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factors

SME often.. @60"

. are the driver of ngw technologles/theraples
. have many mvgﬁtlons of cutting-edge technologies

. have I|m|te¢¢Esources & \
. have Ilmgtéd human resources and limited regulatory Capaparftles
. requu;é early market entry with their products for sufﬁmeﬁt return / reimbursement

. doés not often have a track record with a lot of produ@ts already on the market

~

. are not very active in lobbying/policy making &
&
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MDR and IVDR: Key'changes

&
MDR and IVDR reqmre/tﬂgger
.. higher cIaSS|f|ca1;|‘bn of several devices &
.. a mandatory\ﬁomprehenswe quality management system & S
mcreasege‘burden for clinical studies & fewer equivalence e\éﬁence
... UDI eg:;é its complex and costly coding system 0¢\°
. dlgdosure of technical file in OEM/OBL situations Q@Q

. i‘ﬁcreased supervision of Notified Bodies by comp@‘fent authorities —
fewer NB and MDR / IVDR have a quite short B!fansmon till May 2020
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SME

\0

MDR and IVDR requwe/trlgger

.. higher classification of sevg?‘al devices

O

.. @ mandatory Compreh@ﬁswe quality
management systema

.. increased burdem‘for clinical studies &
fewer equwalgﬁce evidence

.. UDIl and |t§§&omplex and costly coding
system@

. d|SCI@§ure of technical file in OEM/OBL
situations

.. increased supervision of Notified Bodies
by competent authorities — fewer NB

and MDR / IVDR have a quite short transition
till May 2020

SME need ...

... personnel in regulatory and science
.. to spend additional efforts for @MS

.. to invest in technical requ;}séments for
UDI etc. o

.. to likely conduct cogﬂy clinical trials for
their cutting- edg@o‘ihnovatlons
.. to secure swt@bole NB
. face delaym market entry

.. to rals@money and need to consider
partn%rmg
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What may be the strategies of SME?
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obtain clarity on transition and |mf)llcat|ons

obtain CE Marking before I\/La‘y 2020 — however, device "locked in"
define regulatory strategyb%r MDR / IVDR compliance well ahead
seek early advice fro@ﬁ regulatory/legal advisors

secure/hire the re,spectlve regulatory/technical quality expertise &
consider shamﬁg personnel (incl. resp. person for regulatory)
secure/ saarch and engage suitable NB

Q__@
deflnethe clinical review plan and align early with NB Q}f
0%
plan for costly clinical trials (before and after the CE marking) §<°
Q\

vx\
consider early budgeting and & fundraising/partnering QO@@
anything else? &
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