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At the end of October, 2013, FDA' s Elizabeth Mansfield said

“The companion diagnostic paradigm is changing, With next-gen
sequencing, you can get all the information you need with one test.”

In addition, FDA" s Richard Pazdur ( A director of the OHOP in CDER)
“The paradigm of each drug with its own companion diagnostic will not be
a coherent drug development pattern as we go forward in oncology.”
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