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Attachment 4

Clinical evaluation paths through clinical data and clinical usage data of same variety product

Medical device

Is there difference
between the
application  and
the same variety
product

The non-clinical data,
and/or clinical literature
data, and/or clinical
experience data, and/or the
clinical trial data which
conducted in China and
aim at difference, can

Collection and
analysis of the
clinical literature
and clinical
experience data

If the evaluation cannot be conducted through
the clinical trial data or clinical usage data of the
same variety product, then registration applicant
shall submit the corresponding clinical trial data
as required

Produce the report of
clinical evaluation,
finish the clinical
evaluation
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