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Status RECRUITING

Phase Phase 2

Sponsor Oslo University Hospital
Enrollment 12 participants

Key Eligibility Criteria

Inclusion (7)

« Patients with venous malformations verified by clinical examination, ultrasound and anatomic MRI with contrast. The venous
malformation should have well defined borders and the volume should be measurable on MRI. Diagnosis of venous malformation
shall be object for consensus in a multidisciplinary team meeting.

« Participant must be 18 to 70 years of age inclusive, at the time of signing the informed consent.

* Negative urine pregnancy test in females with childbearing potential. A woman is considered of childbearing potential i.e. fertile,
following menarche and until becoming post-menopausal unless permanently sterile. Permanent sterilization methods include
hysterectomy, bilateral salpingectomy, and bilateral oophorectomy.

» Woman of childbearing potential (WOCBP) must use highly effective contraception measures while on study medicine and for
up to 2 weeks past treatment:

» Combined (estrogen and progesterone containing) hormonal contraception associated with inhibition of ovulation.

...and 2 more (see full listing online)

Exclusion (17)
» Diffuse VM with no defined borders.

» Known diabetes because of the risk of hypoglycemia.
 Impaired liver function (INR \> 1,5 or aminotransferases \> 3 times upper limit of normal

» Use of mTOR-inhibitor, racekadotril, sacubitril/valsartan, ramipril or vildagliptin is contraindicated because of an elevated risk of
angioedema

 Use of angiotensin-1l receptor antagonist or alsikiren (direct renin inhibitor) is contraindicated because of increased risk of
hypotension, hyperkalemia, and impaired renal function.

...and 12 more (see full listing online)

Locations (1 total)

Oslo University Hospital, Rikshospitalet, Oslo, Norway, Norway

https://clinicaltrials.gov/study/NCT06788314
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