503 PHARMA

2026 High-Margin Peptide
Formulations Report

Strategic Guide for Independent Compounding Pharmacies
503A & 503B Compliant Formulations

$117B

US Compounding Market Peptide Therapeutics

50-75% $27.5K

Gross Margins Monthly @ 100 pts

KEY FINDINGS

e 12 compliant compounds identified with clear regulatory pathways

e Core peptides: Sermorelin, Tesamorelin, NAD+, PT-141, GHK-Cu (topical),
PPS



o Expanded formulary: LDN, Methylene Blue, Gonadorelin, Amlexanox,
Oxytocin, Synapsin

e Average gross margins of 50-75% vs. 3-8% on traditional dispensing

e 100 patients x $275/month = $27,500 monthly revenue with zero PBM
dependency

January 2026 | Prepared by 503 Pharma

Confidential — For Independent Pharmacy Owners

Executive Summary

The peptide compounding landscape has fundamentally shifted. With $6.5 billion flowing
through US compounding pharmacies and peptide therapeutics now a $117 billion market
growing at 10.8% annually, the opportunity remains substantial—but the rules have
changed.

The "GLP-1 Gold Rush" left a permanent legacy: it awakened millions of American
consumers to the concept of biological optimization and normalized paying out-of-pocket for
compounded therapies. The average patient is now more educated, more demanding, and
more willing to invest in their metabolic, cognitive, and aesthetic health than at any point in
history.

The Regulatory Fortress Model

The future of independent pharmacy profitability lies in what we call the "Regulatory
Fortress™ model—leveraging high-margin, legally defensible APIs (substances with USP
monographs, Category 1 status, or FDA-approved origins) to create personalized wellness
protocols.



By transitioning from a transaction-based model to a consultation-based wellness practice,
pharmacy owners can secure margins of 60-80% while insulating their businesses from
federal enforcement actions.

The Bottom Line: While GLP-1 compounding restrictions have closed one
door, a clear pathway exists through compliant anti-aging, hormone
optimization, cognitive enhancement, and specialty peptide formulations
generating 50-75% gross margins.

Section 1: The Cash-Pay Opportunity

Why Peptides? Why Now?

Independent pharmacy economics have reached a breaking point. The Top 3 PBMs control
80% of a $600 billion market, and 99% of independent pharmacies experienced
reimbursement reductions in 2024. Over 3,250 net retail pharmacies closed last year alone,
with independents disproportionately affected.

Cash-pay peptide compounding offers a fundamentally different model: no clawbacks, no
DIR fees, no retroactive adjustments, and gross margins of 50-70% compared to razor-
thin dispensing margins.



Gross Margin Comparison: Traditional vs. Peptide Compounding

Traditional Dispensing
Generic Dispensing
Specialty Rx

Premium Peptide Programs

Gross Margin (%)

Market Growth Trajectory

The US compounding pharmacy market is projected to grow from $6.5 billion in 2025 to
$11.85 billion by 2034—a 6.2% CAGR. The broader peptide therapeutics market is
growing even faster at 10.8% CAGR, driven by obesity treatment demand, longevity
medicine adoption, and telehealth accessibility.
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A pharmacy with 500 wellness patients on monthly protocols generates more
net profit than a pharmacy with 5,000 traditional insurance patients, with a
fraction of the administrative overhead.

Section 2: The Top 6 Core Peptides

These six peptides represent the highest-margin, clearly compliant opportunities for 2026.
Each has either a USP monograph, FDA-approved status, or an established regulatory
pathway for compounding.

Top 6 Compoundable Peptides: Margin vs. Demand
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Sermarefin Tesamorelin NAD+ PT-141 GHK-Cu (Topical)

1. SERMORELIN — The Cornerstone Offering

Primary Indication




Growth hormone optimization, anti-aging, body composition

Regulatory Status

USP Monograph — FULLY COMPLIANT

Mechanism

GHRH analog stimulating pituitary to release endogenous GH

Cash-Pay Pricing

$150-500/month

Margin Rating

HIGH (50-200%)

Delivery Forms

Injectable (SQ), nasal spray, sublingual, troche

Owner's Note: Primary compliant GH secretagogue. FDA-approved in the 1990s,
discontinued for business reasons (not safety). Benefits include improved sleep quality,
better recovery, and body composition improvements. Strong telehealth adoption through
platforms like Eden, HydraMed, and Invigor Medical.

2. TESAMORELIN — Premium Positioning

Primary Indication

HIV lipodystrophy (FDA-approved); off-label visceral fat reduction

Regulatory Status

FDA-APPROVED DRUG (Egrifta) — FULLY COMPLIANT

Mechanism

15-20% visceral fat reduction demonstrated in clinical trials



Cash-Pay Pricing

$199-600/month

Margin Rating

HIGH (50-150%)

Owner's Note: Strongest regulatory standing among GH-class peptides as the only FDA-
approved GHRH analog currently marketed. Premium pricing is fully justified by FDA-
approved status. Target metabolically-focused patients.

3. NAD+ — The Longevity Cornerstone

Primary Indication

Cellular energy, anti-aging, cognitive enhancement, addiction support

Regulatory Status

GRAS STATUS — FULLY COMPLIANT

Mechanism

Critical coenzyme for cellular metabolism, DNA repair, mitochondrial function

Cash-Pay Pricing

$105-350/month (injections); $500-1,500 (IV infusion series)

Margin Rating

HIGH (50-150%)

Delivery Forms

IM injections, IV infusion, sublingual, nasal spray

Owner's Note: Cornerstone for longevity-focused practices. GRAS status provides clear
regulatory pathway. Consider partnerships with 1V therapy clinics for expanded reach.



Strong demand from biohacking community.

4. PT-141 (Bremelanotide) — Sexual Wellness

Primary Indication

HSDD in women (FDA-approved as Vyleesi); off-label male ED

Regulatory Status

FDA-APPROVED (2019) — FULLY COMPLIANT

Mechanism

Acts on melanocortin receptors centrally (bypasses vascular system)

Cash-Pay Pricing

$129-299/month

Margin Rating

HIGH (60-150%)

Delivery Forms

Injectable (SQ), nasal spray (preferred), sublingual tablets

Owner's Note: Works neurologically (unlike PDES5 inhibitors), appeals to non-responders.
Nasal spray formulation creates the legal "significant difference" required to compound vs.
commercial autoinjector.

5. GHK-Cu (Copper Peptide) — Topical Focus

Primary Indication

Skin rejuvenation, wound healing, hair restoration

Regulatory Status




TOPICAL: Category 1 — FULLY COMPLIANT

Mechanism

Human tripeptide stimulating collagen synthesis, modulates metalloproteinases

Cash-Pay Pricing

$40-199/month (topical creams/serums)

Margin Rating

VERY HIGH (80-200%)

Formulation

0.5-2% in VersaBase or Pentravan, airless pump packaging, pH 5.5-7.0

Owner's Note: Position as "clinical-grade cellular repair protocol" not mere lotion. Partner
with med-spas for microneedling and post-laser treatments. Use airless pump packaging
to prevent oxidation and elevate luxury feel.

6. PPS (Pentosan Polysulfate) — Musculoskeletal

Primary Indication

Interstitial cystitis (FDA-approved); off-label osteoarthritis

Regulatory Status

COMPONENT OF FDA-APPROVED DRUG (Elmiron) — COMPLIANT

Mechanism

Chondroprotective; Phase 2/3 trials show 51.2% reduction in chronic knee pain

Cash-Pay Pricing

$200-400/treatment course



Margin Rating

MODERATE-HIGH (40-100%)

Owner's Note: Underappreciated opportunity. Subcutaneous delivery provides
competitive advantage over intra-articular injections. Partner with orthopedic and sports
medicine practices. Monitor for long-term eye health considerations.

Ready to Add These Peptides to Your Formulary?

Two tools to help you launch faster and stay compliant

@

COMPLIANCE TRAINING

Don't Risk Your License

FDA issued 80+ warning letters in September 2025. Train your team on USP
795/797/800 compliance so you can compound safely and with peace of mind.

v/ Access to 25 training modules and 77 lessons
v/ Staff competency tracking & certificates

v Inspection-ready documentation and SOP libraries

Get Started -

CompoundLearn.com



https://compoundlearn.com/
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PRESCRIBER OUTREACH

Win More Prescriber Relationships

Professional marketing materials and done-for-you outreach designed
specifically for compounding pharmacies. Help clinics understand your value.

v/ Custom brochures, presentations & infographics
v/ Email outreach templates for clinic follow-up

v/ Done-for-you Pipeline: 4-15 meetings/month booked for you

View Packages -

growth.503pharma.com

Section 3: Expanded Compliant Formulary

Beyond the core six peptides, several additional compounds offer excellent margin potential
with clear regulatory pathways. These fill gaps in cognitive enhancement, metabolic
support, hormonal optimization, and sexual wellness.

7. Low Dose Naltrexone (LDN)

Indication

Autoimmune disorders, chronic pain, weight maintenance, fibromyalgia

Status

Active ingredient in FDA-approved drugs — Legal to compound at low doses

Mechanism



https://growth.503pharma.com/

At 1.5-4.5mg, triggers compensatory endorphin production and immune modulation

Pricing

$50-90/month

Margin

HIGH (50%+ with low operational complexity)

Protocol

Start 1.5mg nightly, titrate to 4.5mg over 4-6 weeks. Use Avicel filler for IR.

8. Methylene Blue

Indication

Cognitive enhancement, mitochondrial support, brain fog

Status

USP Monograph — FULLY COMPLIANT (Must use USP-grade API)

Mechanism

Alternative electron carrier in mitochondria, increases ATP, reduces ROS

Pricing

$80-150/month

Margin

HIGH (60-80%)

I\ Warning

EXTREME STAINING RISK — dedicated equipment required. Warn patients about blue
urine.



9. Gonadorelin Acetate

Indication

HPTA restart, fertility maintenance during TRT (replaces banned HCG)

Status

USP Monograph — FULLY COMPLIANT

Mechanism

Synthetic GnRH stimulating pituitary LH and FSH release

Pricing

$100-200/month

Margin

HIGH (50-100%)

Note

Short half-life requires daily/EOD dosing. Demand is inelastic among TRT patients.

10. Amlexanox

Indication

Metabolic flexibility, inflammation reduction, post-GLP-1 weight maintenance

Status

Active ingredient in FDA-approved dental paste — Can be compounded orally

Mechanism

Inhibits IKKe and TBK1; increases thermogenesis, improves insulin sensitivity



Pricing

$80-150/month

Margin

MODERATE-HIGH (40-60%)

Position

As "Metabolic Reviver" for patients plateaued or transitioning off GLP-1s

11. Oxytocin

Indication

Emotional intimacy, anxiety reduction, sexual wellness

Status

FDA-approved API (Pitocin) — FULLY COMPLIANT

Mechanism

The "bonding hormone" — reduces cortisol/anxiety, promotes intimacy

Pricing

$75-150/month

Margin

VERY HIGH (70%+ — low API cost, high perceived lifestyle value)

Forms

Sublingual troches, nasal spray (on-demand before intimacy)



12. Synapsin (Methylcobalamin + Ginsenoside Rg3)

Indication

Long COVID, Chronic Fatigue Syndrome, executive burnout, brain fog

Status

Ingredients are generally compliant

Mechanism

Rg3 reduces microglial activation; Methylcobalamin supports myelin maintenance

Pricing

$120-180/month

Margin

HIGH (60-80% — complex compounding justifies premium)

Form

Intranasal spray (nose-to-brain delivery). Rg3 requires specialized solubilizers.

Complete Compliant Formulary Summary

Compound Category Regulatory Basis Price/lMo Margin
Sermorelin GH Optimization USP Monograph $150-500 50-200%
Tesamorelin GH Optimization FDA-Approved $199-600 50-150%
NAD+ Longevity GRAS Status $105-350 50-150%
PT-141 Sexual Wellness FDA-Approved $129-299 60-150%
GHK-Cu (Topical) Aesthetics Category 1 $40-199 80-200%
PPS Musculoskeletal FDA Component $200-400 40-100%



LDN

Metabolic/Immune

Methylene Blue Cognitive
Gonadorelin Hormonal
Amlexanox Metabolic
Oxytocin Sexual/Emotional
Synapsin Cognitive

FDA Active $50-90 50%-+
USP Monograph $80-150 60-80%
USP Monograph $100-200 50-100%
FDA Active $80-150 40-60%
FDA-Approved API $75-150 70%+
Compliant Components $120-180 60-80%

Section 4: Strategic Positioning

The following matrix positions all compliant peptides by regulatory clarity and margin

potential to guide strategic decisions:

MONITOR

Regulatory Uncertainty

Selank (status unclear)
Liraglutide (shortage dependent)

HIGH RISK

Category 2 substances
Research chemicals

HIGH OPPORTUNITY

Compliant + High Margin

Tesamorelin
GHK-Cy @
Methylene Blue

Sermorelin

PT-141

m
=
m
Py,
)
Z
@

Retatrutide Survodutide

Orforglipron (oral)



— Lower Regulatory Clarity Higher Regulatory Clarity —

Strategic Recommendation: Focus on the "High Opportunity” quadrant for

immediate revenue generation. All 12 compounds in this report fall within this
quadrant. Monitor emerging compounds (Retatrutide, Survodutide) for future
pipeline expansion once FDA approval pathways clarify.

Section 5: Revenue Projection Model

Peptide compounding creates predictable, recurring revenue without insurance
dependencies:

Peptide Revenue Projection by Patient Volume
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25 $275 $6,875 $82,500 $49,500

50 $275 $13,750 $165,000 $99,000
100 $275 $27,500 $330,000 $198,000
200 $275 $55,000 $660,000 $396,000

*Estimated annual profit assumes 60% gross margin average across product mix

Key Insight: At 50-70% gross margins, peptide compounding can generate
$8,000-$19,000 in monthly gross profit from modest patient volumes—
without insurance dependencies, clawbacks, or DIR fees.

Turn These Numbers Into Reality

You've seen the revenue potential. Here's how to capture it.

oo: o

PRESCRIBER OUTREACH

Get Your Peptides in Front of Prescribers

Professional brochures, presentation decks, and email templates—or let us
handle the outreach entirely with done-for-you meetings booked on your
calendar.

View Packages -

growth.503pharma.com



https://growth.503pharma.com/
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STAFF TRAINING

Get Your Team Inspection-Ready

Before you scale, ensure your staff is trained on USP compliance. Our LMS
makes certification fast and trackable.

CompoundLearn.com

Section 6: Bundle Strategies

The key to maximizing transaction value is bundling. Strategic bundles increase average
order value while providing comprehensive care:


https://compoundlearn.com/

Bundle Revenue Analysis: Price, COGS & Profit
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Recommended Protocol Bundles

Bundle Name Components Retail COGS Profit

) LDN + Amlexanox + Lipo-B
Metabolic Bundle o $300 $60 $240
Injection

Methylene Blue Troches +

Cognitive Bundle i $250 $50 $200
Synapsin
Hormone . .
o Sermorelin + Gonadorelin $350 $75 $275
Optimization

] GHK-Cu Cream + NAD+
Aesthetic Bundle L $200 $40 $160
Injections

PT-141 Nasal + Oxytocin

Sexual Wellness $180 $35 $145
Troches

Defensible Value Justification

To command these prices without insurance coverage, provide tangible value:



¢ The Consult: Price includes 15-minute monthly pharmacist check-in to review
progress and optimize protocols

e The Lab: Market your USP <797> compliance and third-party testing results to
distinguish from gray-market vendors

e The Packaging: High-quality, professional packaging that feels like a premium
health product

Section 7: The Compliance Imperative

The enforcement environment has fundamentally changed. FDA issued 80+ warning
letters in September 2025 targeting GLP-1 compounders. State boards are equally active—
Massachusetts inspections found 36 of 40 pharmacies failed basic cleanliness standards.

The cost of nhon-compliance now includes: license suspension, product
recalls, forfeitures exceeding $1 million, and personal liability.

USP <797> Infrastructure Requirements

Category Infrastructure BUD Limit Business Impact

Category Segregated No shipping; local pickup
i 12-24 hours

1 Compounding Area only

Category ISO 7 Buffer + ISO 8 Up to 45 days Shipping enabled;

2 Ante-room (frozen) scalable model

Immediate Action Checklist

e Verify all API suppliers have current FDA registration and valid Immediate
COAs



6 Confirm each peptide has USP monograph or FDA-approved API Week
basis o

e Review and update Master Formulation Records with complete BUD  Week
references 2

° Ensure cleanroom and PEC certifications are current (every 6 Week
months) z

e Implement staff competency tracking via LMS platform Month 1

° Establish third-party sterility and potency testing protocols Month 1

° Create patient counseling documentation for each peptide Month 1

° Develop prescriber education materials and partnership Month
agreements ~

Conclusion: Building Your Regulatory Fortress

The independent pharmacy of 2026 cannot survive by looking in the rearview mirror at the
GLP-1 shortage era. That door is closed. The future belongs to those who build a
Regulatory Fortress: a business model constructed on the bedrock of legally compliant,
therapeutically distinct, and high-margin formulations.

By embracing Sermorelin, Tesamorelin, NAD+, PT-141, GHK-Cu, PPS, LDN, Methylene
Blue, Gonadorelin, Amlexanox, Oxytocin, and Synapsin, pharmacy owners can insulate
themselves from PBM compression and FDA enforcement while delivering genuine
therapeutic value to patients.

The path is narrower than it was in the "Wild West" days of peptide compounding, but it is
solid, sustainable, and ultimately more profitable for the disciplined operator.

Your Next Steps



Audit your current formulary against the 12 compliant compounds in this report
Calculate your peptide revenue opportunity using the projection model
Identify infrastructure gaps (Category 2 cleanroom for sterile peptides)

Develop prescriber partnerships in functional medicine, anti-aging, and sexual
wellness

Implement staff training on USP <795>/<797> compliance and peptide handling

Your Two Next Steps

° Win Prescriber Relationships

Get professional marketing materials to educate clinics on your peptide
offerings—or let us book meetings for you.

growth.503pharma.com -

a Train Your Staff on USP Compliance

Get your team inspection-ready with 25 modules and 77 lessons.
Certificates and SOP libraries included.

CompoundLearn.com —
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