
Key Inclusion Criteria:

• Hepatocellular Carcinoma
• No more than 4 lesions
• At least 1 lesion ≥ 3 cm and none > 7 cm
• Child-Pugh A or B

Key Exclusion Criteria:

• Resectable HCC
• Scheduled for transplant
• Previous treatment for HCC
• Extrahepatic metastasis
• Other malignancy
• Encephalopathy
• Ascites
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Study
Hepatocellular Carcinoma Study
of RFA and ThermoDox

A Phase III, Randomized, Double-Blinded,
Dummy-Controlled Study of the Efficacy and
Safety of ThermoDox® (Thermally Sensitive
Liposomal Doxorubicin) in Combination with
Radiofrequency Ablation (RFA) Compared to
RFA-Alone in the Treatment of Non-
Resectable Hepatocellular Carcinoma

Study Flow Chart
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RFA Tx plus Dummy
30 minute IV infusion

RFA Tx plus ThermoDox®

50mg/m2 30 minute IV inusion

RFA Tx plus ThermoDox®
50mg/m2, 30 minute IV infusion

RFA Tx plus D5W
30 minute IV infusion

600 Subjects Randomized

Follow up visit

Complete AblationIncomplete Ablation

• Day 14 ± 3 days
• 1, 3, 5, 7, 9, 12 months
• Every 3 months until

subject discontinuation

• 1 month after study Tx and
• 1, 3, 5, 7, 9, 12 months and then
• Every 3 months until subject disc.

Recur local and/or distant
intra or extrahepatic HCC

Lesions amenable
to RFA

� Met Primary Endpoint
Follow for Survival

Consider repeat RFA

• Retreat if eligibility criteria is met
• No earlier than 21 days after initial ablation
• No later than 14 days after first post ablation CT
• Unsuccessful ablation = treatment failure

Hepatocellular Carcinoma Study of RFA and ThermoDox
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