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A CLEARER CONVERSATION

Peptide medicine, explained
Understand the possibilities. Know the evidence. Prepare for a better
clinical conversation.

THE KEY POINT

Some peptide medicines have strong human evidence and approved uses. Others
remain experimental. The exact product, purpose, route and patient population
determine what can reasonably be expected.

What is a peptide?
Peptides are chains of amino acids. Some act as biological signals. Medicines based on
these molecules can affect particular pathways, but the word peptide does not
establish a benefit or guarantee safety.

Use this guide to ask better questions
Pages 2-3: approved uses and metabolic medicines. Pages 4-6: hormone, recovery and
other research. Pages 7-8: safety, blood work and a consultation worksheet. Pages
9-10: original references.

This is original patient education, not a prescription, product catalogue or
recommendation to start an experimental treatment. RegenLuma service availability
and clinical arrangements require confirmation. Government agencies and study
authors do not endorse RegenLuma.
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ESTABLISHED MEDICINE HAS SPECIFIC BOUNDARIES

Where approved peptides fit
Weight and metabolic disease
Semaglutide and tirzepatide have approved finished products for particular metabolic
uses. Wegovy and Zepbound have different labeling from other products containing the
same molecules. Eligibility and formulation matter. [50,51]

A defined abdominal-fat condition
Egrifta WR (tesamorelin) reduces excess abdominal fat in adults with HIV-associated
lipodystrophy. It is not indicated for general weight-loss management; its approval
does not validate combination wellness vials. [53]

Sexual-health care
Vyleesi (bremelanotide/PT-141) treats acquired, generalized hypoactive sexual desire
disorder (HSDD) in eligible premenopausal women after diagnostic exclusions are
assessed. It is not a sexual-performance enhancement approval. Uncontrolled
hypertension and known cardiovascular disease are contraindications. [54]

Bone health
Forteo (teriparatide) and Tymlos (abaloparatide) have defined osteoporosis indications
in patients at high fracture risk. They are not general tendon-repair or
cartilage-regrowth products. [56,57]

A rare mitochondrial disease
Forzinity (elamipretide/SS-31) received accelerated approval to improve muscle
strength in people with Barth syndrome weighing at least 30 kg. Confirmatory clinical
benefit testing is required. This does not establish a general longevity indication. [85]
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WEIGHT & METABOLIC HEALTH

Strong evidence, in context

STEP 1 / SEMAGLUTIDE

In 1,961 adults without diabetes, average weight change at 68 weeks was -14.9%
with semaglutide versus -2.4% with placebo. [58]

SURMOUNT-1 / TIRZEPATIDE

In 2,539 adults without diabetes, average weight reduction at 72 weeks ranged
from 15.0% to 20.9% across studied doses, versus 3.1% with placebo. [59]

Both trials included lifestyle support. These are separate studies, not a head-to-head
comparison; individual results vary.

Who may benefit?
Common adult weight-management criteria include BMI of at least 30, or at least 27
with a weight-related condition. A clinician reviews the full history, previous care,
medicines, risks and preferences. Nutrition, activity and ongoing care remain part of
the plan. [74]

What to discuss before starting
Discuss gastrointestinal effects, pancreatic and gallbladder risks, dehydration,
pregnancy plans and medicine interactions. These medicines carry a boxed
thyroid-tumor warning. They must not be used with a personal or family history of
medullary thyroid cancer, or multiple endocrine neoplasia type 2 (MEN2). [82,83]



PATIENT GUIDE / 08

RegenLuma  |  safedrs.com  |  Checked October 21, 2026 4 / 10
Education only. Clinical review pending. Individual care requires a qualified clinician.

HORMONE SIGNALING & BODY COMPOSITION

A higher hormone is not the goal
Sermorelin: understand the history
Geref previously had approved childhood growth-hormone deficiency and diagnostic
uses. FDA determined the discontinued products were not withdrawn for safety or
effectiveness reasons. That history does not establish approval of a current
compounded adult anti-aging program. [61]

CJC-1295: a biomarker is not a clinical outcome
Short human studies demonstrated changes in growth hormone (GH) and insulin-like
growth factor 1 (IGF-1). They did not establish better injury healing, daily function,
strength or longevity. Products called DAC, no-DAC, acetate or free base should not be
assumed identical. [62,86]

Ipamorelin: match the route and population
Human research includes an intravenous postoperative study. That is different from
subcutaneous wellness or recovery programs. Evidence and safety information must
match the actual proposed use; combining peptides does not validate a blend. [87]

Tesamorelin: avoid extending its approval
Its approved role concerns HIV-associated lipodystrophy. Relevant considerations
include IGF-1 elevation, glucose intolerance, fluid retention and malignancy-related
precautions. It is not a general weight-loss approval. [53]

A BETTER QUESTION

What meaningful health outcome should improve, how will we measure it, and
what finding would mean changing or stopping treatment?
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RECOVERY, SKIN & NERVE RESEARCH

Promising biology needs human proof
BPC-157
An uncontrolled retrospective knee-pain report included 17 patients, with 16 reached
by telephone. A separate IV safety pilot involved just two previously exposed adults.
These studies cannot establish cartilage regrowth, a reliable recovery benefit or
long-term safety. [76,77]

FDA reviewed available BPC-157 evidence in 2026. Its briefing materials describe
important clinical and safety gaps. The material was prepared for advisory
consideration, not an approval. [64]

TB-500 is not full-length thymosin beta-4
Research using full-length topical thymosin beta-4 does not validate injected TB-500
fragments. FDA did not identify clinical studies establishing the reviewed TB-500
products' human wound-healing benefit. Exact identity and route matter. [65]

GHK-Cu: topical and injected products differ
Small topical studies exist; one post-laser study had 13 completers and mixed findings.
This does not prove systemic injectable benefits. FDA distinguishes non-injectable
GHK-Cu under evaluation from injectable safety concerns. [78,89,46]

Cibinetide / ARA-290
A small randomized trial in sarcoidosis-related nerve-fiber loss studied selected nerve
and symptom measures. It does not establish a general nerve-regeneration service or
broad athletic-recovery benefit. [81]
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OTHER AREAS OF INTEREST

Research is not a class-wide promise
Immune and inflammation claims
Thymosin alpha-1 has real disease-specific human research. A 1,106-person sepsis trial
did not show a clear 28-day mortality benefit. This does not validate general immune
boosting in healthy adults. [79]

MOTS-c and mitochondrial claims
FDA's 2026 review did not identify human administration evidence adequate to
evaluate the proposed products. Animal findings and measurements of naturally
occurring peptides do not prove injected longevity or metabolic benefits. [66]

Epitalon, DSIP and Semax
FDA's 2026 reviews found important effectiveness and safety gaps for evaluated uses.
Telomerase findings do not establish longer human life; a sleep-related name does not
prove treatment of insomnia. [67-69]

KPV and AOD-9604
KPV's reviewed evidence was preclinical. For AOD-9604, FDA describes a large obesity
study that failed its primary weight-loss endpoint. Neither should be presented as a
broadly proven wellness solution. [70,80]

Retatrutide: an important research development
The September 2026 TRIUMPH-1 trial reported substantial weight reduction.
Retatrutide remained investigational at this review; positive trial results do not
constitute approval. FDA states retatrutide and cagrilintide cannot currently be
compounded under federal law. [73,48]
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SAFETY, QUALITY & CURRENT FEDERAL CONTEXT

Know what is being proposed
Approval and compounding are different
Compounded drugs are not FDA approved. They can meet certain individual medical
needs, subject to applicable requirements. A licensed pharmacy, facility registration or
purity certificate does not establish an approved product or prove a clinical benefit.
[44]

Read the 2026 developments carefully
OIRA listed a peptide compounding interim access policy received October 14, 2026 as
pending review on the date this guide was checked. FDA advisory recommendations
are non-binding. An announcement or nomination change is not drug approval. [47,72]

GLP-1 compounds have specific rules
FDA's April 2026 clarification explains restrictions on routine copies and patient-specific
compounding requirements now that semaglutide and tirzepatide are no longer on the
shortage list. Adding another ingredient does not automatically resolve those
requirements. [90]

Check the dispensing pathway
Confirm pharmacy licensure, pharmacist access and product instructions. A legitimate
online pharmacy requires a prescription. Research chemicals and cosmetic products
are not self-treatment substitutes. [75,91]

MAKE AN ADVERSE-EFFECT PLAN

Know whom to call about side effects or dosing errors. Trouble breathing or facial
or throat swelling is an emergency. [82,83]
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BLOOD WORK & YOUR CONSULTATION WORKSHEET

Every test should have a purpose
A clinical assessment combines history, examination, the proposed medicine and
relevant tests. There is no universal blood panel that proves a peptide will work. Ask
what each result would change.

Examples to discuss, not an automatic package
Glucose-related testing may help assess metabolic context. Kidney, liver or electrolyte
tests may be useful when history or treatment warrants them. GH-directed evaluation
may involve IGF-1, interpreted in age and clinical context. Bone medicines have their
own precautions and monitoring. [49,53,56,57]

Bring existing reports and a complete medicine and supplement list to clinical intake.
Do not stop medicines, fast or order a large testing package without instructions. Keep
medical records out of RegenLuma's general contact form.

What diagnosis and goal are we addressing?

Which exact product, evidence and alternatives apply?

What is the monitoring, follow-up and total-cost plan?

More questions and the searchable directory: safedrs.com/peptide-therapy.html

https://safedrs.com/peptide-therapy.html
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ORIGINAL SOURCES / LINKED REFERENCES

Read the evidence for yourself
Select a reference to open the original source. Dates and clinical context matter. These sources
do not endorse RegenLuma.

[44] Compounding and FDA: questions and
answers
FDA

[46] Compounding substances: safety concerns
FDA

[47] July 2026 peptide advisory meeting
FDA

[48] Unapproved GLP-1 drugs: FDA concerns
FDA

[49] IGF-1 test: patient education
NIH / NLM

[50] Wegovy: prescribing information
FDA

[51] Zepbound: prescribing information
FDA

[53] Egrifta WR: prescribing information
FDA

[54] Vyleesi: prescribing information
FDA

[56] Forteo: August 2026 label
FDA

[57] Tymlos: August 2026 label
FDA

[58] STEP 1 semaglutide randomized trial
(2021)
Original clinical research

[59] SURMOUNT-1 tirzepatide trial (2022)
Original clinical research

[61] Geref: FDA historical determination (2013)
FDA

[62] CJC-1295: short human studies (2006)
Original clinical research

[64] BPC-157: FDA clinical review (2026)
FDA

[65] TB-500: FDA clinical review (2026)
FDA

[66] MOTS-c: FDA clinical review (2026)
FDA

[67] Epitalon: FDA clinical review (2026)
FDA

[68] DSIP: FDA clinical review (2026)
FDA

https://www.fda.gov/drugs/human-drug-compounding/compounding-and-fda-questions-and-answers
https://www.fda.gov/drugs/human-drug-compounding/compounding-and-fda-questions-and-answers
https://www.fda.gov/drugs/human-drug-compounding/certain-bulk-drug-substances-use-compounding-may-present-significant-safety-risks
https://www.fda.gov/advisory-committees/advisory-committee-calendar/july-23-24-2026-meeting-pharmacy-compounding-advisory-committee-07232026
https://www.fda.gov/drugs/drug-alerts-and-statements/fdas-concerns-unapproved-glp-1-drugs-used-weight-loss
https://medlineplus.gov/lab-tests/igf-1-insulin-like-growth-factor-1-test/
https://www.dailymed.nlm.nih.gov/dailymed/fda/fdaDrugXsl.cfm?setid=ee06186f-2aa3-4990-a760-757579d8f77b
https://www.dailymed.nlm.nih.gov/dailymed/fda/fdaDrugXsl.cfm?setid=487cd7e7-434c-4925-99fa-aa80b1cc776b
https://dailymed.nlm.nih.gov/dailymed/fda/fdaDrugXsl.cfm?setid=839334d3-8c1d-4c26-9036-2ab524a6ea75
https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/210557s002lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2026/021318Orig1s059lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2026/208743s018lbl.pdf
https://pubmed.ncbi.nlm.nih.gov/33567185/
https://pubmed.ncbi.nlm.nih.gov/33567185/
https://www.nejm.org/doi/full/10.1056/NEJMoa2206038
https://www.federalregister.gov/documents/2013/03/04/2013-04827/determination-that-geref-sermorelin-acetate-injection-05-milligrams-basevial-and-10-milligrams
https://pubmed.ncbi.nlm.nih.gov/16352683/
https://www.fda.gov/media/193343/download
https://www.fda.gov/media/193349/download
https://www.fda.gov/media/193347/download
https://www.fda.gov/media/193345/download
https://www.fda.gov/media/193344/download
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ORIGINAL SOURCES / LINKED REFERENCES

Read the evidence for yourself
Select a reference to open the original source. Dates and clinical context matter. These sources
do not endorse RegenLuma.

[69] Semax: FDA clinical review (2026)
FDA

[70] KPV: FDA clinical review (2026)
FDA

[72] Peptide access policy: OIRA pending
review
OMB / OIRA

[73] TRIUMPH-1 retatrutide trial (2026)
Original clinical research

[74] NIDDK: prescription weight medicines
NIH / NIDDK

[75] FDA: buying medicines safely online
FDA

[76] BPC-157 knee-pain case series (2021)
Original clinical research

[77] BPC-157: two-person IV pilot (2025)
Original clinical research

[78] Topical GHK-Cu skin-care study (2006)
Original clinical research

[79] TESTS: thymosin alpha-1 sepsis trial
(2025)
Original clinical research

[80] AOD-9604: FDA clinical review (2024)
FDA

[81] Cibinetide: nerve-fiber trial (2017)
Original clinical research

[82] MedlinePlus: semaglutide patient
information
NIH / NLM

[83] MedlinePlus: tirzepatide patient
information
NIH / NLM

[85] Forzinity: accelerated-approval label
(2025)
FDA

[86] CJC-1295: FDA detailed review (2024)
FDA

[87] Ipamorelin: FDA detailed review (2024)
FDA

[89] FDA 503A categories: May 2026 update
FDA

[90] GLP-1 compounding: April 2026
clarification
FDA

[91] FDA: Tex Peptides warning letter (2026)
FDA

https://www.fda.gov/media/193348/download
https://www.fda.gov/media/193346/download
https://www.reginfo.gov/public/do/eoDetails?rrid=1568964
https://www.reginfo.gov/public/do/eoDetails?rrid=1568964
https://pubmed.ncbi.nlm.nih.gov/42814954/
https://www.niddk.nih.gov/health-information/weight-management/prescription-medications-treat-overweight-obesity
https://www.fda.gov/consumers/consumer-updates/how-buy-medicines-safely-online-pharmacy
https://pubmed.ncbi.nlm.nih.gov/34324435/
https://pubmed.ncbi.nlm.nih.gov/40131143/
https://pubmed.ncbi.nlm.nih.gov/16847171/
https://pmc.ncbi.nlm.nih.gov/articles/PMC11780596/
https://pmc.ncbi.nlm.nih.gov/articles/PMC11780596/
https://www.fda.gov/media/183584/download
https://pubmed.ncbi.nlm.nih.gov/28475703/
https://medlineplus.gov/druginfo/meds/a618008.html
https://medlineplus.gov/druginfo/meds/a618008.html
https://medlineplus.gov/druginfo/meds/a622044.html
https://medlineplus.gov/druginfo/meds/a622044.html
https://www.accessdata.fda.gov/drugsatfda_docs/label/2025/215244s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2025/215244s000lbl.pdf
https://www.fda.gov/media/183819/download
https://www.fda.gov/media/182088/download?attachment=
https://www.fda.gov/media/94155/download
https://www.fda.gov/drugs/drug-alerts-and-statements/fda-clarifies-policies-compounders-national-glp-1-supply-begins-stabilize
https://www.fda.gov/drugs/drug-alerts-and-statements/fda-clarifies-policies-compounders-national-glp-1-supply-begins-stabilize
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/txp-innovations-llc-dba-tex-peptides-735067-08242026

