Milestones Clinical Evaluation atec

group

Clinical Evaluation Plan - CEP

Develop a clear
understanding

A clinical

Planning how to
development plan

determine the

, is a must-have. p g];;l::lcei:; -, risk-benefit ratio.
A clinical N Which GSPRs
\ Definition of \_ are relevant - \
strategy rpust clinical data only Comparison
be establlsheq, after the creation between the CEP
e-i%-,lMDR Article of the SOTA. and the GSPR
! 61(10). i | checklist.

Literature: Planning, selection, and evaluation

Transparent presentation
of the selected and

not selected literature,
including inclusion and
exclusion criteria.

e

Methodology
in the Clinical
Evaluation Plan.

N

Multiple

i databases.

Analysis in the Clinical
Evaluation Report.

e

Assessment of data
quality (appraisal).

Clinical Evaluation Report - CER

Use MDCG 2020-13 The interface of the

to obtain the necessary
content requested by the
relevant authority.

100% Consistency with
the CEP (Annex XIV Part
A).

clinical evaluation and
the risk management

is transparent and
comprehensible (Annex ).

All clinical claims have
been supported by
clinical data.

A clinical benefit
according to Article 2(53)
is stated.

Benefit-risk assessment
positive (Annex | (1)).

GSPRs fulfilled (Annex I).

[
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PMSR / PSUR / PMCF
v Use Annex XIV Part B! \
7
v Use MDCG 2020-7 and 2020-8 /
- ) < \
templates!
v Data are consistent with the CER. \ \
M2 R\ & & &
—) Zmé CI35|5 ! C'flzll“ltlg 4+
5! "
SSCP

v The SSCP is primarily sourced from

the clinical evaluation.

-

v The layperson section of the SSCP Note:
must undergo a readability test! Corrective and preventive actions are in
accordance with the Clinical Evaluation Plan and
v Consider MDCG 2019-3! the Clinical Evaluation Report.
PSUR

v Observe MDCG 2022-21
v Define Update Interval

v Sales figures and, if applicable,
frequency of use must be considered!

To be submitted to NB for review -
via EUDAMED if available
Part of TD, available for NB and
Authorities on request Risk class and attribute of device =Bkl
frequency
. . . Update
Risck class and attribute of device T —— Class Il (including class Il bienniall
implantable devices) Y
Class llb MD (other than f
implantable devices) annuaily Class lIb implantable devices annually
Class lla MD (other than N Class lla implantable devices annually
. . biennially
implantable devices)
NB provides their ,Evaluation of PSUR" to
NB considers PSURs and update intervals during TD Competent Authorities - via EUDAMED if
assessments und auditing (sampling) available

N 3




