Proposed Scrutiny Procedure (Article 44, Page 66)
Medical Devices Directives revision proposal

MANUFACTURER
SUBMITS

NOTIFIED

FILE* BODY

* Applies initially only
to all new class Il
devices and can be

expanded to other ‘ . .

device classes and
device categories.

COMMISSION

MEDICAL
DEVICES
CO-ORDINATION
GROUP (MDCG)

NOTIFIED
BODY
REVIEW

YES / NO
SCRUTINY

"0
28

DAYS

If yes to scrutiny,
notified body
must inform
manufacturer
within 5 days.

NOTIFIED NOTIFIED
BODY IIIIIIII’ BODY
PRELIMINARY APPROVAL
REPORT BOARD
IF YES SCRUTINY ~ >
wn (a)
w ]
8 @
N ? i
@ 8 H E MDCG
zZ TIME @] FINAL
PROCESS STARTS 5
U 2
Z
30 B
DAYS
: Ll
MDCG -
SCRUTINY - ?AQ
=
[ 4

Deadline for Clock starts
MDCG again
info request

Request and time needed to respond can result
in patients waiting anywhere

from 6 months to 1...2...3...(?) years longer



