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FDA Advisory Committee Convenes on
Peptides This Week, Understanding What
Reclassification Mean

Why the regulatory shift makes physician
oversight and laboratory-guided
prescribing more important, not less

ST. LOUIS, MO, UNITED STATES, July 20, 2026 /EINPresswire.com/ -- On July 23 and 24, the U.S.

Food and Drug Administration's Pharmacy Compounding
“ Advisory Committee (PCAC) will convene to evaluate seven
peptide compounds for eligibility under Section 503A of
the Federal Food, Drug, and Cosmetic Act. The meeting
represents the most consequential public review of
peptide therapeutics in a decade, and follows the FDA's
April 2026 removal of twelve peptides from the agency's
Category 2 restricted list.

We are in the interval
between the old rule and
the new one. That interval
is exactly when the
marketing gets loudest and
the sourcing gets worst.”

Dr. Gurpreet Singh Padda, MD _ _ _
Regen.MD, the St. Louis regenerative and metabolic

medicine practice led by Gurpreet Padda, MD, MBA, is publishing a patient education initiative to
address what the practice describes as widespread public misunderstanding of what these
changes actually mean.

"The headlines have told patients that peptides were just approved. That is not what happened,
and the distinction matters enormously for their safety," said Dr. Padda. "What the FDA removed
was a barrier to evaluation — not a barrier to harm. These compounds now sit in a regulatory
space where the restriction has lifted but the affirmative safety determination has not yet been
made. The patients who get hurt in the next eighteen months will not be the ones whose
physicians were cautious. They will be the ones who read 'FDA reclassified' as 'FDA endorsed'
and bought a vial from an unregulated website."

What Actually Changed
The regulatory sequence unfolded across three stages in 2026:

February 27, 2026 — The Department of Health and Human Services announced its intention to
move the majority of peptides then held in Category 2 back toward eligibility for compounding


http://www.einpresswire.com
http://www.regen.md

review.

April 15-23, 2026 — The FDA formally
announced, and then effectuated, the
removal of twelve peptide bulk drug
substances from Category 2 of its 503A
list. Category 2 is the designation
reserved for substances the agency
has identified as presenting significant
safety concerns, and which may not be
compounded absent an authorizing
regulation.

July 23-24, 2026 — The PCAC reviews

seven peptides for potential inclusion rege n. m

on the 503A Bulk Drug Substances List.

On July 23: BPC-157, KPV, TB-500, and
MOTS-c. On July 24: Emideltide (DSIP),
Semax, and Epitalon.

Regen.MD

A further PCAC session is scheduled

before the end of February 2027 to consider five additional compounds, including GHK-Cu,
Cathelicidin (LL-37), Dihexa acetate, Melanotan Il, and Pegylated Mechano Growth Factor (PEG-
MGF).

Critically, removal from Category 2 did not place these substances on the 503A bulks list, nor did
it move them into Category 1, the category for which the FDA exercises enforcement discretion.
The PCAC's recommendations are advisory and non-binding. Even where the committee
recommends inclusion and the agency concurs, formal notice-and-comment rulemaking is
required before the change carries the force of law.

"We are in the interval between the old rule and the new one," Dr. Padda said. "That interval is
exactly when the marketing gets loudest and the sourcing gets worst."

Why This Matters for Patient Health
Regen.MD's educational materials identify several ways the reclassification affects patients
directly.

Sourcing quality is now the central variable. The lifting of Category 2 restrictions has coincided
with a substantial expansion of direct-to-consumer peptide sales, much of it labeled "research
use only" to sidestep regulatory scrutiny. Material sold under that designation is not
manufactured to pharmaceutical standards, is not tested for identity, purity, or endotoxin load,
and carries no assurance that the vial contains the compound named on the label or the dose



stated. Compounds prepared by a licensed 503A pharmacy under a physician's prescription are
subject to a materially different standard of accountability.

Peptides are signaling molecules, not nutrients. Peptides act by binding receptors and modifying
cellular signaling — repair cascades, growth hormone axis regulation, mitochondrial function,
immune modulation. Consumer framing that treats them as supplements obscures a basic
pharmacological reality: compounds that can meaningfully change physiology in a beneficial
direction can also change it in an unintended one, and dose, timing, and duration determine
which.

Baseline laboratory data is not optional. Several peptide classes act on the endocrine and
metabolic systems. Administering growth-hormone-axis or metabolic compounds without
baseline assessment of glucose regulation, insulin sensitivity, inflammatory burden, and
hormonal status means the prescriber cannot distinguish therapeutic response from adverse
drift, and cannot detect a contraindication that existed before the first dose.

Regulatory status is not efficacy data. A compound's presence on or absence from a
compounding list reflects the agency's assessment of whether it is appropriate for pharmacy
compounding — not a determination of clinical effectiveness for any given indication. Patients
should evaluate the evidence base for a specific compound and a specific purpose separately
from its regulatory posture.

Regen.MD Service Availability

Regen.MD's peptide therapy program operates on a laboratory-driven prescribing model.
Compounds are selected from individual patient data rather than from a treatment menu, with
baseline testing preceding initiation and follow-up testing confirming or redirecting the
protocol.

The practice's published peptide catalog is organized into four functional categories:

Repair and recovery — BPC-157, TB-500, and Thymosin (-4, used alongside orthobiologic
procedures to extend the repair window

Metabolic and growth — CJC-1295, Ipamorelin, semaglutide, and tirzepatide, directed at insulin
resistance and the inflammatory burden it sustains

Longevity and cognition — MOTS-c, SS-31, Epitalon, Dihexa, and Selank, addressing
mitochondrial efficiency and immune recalibration

Sleep, skin, and vitality — DSIP, GHK-Cu, and PT-141, targeting sleep architecture, collagen
signaling, and libido

Peptide therapy is offered alongside the practice's orthobiologics program and its work in
metabolic inflammation. Regen.MD treats chronic back pain, joint dysfunction, metabolic
inflammation, and neuropathic pain, and describes its diagnostic sequence in Our Approach.

Extended patient education is published in The Library, including the Peptides and Longevity



collection. Relevant articles include Peptide Therapy Explained: The Body's Signaling Software,
BPC-157 and TB-500: How Repair Signaling Is Coordinated, Mitochondrial Dysfunction: Why
Cellular Energy Limits Healing, and Biological Aging: Telomeres, Gene Expression, and What
Peptides Have Been Studied For. Additional resources are available through Patient Resources.

How to Begin

Regen.MD does not offer free consultations or introductory calls. Patients seeking care begin
with a Clinical Evaluation — a structured diagnostic assessment carrying a $400 non-refundable
fee, initiated through the practice's clinical application at regen.md.

"We ask people to invest something real at the front door because the evaluation is the
treatment decision," Dr. Padda said. "A practice that gives away the consultation is selling you
the protocol. We would rather charge you for the thinking and be free to tell you that peptides
are not your answer."

About Regen.MD

Regen.MD is a regenerative and metabolic medicine practice in St. Louis, Missouri, led by
Gurpreet Padda, MD, MBA. The practice addresses chronic pain and metabolic dysfunction
through orthobiologic procedures, laboratory-guided peptide protocols, and metabolic
optimization, with an emphasis on identifying and treating the biological conditions that prevent
tissue from healing. Regen.MD is located at 4477 Woodson Rd, Suite 103, St. Louis, MO 63134,

Gurpreet Singh Padda, MD
Regen.MD
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