The Peptide
Supply Chain Gap

How Emerging Therapies
Outpaced Regulation




Interest in peptide-based therapies has expanded across several clinical settings, particularly in
programs focused on metabolic health, endocrine function, and recovery. That growth raises a
practical question for healthcare providers and regulators: How should these therapies move through
the regulated pharmaceutical supply chain? In recent years, the U.S. Food and Drug Administration
(FDA) has been examining how certain peptide substances fit within the regulatory framework
governing pharmaceutical compounding.

Many peptide drugs are fully approved products manufactured by pharmaceutical companies.
The regulatory questions discussed in recent years relate primarily to certain peptide substances
nominated for use in compounding rather than to peptide therapeutics as a whole.

Understanding how the market arrived at the current regulated supply-chain quandary requires
looking at two developments that unfolded in parallel: growing clinical interest in peptide therapies
and the regulatory framework that governs pharmaceutical compounding.




The Origins of Peptide
Therapies in Modern Medicine

Peptides are short chains of amino acids that
act as signaling molecules throughout the body.
Many hormones and metabolic regulators are
peptides, which is why peptide-based drugs
have been studied in medicine for decades.
One of the earliest and most widely recognized
peptide therapies is insulin, introduced into
clinical use in 1922 and still used worldwide to
treat diabetes!

Advances in biotechnology and peptide
synthesis expanded research into peptide
compounds involved in metabolic regulation,
endocrine signaling, immune response, and
tissue repair. Some peptide drugs have
received full regulatory approval for specific
medical uses, while others remain the subject
of ongoing clinical research.?

In clinical practice, physicians in fields such

as endocrinology, metabolic medicine, sports
medicine, and hormone health began exploring
peptide-based therapies as part of broader
treatment strategies focused on metabolic
function and recovery.

In certain situations, physicians have
historically relied on pharmacy compounding
when commercially manufactured drugs were
unavailable or when patient care required
customized dosing or formulations that
approved products did not provide. Federal
law permits pharmacy compounding under
defined conditions to address these patients’
specific needs.?



The Regulatory Framework for
Pharmaceutical Compounding

Pharmaceutical compounding in the United
States operates within a regulatory structure
established under the Federal Food, Drug,
and Cosmetic Act and clarified more recently
through the Drug Quality and Security Act
(DQSA).

Congress passed the law following a
nationwide fungal meningitis outbreak in

2012 linked to contaminated steroid injections
produced by the New England Compounding
Center. The outbreak sickened more than 750
patients across multiple states and caused

at least 60 deaths, prompting lawmakers to
strengthen federal oversight of large-scale
compounding operations.*®

The legislation established two distinct
pathways for pharmaceutical compounding.

Section 503A pharmacies compound
medications based on prescriptions for
individual patients and are primarily overseen

by state boards of pharmacy. Section

503B outsourcing facilities may produce
compounded preparations in larger quantities
for healthcare providers and must comply with
current Good Manufacturing Practice (cGMP)
requirements and FDA inspection.®

Because 503B facilities operate under federal
manufacturing standards, they function

more like pharmaceutical manufacturers

than traditional compounding pharmacies,
although both operate within the compounding
framework created by the DQSA.

As part of implementing this framework,

the FDA began developing lists of bulk drug
substances that may be used in compounding.
Nominated substances are evaluated based on
safety data, clinical need, and other regulatory
considerations.” &°




When Peptides Entered the
Compounding Review Process

Clinical interest in peptide-based therapies
expanded significantly during the late 2010s
and early 2020s.

As interest grew, some peptides were
nominated for evaluation as bulk ingredients
that might be used in pharmaceutical
compounding. Submitting substances for
review is a routine part of the regulatory
process established under the DQSA to
determine which ones may be used by
compounding pharmacies and outsourcing
facilities. Nominations may be submitted by a
range of stakeholders, including pharmacists,
physicians, outsourcing facilities, pharmaceutical
manufacturers, professional associations,
researchers, and other interested parties.

During this period, regulators reviewed
several peptide substances that had been
nominated for inclusion on federal lists
governing which bulk-drug ingredients may

be used in pharmaceutical compounding.
These nominations were evaluated by the FDA
based on factors such as available safety data,
evidence of clinical need, and other regulatory
considerations.™®™

As the review process continued, several
peptides that had gained attention in metabolic
and regenerative medicine were placed into
interim regulatory categories while evaluation
proceeded. Among the substances receiving
regulatory attention were compounds such as
BPC-157, CJC-1295, and Ipamorelin, which had
been discussed in clinical circles focused on
metabolic health and recovery-related care.

This review created uncertainty for pharmacies
and clinics that had incorporated peptide
therapies into treatment programs, particularly
as the regulatory status of certain substances
remained under evaluation.



When Demand Outpaced
Regulated Supply

During this period of regulatory review, many
pharmacies and healthcare providers became
cautious about sourcing certain peptides
through traditional compounding channels.
Clinics that had incorporated peptide therapies
into treatment programs suddenly faced
uncertainty about which substances would
remain appropriate for compounding.

Patient demand, however, only grew.

Across the internet, peptide compounds began
appearing on websites marketed as laboratory
materials and labeled for research-use only.
These products were not intended for clinical
use and were often sold outside pharmacy
oversight or pharmaceutical quality systems.?™

The emergence of this “gray” market reflects

a familiar pattern in healthcare supply chains.
When demand persists but regulated pathways
narrow or become uncertain, alternative
sourcing channels often emerge.™

For clinics attempting to operate within
regulated medical practice, this environment
created confusion and risk. Healthcare
providers were left balancing patient interest
in peptide therapies with the need to remain
inside established pharmaceutical supply
channels.



The Supply Chain and the
Future of Peptide Sourcing

As the U.S. Food and Drug Administration continues
its evaluation of certain peptide substances,
several compounds previously categorized
under Category 2 have been removed from that
designation and are advancing to formal review
through the Pharmacy Compounding Advisory
Committee. The agency has scheduled advisory
meetings for July 2026, where independent
experts will evaluate these substances for
potential inclusion on applicable bulk substance
lists. While this marks a meaningful step in the
process, final determinations will follow the
advisory review and are expected to extend
beyond the July timeframe.™

These developments have renewed attention
on how emerging therapies move through
regulated pharmaceutical supply chains. For
many clinics, the conversation has shifted
from whether peptide therapies will be used
to how they can be sourced within compliant
pharmaceutical supply channels.

B

In many ways, the peptide conversation reflects
a broader shift in how healthcare supply chains
are adapting to emerging therapies.

Compounded preparations continue to serve

an important role in healthcare by allowing
physicians to tailor therapies when commercially
manufactured drugs do not meet specific
patient needs. As therapeutic innovation
expands, however, the operational complexity
surrounding sourcing, pharmacy relationships,
and compliance can increase for medical
practices.




Platforms that connect providers with licensed
pharmacies and FDA-registered outsourcing
facilities are becoming an important part of
the supply chain for modern compounding. By
helping clinics identify compliant partners and
manage prescription fulfillment, these systems
help keep patient care within regulated
pharmaceutical channels.

The broader lesson from the peptide market
is not simply about individual compounds.

It highlights the importance of maintaining
reliable infrastructure that allows emerging
therapies to move through regulated supply
chains rather than outside them.

When healthcare demand moves faster than
the systems built to deliver it, supply chains
adapt. The goal for healthcare providers and
regulators alike is to ensure that adaptation
occurs within the regulated pharmaceutical
system where safety, quality, and oversight are
designed to protect patients.
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About BoomRXx

BoomRx is a national pharmaceutical
technology platform that unifies access to
regulated 503A and FDA-registered 503B
outsourcing facility products as well as
other manufactured and brand medications
through a single, secure ordering portal. By
consolidating multi-pharmacy workflows,
simplifying state-by-state shipping
complexity, expanding national access,
introducing predictable flat-rate shipping,
and improving price transparency, BoomRx
helps medical, wellness, telemedicine, and
med-spa practices scale efficiently while
improving operational performance and
patient satisfaction. For more information,
please visit boomrx.com.



http://boomrx.com
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