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Dosage form and Composition:

Belzutifan 40mg, Film coated tablets
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Welireg 40mg film-coated tablets is indicated for the treatment of adult patients with von Hippel-
Lindau (VHL) disease who require therapy for VHL associated renal cell carcinoma (RCC),
central nervous system (CNS) hemangioblastomas, or pancreatic neuroendocrine tumours
(PNET), and for whom localised procedures are unsuitable or undesirable.
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4. CLINICAL PARTICULARS
[..]

4.8 Undesirable effects

[.]

Description of selected adverse reactions

Anaemia due to decreased erythropoietin (see section 5.1)

In Study-004 anaemia was reported in 90.2% of all patients with Grade 3 anaemia occurring in
9.8%. Median time to onset of all Grade anaemia events was 340 days (range: 1 day to

8.38 months). Most of the anaemia occurred in the first 3 months of treatment initiation and was
not progressive. Three (4.9%) participants had anaemia events leading to study drug interruption
and 1 participant (1.6%) had a dose reduction due to anaemia.
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5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties
[...]
Table 3: Efficacy results in VHL disease-associated RCC tumours in Study-004

Endpoint Belzutifan
120 mg daily
n=61
Overall response rate
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ORR* (95% CI) 59.0% (45.7,71.4)
Complete response 3.3%
Partial response 55.7%
Stable disease 39.3%
Disease control ratet 98.4%
Response duration*
Median in weeks (range) Not reached
(36.1+, 119.94)
% (n) with duration = 18 months 95.0% (19)
Time to response
Median in weeks (range) 46-#47.6 (11.6, 96.6)
Time to surgery
Median in weeks (95% CI) Not reached
(NE, NE)
PFS*
Median in weeks (95% CI) Median not estimated$
24-month PFS rate 94.6%
* Response: Best objective response as confirmed complete response or partial response
T Based on best response of stable disease or better
; Based on Kaplan-Meier estimates

Reliable median could not be estimated due to the number of progression events (n=7) and
a progression event that occurred at the latest timepoint when only 1 patient was at risk.
NE = Not estimable
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