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Abstract: The implementation of new policy of breakthrough therapies designation drugs approved by FDA fills the blank for the
treatment drugs of certain diseases, and it has got a positive response from the pharmaceutical industry. By the end of March 2015 of
Center for Drug Evaluation and Research (CDER), January 2015 of Center for Biologics Evaluation and Research (CBER), FDA
received total 299 requests for breakthrough therapies designation drugs, of which 87 requests were granted, 161 requests were denied,
and the other 51 requests were under examination. Eighteen breakthrough therapies designation drugs were approved from May 2014
to March 2015, and the outstanding varieties of which are introduced from drug treatment category, targets or mechanisms, the
situation of approval, and adverse reaction.
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Table 1 Breakthrough therapies designation drugs approved by FDA from May 2014 to March 2015
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Moy D kAR, FEIEMRITIN L, 8 &k
B2 RIMWERARIN S, Horh 4 24 BT 1
TBIT IR PR MR N (R REEE A 8.1 A
HD o 91% 8 AR I O A L/, T2t v
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