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e  MVASI in combination with fluoropyrimidine-based chemotherapy is indicated for treatment of adult
patients with metastatic carcinoma of the colon or rectum.

e MVASI in addition to platinum - based chemotherapy is indicated for first - line treatment of adult
patients with unresectable advanced metastatic or recurrent non- small cell lung cancer other than
predominantly squamous cell histology.

e MVASI in combination with interferon alfa-2a is indicated for first line treatment of adult patients
with advanced and/or metastatic renal cell cancer.

e MVASI in combination with paclitaxel is indicated for first-line treatment of adult patients with
metastatic breast cancer.

e MVASI as a single agent, is indicated for the treatment of glioblastoma in patients with progressive
disease following prior therapy.

e MVASI in combination with carboplatin and paclitaxel, is indicated for the front-line treatment of
advanced (FIGO stages IIIB, IlIC and IV) epithelial ovarian, fallopian tube, or primary peritoneal
cancer in adult patients who are at high risk for recurrence (residual disease after debulking).

e MVASI in combination with carboplatin and gemcitabine, is indicated for the treatment of adult
patients with first recurrence of platinum-sensitive epithelial ovarian, fallopian tube or primary
peritoneal cancer who have not received prior therapy with bevacizumab or other VEGF inhibitors or
VEGF receptor-targeted agents.

e MVASI in combination with paclitaxel, topotecan, or pegylated liposomal doxorubicin is indicated for
the treatment of adult patients with platinum-resistant recurrent epithelial ovarian, fallopian tube,
or primary peritoneal cancer who received no more than two prior chemotherapy regimens and who
have not received prior therapy with bevacizumab or other VEGF inhibitors or VEGF receptor—
targeted agents.

e MVASI in combination with paclitaxel and cisplatin or paclitaxel and topotecan is indicated, in
patients who cannot receive platinum therapy, for treatment of adult patients with persistent,
recurrent, or metastatic carcinoma of the cervix.

e MVASI, in combination with erlotinib, is indicated for first-line treatment of adult patients with
unresectable advanced, metastatic or recurrent non-squamous non-small cell lung cancer with
Epidermal Growth Factor Receptor (EGFR) activating mutations.
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Undesirable effects

Table 1: Adverse reactions by frequency
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System Very common Common Uncommon | Rare Very Frequency not known
organ class rare
Vascular Hypertension®®, | Thromboembolism Renal thrombotic
disorders | (arterial)®, micro-angiopathy®®,
Thromboembolis
m (venous)®® Hemorrhage®®, Hyaline occlusive
. . glomerular
Deep vein thrombosis . . a
microangiopathy?,
Aneurysms and artery
dissections
[...]
Table 2. Severe adverse reactions by frequency
System Very common Common Uncommon | Rare Very Frequency not known
organ rare
class
Vascular Hypertension®® Thromboembolism Renal thrombotic
disorders arterial®®, microangiopathy®©,

Hemorrhage®®,

Thromboembolism
(venous)™®,

Deep vein thrombosis

Hyaline occlusive

glomerular
microangiopathy®,

Aneurysms and artery
dissections
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Table 3. Adverse reactions reported in post-marketing setting

System organ class (SOC)

Reactions (frequency*)

Vascular disorders

Renal thrombotic microangiopathy with or without concomitant sunitinib use,
and hyaline occlusive glomerular microangiopathy, which may be clinically
manifested as proteinuria (not known). For further information on proteinuria see
section 4.4 and Proteinuria in section 4.8
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