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- Nexavar® is the first proven systemic therapy to consistently
demonstrate an overall survival (05) benefit vs placebo in
unresectable HCC patients among approximately 100 trials in

over 30 years' :
- 449% to 47% improvement in 0S vs placebo in
2 phase lll trials of Western and Asian patients*

- Nexavar® is the recommended standard f advanced
HCC and in patients not eligible/refractory to
earlier treatments?

With Nexavar® you can optimize
outcomes for your patients with HCC

Locoregional therapies

Essential Information

C: sorafenib tosylate. 1: treatment of patients with hepatocellular carcinoma and treatment of advanced renal cell cancer after

nephrectomy and palliative or adjuvant prior therapy with cytokines (IL-2, IFN). P/A: 400 mg (= 2 tablets of 200 mg) twice a day
until progression or unacceptable toxicity. Cl: hypersensitivity reaction to active or to any of the excipients. P: hand-foot syndrome,
rash, hypertension, hemorrhage, warfarine or neomycin co-administration, unstable coronary heart disease, long QT interval, severe
hepatic impairment, impairment of fertility. UE: very common: lymphopenia, hypophosphatemia, hemorrhage, hypertension, diarrhea,
nausea, vomiting, hand-foot syndrome, rash, erythema, pruritus, alopecia, fatigue, pain, increased lipase, increased amylase. Common:
leucopenia, anemia, neutropenia, thrombocytopenia, weight loss, anorexia, hypocalcemia, hypokaliaemia, depression, peripheral
sensory neuropathy, tinnitus, congestive heart failure, myocardial ischaemia, myocardial infarction, flushing, hoarseness, dyspnea,
cough, dyspepsia, dysphagia, constipation, pain and disorders of the mouth, renal insufficiency, proteinuria, dry skin, acne, dermatitis
exfoliative, desquamation, mayalgia, arthralgia, erectile dysfunction, influenza like iliness, asthenia, fever, edema of the lower leg, increase
in transaminases. I: with substrates UGT 1A1 and UGT 1A9 (i.e. barbiturates, irinotecan, paclitaxel, estradiol, propofol), inducers of .
CYP3A4 (rifampicin, St. John’s wort, phenytoin, carbamazepine, phenobarbital, dexaméthasone), coumarin preparations, docetaxel,
neomycin. D: Bayer (Schweiz) AG, 8045 Zu ich. List A, Reimbursed (L). Status January 2013. For further information please consult the
professional information on www.swissmedicinfo.ch.
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Introduction: The global, prospective, non-interventional GIDEON study (NCT00812175)
enrolled 3371 patients (pts) with HCC treated with sorafenib (SOR) in real-life practice
conditions. We report the outcomes of HCC pts treated with SOR in Italy according to prior
or concomitant (ct) use of transarterial chemoembolization (TACE).

Aims: The primary aim of the study was evaluate the safety of sorafenib in HCC patients
in clinical practice.

Methodology: Patients with unresectable HCC for whom a decision to treat with SOR
was taken were eligible for inclusion. Disease and pts characteristics were assessed at
baseline. SOR dose, adverse events (AEs) and outcomes were recorded at follow-up.
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Results: Of the 278 pts enrolled in Italy, 274 received at least one dose of SOR. In total
36.5 % (n=100) pts received prior TACE and 4 % (n=11) ctTACE. A higher proportion of
ECOG PS 0 pts received prior TACE or CITACE. Median daily SOR dose was 776 mg
(n=241) across all subgroups. Duration of treatment was longer in pts with prior TACE
or ctTACE (19.3 weeks [wiks], 15.7 wks, 38.9 wks and 15.9 wks in pts with prior TACE,
no prior TACE, ctTACE and no CITACE, respectively). The overall incidence of AEs and
serious AEs was similar across these subgroups. Drug-related AEs was greater in pts
with prior TACE (79%) than those who received no prior TACE (60%) and in pts with prior
CtTACE (91%) than those who received no prior ctTACE (66%).The most frequent drug-
related AEs were diarrhea (24%), fatigue (23%) and hand foot skin reaction (24%). There
were no new unexpected AEs. Median OS was 97.5 wks, 47.7 wks and 51.7 wks in pts
with prior TACE, no prior TACE and no ctTACE respectively (not assessable in ctTACE
group).

Conclusions: The safety profile of SOR in pts treated with prior or concurrent TACE
is consistent with those observed in previous clinical trials without new safety signals
in a real-life setting in Italian centers. Diifferences in baseline characteristics may have
played a role in OS. Given the observational nature of the study a selection bias cannot
be excluded.
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