe use




8§ 1 “FOLEOR/O/E TOOWGIMEOST'O W

j f L C Bridge to EvidenceBased Care:

B . \SSEsS Adlf youdre still in
treat ment, we can d
safer, properly dosed, and closely

[.‘ | Advice monitored. O

C Offer options

N ¢
L '1 Ag ree A FDA-approved GLP1 therapy

A Structured titration
A Nutrition + lifestyle support

i ° A Follow-up plan
A Assist
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Summary
Al mpl ement 0The 5 As Model 6

A Remember to dimduecedobéobDnugi f

A Key considerations witiGLP1 toxicity:
o These patients behave like lorgcting medication
overdoses (long haHife; Sx may persists for days)

o0 Some GLP1 Risks:
C AKI
C Gall bladder disease
C Pancreatitis




