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Press release

Novo’s once-weekly Sogroya® (somapacitan) receives positive
CHMP opinion in Europe for children with idiopathic short
stature (unexplained shortness)

If approved, Sogroya® (somapacitan) would be the first and only growth hormone
treatment approved for idiopathic short stature in the EU, providing a much-needed
treatment option for children and their families affected by this condition.

e  The Committee for Medicinal Products for Human Use (CHMP) of the European Medicines
Agency (EMA) has recommended once-weekly Sogroya® (somapacitan) for children in
Europe living with idiopathic short stature (ISS) with persistent growth disturbance.

e |ISSis adiagnosis given to children who are significantly shorter than their peers when no
underlying medical cause can be found, affecting a child's confidence and well-being™.
This affects up to 3% of children worldwide*%.

e Positive opinion follows the previous recommendation for Sogroya® in the treatment of
short stature in children born Small for Gestational Age (SGA) and with Noonan Syndrome
(NS) in Europe®.

Bagsveerd, Denmark, 18 September 2026 - Novo Nordisk today welcomed a positive opinion
from the Committee for Medicinal Products for Human Use (CHMP) of the European Medicines
Agency (EMA), recommending once-weekly Sogroya® for children with idiopathic short stature (ISS)
with persistent growth disturbance.

“Through our research and relationships with the community, we know that 70% of families raising
children with ISS and other growth disorders feel unseen, and that the impact on their child's daily
life simply isn't recognised,” said Ashley Gilmer, chief executive officer of International Coalition of
Organizations Supporting Endocrine Patients (ICOSEP). “This recommendation is a meaningful
signal that this may be starting to change. What matters now is that recognition turns into real
support of timely diagnosis, clear information, and access to care for every family who needs it.”

ISS affects up to 3% of children worldwide, yet it remains under-recognised and has limited options
for managing its treatment®®. As part of the REALS8 clinical trial, Sogroya® has been assessed for
the treatment of ISS and acts as a long-acting growth hormone, given as a single injection under
the skin once a week®™. If approved, Sogroya® would be the first and only growth hormone
treatment approved for ISS in the EU, providing a much-needed treatment option for children and
their families living with this condition.
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“For too long, treatment options for many children with growth disorders have been limited.
Building on our decades of experience in growth hormone medicines, we’'re committed to changing
that. Today’s approval recommendation from the CHMP is a very important step forward for
children and their families affected by ISS across Europe,” said Martin Holst Lange, executive vice
president, chief scientific officer and head of Research & Development at Novo.

This opinion follows the CHMP recommendation of Sogroya® for the treatment of short stature in
children born small for gestational age (SGA) and Noonan Syndrome (NS) in May 2026°. The opinion
is now passed to the European Commission, whose decision on marketing authorisation, covering
all three indications, is expected later this year.

About once-weekly Sogroya’ (somapacitan)

Once-weekly Sogroya® (somapacitan) is a long-acting human growth hormone analogue, given as
a single injection under the skin once a week. It uses albumin-binding technology, which allows the
growth hormone to attach to a protein naturally present in the blood, allowing it to remain in the
body for longer™.

In the EU, Sogroya® was authorised for the treatment of growth hormone deficiency in adults on 31
March 2021 and in children aged 3 years and older on 24 July 2023%,

The REALS clinical trial data that supported this positive CHMP opinion showed that once-weekly
Sogroya® was non-inferior to once-daily growth hormone treatment for mean annualised height
velocity at Week 52 in children with idiopathic short stature, born small for gestational age and
Noonan Syndrome’.

What is idiopathic short stature?

Idiopathic short stature is a diagnosis given to children who are significantly shorter than their
peers when no underlying medical cause can be found'. It affects up to 3% of children worldwide,
yet it remains under-recognised and often overlooked — in many countries, it is not a recognised
condition™®’. Children with idiopathic short stature are more likely to face teasing, bullying and
social exclusion as a result of their condition — experiences that can affect confidence and
wellbeing into adulthood?*®,

Why is idiopathic short stature difficult to diagnose and treat?

The path to a diagnosis is often long and emotionally draining for families, as it can only be
identified once other causes of short stature have been ruled out™. As many children with
idiopathic short stature are not referred for diagnosis until puberty is approaching, the window for
effective intervention with growth hormone (GH) therapy is limited™". Even after diagnosis,
treatment with GH therapy is only approved for idiopathic short stature in some regions and used
off-label or not at all in others, leaving many children and families without options™ ™,
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What does it mean to be born small for gestational age?

When a baby is born small for gestational age, it means they are smaller than expected in length,
weight, or head circumference™?. There is not always a clear cause, though being born small for
gestational age has been associated with genetic factors, problems with the placenta and
maternal health, including malnutrition, chronic high blood pressure and chronic infections?. Most
children born small for gestational age reach their expected height by the age of two, but if catch-
up growth has not happened by two or three years of age, a referral to a paediatric
endocrinologist may be needed®?*,

What is Noonan Syndrome?

Noonan Syndrome is a genetic condition affecting both boys and girls, occurring in around 1in
1,000 to 2,500 births**?*. Around half of all cases are caused by a mutation on a gene found on
chromosome 12%°. Noonan Syndrome can have a variety of effects on a child’s health and
development, including short stature, heart defects present at birth, and certain distinctive facial
features®.

Novo is the global healthcare company that believes lasting health starts now. For over a century, we've combined
leading scientific expertise with a deep understanding of people’s lives. We develop treatments and support that
help millions of people make progress they can see, feel and sustain now and in the future. Every day, over 67,000
employees around the world advance our purpose to drive change for lasting health. Through our partnerships,
programmes and investments, we’re working to prevent disease, expand access to treatments and reduce our
environmental impact to help even more people live healthier lives. For more information, visit novonordisk.com and

follow us on Instagram, Linked|n, TikTok, Facebook, X and YouTube.
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