Summary report on authorisation dated 22 October 2025

Sogroya® (active substance: somapacitan)
Authorisation in Switzerland: 26 April 2024

Solution for injection in pre-filled pen for the treatment of growth

disorders

About the medicinal product

The medicinal product Sogroya, containing
the active substance somapacitan, is used for
growth disorders due to a proven growth hor-
mone deficiency in children and adolescents
aged 3 years and older.

Patients with a growth hormone deficiency
often suffer from growth disorders that im-

pair their quality of life. Conventional treat-
ments require daily injections, potentially af-
fecting adherence to treatment. The medici-
nal product Sogroya is injected under the skin
once a week. This replaces the body's natural
requirement for growth hormones and sup-
ports the growth of children with a proven
deficiency.

Mode of action

In healthy individuals, the pituitary gland (a
gland at the base of the brain) releases hor-
mones, including a growth hormone known
as somatropin. This hormone is required for
growth in children and adolescents.

Until recently, a growth disorder caused by a
proven growth hormone deficiency could
only be treated by the daily injection of the
missing growth hormone.

The active substance in Sogroya, somapaci-
tan, differs from the natural growth hor-
mone by a single amino acid to which an al-
bumin-binding unit has been attached. In
the body, the reversible binding of somapac-
itan to albumin delays its breakdown and
prolongs its elimination, resulting in a
longer duration of action compared to nat-
ural human growth hormone. This means
that somapacitan only needs to be adminis-
tered once a week.

Administration

Sogroya is a prescription-only medicine.

Sogroya is available as a solution for injec-
tion in a pre-filled pen. Each pre-filled pen
contains several doses.

The recommended dose is 0.08 to 0.16 mg
per kilogram body weight once a week at
any time of the day.
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The solution is injected under the skin. The
injection should be administered into the
abdominal wall, thighs, buttocks or upper
arms, and the injection site should be ro-
tated every week.

Sogroya should be prescribed by a specialist,
and the treatment should be initiated and
monitored by a doctor with experience in
the treatment of growth hormone defi-
ciency.

Efficacy

The efficacy of Sogroya was investigated in
a 52-week study in n=200 treatment-naive
children with growth hormone deficiency,
who were aged between 2.5 and 10 years
(girls) or 11 years (boys) at the time of enrol-
ment in the study. In this study, the once-
weekly administration of somapacitan was
compared with the once-daily administra-
tion of somatropin (conventional standard
treatment).

There were no differences in growth rate in
the two groups after 12 months. Other indi-
cators of growth, including bone matura-
tion, were also comparable in children in the
two groups.

Precautions, undesirable effects, & risks

Sogroya must not be used in those who are
hypersensitive to the active substance or any
of the excipients. The most common undesir-
able effects of Sogroya in the clinical trials
were headache (12%), hypothyroidism (5%)
and injection site reactions (5%).

Sogroya should no longer be used after the
epiphyses have closed (i.e. when the large

bones have finished growing) as it is no
longer effective.

All precautions, risks, and other possible un-
desirable effects are listed in the Infor-
mation for patients (package leaflet) and
the Information for healthcare profession-
als.

Why the medicinal product has been authorised

The study showed that Sogroya adminis-
tered once weekly was as effective as the
conventional therapy with daily injections of
a growth hormone product.

Taking all the risks and precautions into ac-
count, and based on the available data, the

benefits of Sogroya outweigh the risks.
Swissmedic has therefore authorised the me-
dicinal product Sogroya, containing the ac-
tive substance somapacitan, for the treat-
ment of growth disorders due to a proven
growth hormone deficiency in children aged
3 years and older in Switzerland.
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Further information on the medicinal product

Sogroya must be stored in a refrigerator (2- Information for patients (package leaflet):
8°0). Information for patients Sogroya®
Information for healthcare professionals: In- Healthcare professionals can answer any fur-
formation for healthcare professionals ther questions.

Sogroya®

The date of revision of this text corresponds to that of the SwissPAR. New information concerning the
authorised medicinal product in question will not be incorporated into the Summary report on authorisa-
tion.

Swissmedic monitors medicinal products authorised in Switzerland. Swissmedic initiates the necessary ac-
tion in the event of newly discovered adverse drug reactions or other safety-relevant signals. New findings
that could impair the quality, efficacy, or safety of this medicinal product are recorded and published by
Swissmedic. If necessary, the medicinal product information is adapted.

Swissmedic e Swiss Agency for Therapeutic Products e Hallerstrasse 7 © 3012 Bern e Switzerland © www.swissmedic.ch 3|3


https://www.swissmedic.ch/
https://www.swissmedicinfo.ch/ShowText.aspx?textType=FI&lang=DE&authNr=69063
https://www.swissmedicinfo.ch/ShowText.aspx?textType=FI&lang=DE&authNr=69063
https://www.swissmedicinfo.ch/ShowText.aspx?textType=FI&lang=DE&authNr=69063
https://www.swissmedicinfo.ch/ShowText.aspx?textType=FI&lang=DE&authNr=69063
https://www.swissmedicinfo.ch/ShowText.aspx?textType=PI&lang=DE&authNr=69063
https://www.swissmedicinfo.ch/ShowText.aspx?textType=PI&lang=DE&authNr=69063

	About the medicinal product
	Mode of action
	Administration
	Efficacy
	Precautions, undesirable effects, & risks
	Why the medicinal product has been authorised
	Further information on the medicinal product

