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June 26, 2013
NCCN Thyroid Carcinoma Guidelines Panel:
On behalf of Dr. Joseph Germino at Bayer HealthCare Pharmaceuticals and Homa
Yeganegi at Onyx Pharmaceuticals, I am pleased to provide you with updated literature
available regarding Nexavar® (sorafenib) as therapy for patients with metastatic thyroid
cancer. We acknowledge that sorafenib is listed in the NCCN Guidelines® and the NCCN
Compendium® as a category 2a recommendation for metastatic thyroid cancer. We
respectfully request the NCCN Thyroid Guidelines and Compendium be updated to
include sorafenib as a category 1 recommendation for thyroid cancer, based on recent
results of the Phase III DECISION trial.
Specific Changes: Recommend the update of the NCCN Thyroid Guidelines and
Compendium to change sorafenib to a category 1 recommendation for metastatic
thyroid cancer.
FDA Clearance: Nexavar® (sorafenib) is a kinase inhibitor indicated for the treatment of
unresectable hepatocellular carcinoma and advanced renal cell carcinoma.1
Rationale: In patients with metastatic thyroid cancer, single‐agent sorafenib has
demonstrated activity in five phase II trials.2‐6 The results of DECISION trial, the first
phase III study of a targeted agent in chemotherapy‐naïve, RAI‐refractory DTC, were
presented at the 2013 ASCO Annual Meeting.7 The DECISION trial is summarized below.




The primary endpoint in this study was progression free survival (PFS). Sorafenib
significantly prolonged the median PFS by 5 months compared with placebo
[10.8 vs 5.8 months (HR: 0.587; 95% CI: 0.454–0.758; P<.0001)]. The PFS benefit
was maintained in all predefined subgroups.
The main secondary efficacy endpoints included overall survival (OS), response
rate (RR) and disease control rate (DCR).
o The median OS has not been reached, but is unlikely to be different as
the study design allowed for patients randomized to placebo to cross‐
over to sorafenib at the time of disease progression. At the time of

