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Dear Joan McClure, MS

Senior Vice President,

Clinical Information & Publications

National Comprehensive Cancer Network (NCCN)
E-mail: mcclure@nccen.org

Phone: 215.690.0300
Date: February 18, 2015

Dear Ms. McClure,

We are writing to petition NCCN to continue the revision of its Guidelines and
Compendium with respect to the use of unproven biological agents in the treatment
of non-small cell lung cancer (NSCLC). We are supportive of some of the
clarifications introduced in chart NSCLC-H in the recent version 4.2015, and we
are encouraged by the downgrade of trastuzumab and afatinib to category 2B in
her-2-positive NSCLC, and for cabozantinib’s reclassification to 2B for RET
rearrangements. However, the continued 2A classification of vemurafenib and
dabrafenib for BRAF VV600E mutations, and crizotinib for MET amplifications and
ROS1 rearrangements, remains highly questionable in view of the lack of the
supportive level 1 scientific data.

Specific Changes:
1. Vemurafenib and dabrafenib should not be designated as category 2A
agents for BRAF V600E mutations in NSCLC.
2. Crizotinib should not be designated as category 2A agents MET
amplifications and ROS1 rearrangements in NSCLC.

FDA Clearance: Vemurafenib and dabrafenib are not FDA approved for BRAF
V600E mutations in NSCLC. Crizotinib is not FDA approved for MET
amplifications and ROS1 rearrangements in NSCLC.

Rationale for recommended change: Lack of level 1 peer-reviewed data or FDA
approval.
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Sincerely,

William S. Shimp

Medical Director
Oncology Analytics
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