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Healthcare & Pharmaceuticals

Global trends around compounded GLP 1 medicines
and SAHPRA's emerging response

Compounded Glucagon-like peptide 1
(GLP 1) medicines have surged worldwide
as demand for weight loss and diabetes
treatments continues to outstrip supply.
These compounded versions often include
modified formulations and added vitamins,
or are manufactured outside regulated
supply chains, making them significantly
different from approved registered
products.

Across the US, compounded GLP 1 weight loss
drugs have become the focus of intense regulatory
action, litigation and public debate. Reports indicate
that the explosion of compounding pharmacies
offering low cost versions of semaglutide (found

in Ozempic) and tirzepatide (found in Mounjaro)

— often without consistent quality oversight — has
raised significant safety concerns, including dosing
errors and the circulation of active ingredients
sourced from unregistered facilities.

The FDA has issued warnings after a rise in
overdoses, adverse events and significant quality
concerns tied to compounded GLP 1 products,
particularly due to unverified active ingredients.
Many compounded batches were found to originate
from unregistered or uninspected overseas facilities.

The intensity of US litigation, including the high
profile dispute between Novo Nordisk and Hims

& Hers, alongside class action type consumer
actions, has drawn global attention. The scale of
the US controversy and regulatory tightening is
highly likely to influence peer regulators, including
the South African Health Products Regulatory
Authority (SAHPRA), which is the regulatory body for
overseeing the safety, efficacy and quality of health
products in South Africa.

SAHPRA'’s early warning in 2024

In November 2024, SAHPRA issued a formal public
warning highlighting the proliferation of falsified,
compounded and substandard GLP 1 products
being sold through informal channels, websites
and social media platforms in South Africa. SAHPRA
emphasised that these products pose health risks,
have not undergone quality, safety or efficacy
assessments, and may contain active ingredients
that were never verified or evaluated by the
requlator.

SAHPRA specifically noted the increasing
compounding of GLP 1 agonists in the local

market and warned healthcare professionals that
compounding a medicine using an active ingredient
not contained in a SAHPRA registered product is
illegal under the Medicines and Related Substances
Act 101 of 1965 (Medicines Act).
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SAHPRA's intention to declare compounded
GLP 1 medicines undesirable

On 5 March 2025, SAHPRA published an official
‘Communication to Stakeholders” stating its
intention to declare compounded GLP-1 and
GLP-1/GIP agonist medicines undesirable under
section 23 of the Medicines Act. Once declared
undesirable, such products may no longer be sold in
South Africa.

SAHPRA justified this intention on several grounds:

» Biological complexity: GLP 1/GIP agonists are
biological medicines sensitive to manufacturing
variability, making compounded versions risky
and inconsistent.

o Biosimilar standards: Compounding circumvents
the required comparative testing necessary to
ensure similarity in quality, purity and potency.

o Lack of quality control: Compounded sterile
injectables risk contamination, inadequate
sterility and batch to batch inconsistency.

» Absence of pharmacovigilance: Products
distributed outside regulated channels evade
safety monitoring.

The regulator emphasised that such practices

are not in the public interest, and sought public
comment for one month on its intention to list these
products as undesirable under section 23.
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While this 2025 notice shows a clear regulatory
shift, the products were never formally declared
undesirable. We have, however, seen other countries
such as Australia declare that compound medicines
containing GLP-1 receptor agonists cannot be
prescribed after 1 October 2024.

A global shift and likely changes ahead
for South Africa

International regulatory pressure has placed
compounded GLP 1 products under unprecedented
scrutiny. Although SAHPRA has progressively moved
from warnings to a formal intention to declare these
medicines undesirable, these medicines may still
currently be prescribed and sold in South Africa
since it has not been declared undesirable.

The regulatory direction, both globally and
locally, signals a tightening environment for
compounded GLP 1 medicines. While these
products remain available in South Africa for now,
SAHPRA's escalating interventions indicate that
prohibition or significant restriction is increasingly
likely. Stakeholders operating in the weight loss,
compounding and broader pharmaceutical sectors
should proactively assess their practices, prepare
for stricter regulatory oversight, and remain alert
to further announcements from SAHPRA as the
regulatory landscape continues to evolve.
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BBBEE STATUS: LEVEL ONE CONTRIBUTOR

Our BBBEE verification is one of several components of our transformation strategy and we continue to seek ways

of improving it in a meaningful manner.
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