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ALK Translocation Test

(e.g. Abbott Molecular ALK-VYSIS test)

Linkage to
Data Excluded From Review Clinical Benefit Data Indf‘ded For
Review
(Y/N)
e FDA labeling based on
randomized controlled trial YES
e Efficacy in patient care of
therapies indicated by the YES e Almost no
test “prognostic” data
exists

e National and international
guidelines for using ALK
translocation tests to select YES
patients for crizotinib therapy



