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Film coated tablets
Regorafenib 40 mg
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Stivarga is indicated as monotherapy for the treatment of adults patients:
- with metastatic colorectal cancer (CRC) who have been previously treated with fluoropyrimidine-, oxaliplatin
and irinotecan-based chemotherapy, an anti-VEGF therapy,
and if KRAS wild- type, an anti-EGFR therapy.
- with locally advanced, unresectable or metastatic gastrointestinal stromal tumors (GIST) who have been
previously treated with imatinib mesylate and sunitinib malate.
- hepatocellular carcinoma (HCC) who have been previously treated with sorafenib.
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4. CLINICAL PARTICULARS

4.4 Special warnings and precautions for use

Thrombotic microangiopathy (TMA)

Thrombotic microangiopathy (TMA), including thrombotic thrombocytopaenic purpura (TTP), have been associated
with the use of regorafenib (see section 4.8). The diagnosis of TMA should be considered in patients presenting with
haemolytic anaemia, thrombocytopenia, fatigue, fluctuating neurological manifestation, renal impairment, and fever.
Regorafenib therapy should be discontinued in patients who develop TMA and prompt treatment is required. Reversal
of the effects of TMA has been observed after treatment discontinuation.

27mn 1 Tmy



B

A
BAYER

E

R

4.8 Undesirable effects

Table 3: Adverse drug reactions (ADRs) reported in clinical trials in patients treated with Stivarga

System Organ
Class Very common Common Uncommon Rare Not known
(MedDRA)
Blood and Thrombocytopenia Leucopenia Thrombotic
lymphatic system Anaemia microangiopathy
disorders

12X |1'7va DTV

NONNA UIin'wna 1947 (2

N9NN2 WIN'Y? NIYana NITNIM NNATX

:DX X917 190 ,NI'V0A 719'0N 19

X917 190 .((TMA) n'uianinu AMBIAIXINE'™M) INI'A DRAVEA DT '70% P12 12Ya 17 DAY IN PTIn 7210 Jan e

D"V97'9X D'OPNNI DX |TAIX ,71272 ,NIN'O1 ,DIN'T DIV NNIAN NISYY  NIY'YN ,0IN NN9A NNN OX 17W

.(0'01D19)

X117 niyoin (4

((0'wnnwn 1,000 1M 1 7Y 2v y'own? ni7i7y) (rare) ninrm 'R niysin
(n'VIANNV N'M9IAINNE'M) DIVR DT 222 DT WP ©

NIRMAN TIVN YNXAY NIDINNN 1AXN2 DI019Y INwa 017yn
https://israeldrugs.health.gov.il/#!/byDrug

.09-7626700 ;1970 ,jnwn TIn 36 wann 'n1 78w AR NNaN 019 "'y 0109 TIn 07277 [N

,Nd7112

rh a1/l el

2731mn 2 Tiny



https://israeldrugs.health.gov.il/#!/byDrug

	…
	4. CLINICAL PARTICULARS
	4.4 Special warnings and precautions for use
	Disease-specific precautions – Hepatocellular carcinoma (HCC)
	In the pivotal placebo-controlled phase III study, patients received prior therapy with sorafenib.
	There is insufficient data on patients who discontinued sorafenib therapy due to sorafenib-related toxicity or only tolerated a low dose (< 400 mg daily) of sorafenib. The tolerability of Stivarga in these patients has not been established.

	4.8 Undesirable effects
	…


