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Regenerative medicine legislation had encounter numerous

obstacles. Nevertheless, that very obstacle gives us a
chance to perform deeper analysis for the quality and
policy impact of the bills. This essay argues that even the
latest bill of Regenerative Drug Act has obvious loopholes
and unclear pathways for acquiring conditional approval,
which bring concerns to both the pharmaceutical industry
and practitioners. Meanwhile, the lessons learnt from
EU’s conditional market authorization for ATMPs had
demonstrated a picture of very limited benefit, together
with great risks of abuse. Therefore, this essays argues
that, instead of focusing on the exceptional pathway,
establishing a new gold standard according to the nature
of the regenerative medicine IS the right way to respond
thresholders’ interests and concerns. In other words, we

should improve, not lower, the standard.
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