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Objectives in legislative reform

Consistently high level of health & safety protection for EU citizens

Free and fair trade of medical devices throughout the EU

Adaption to significant technological & scientific progress in the
sector over last 2 decades

the practical approach



Objectives in legislative reform — reachable?

Consistently high level of health & safety protection for EU citizens

Free and fair trade of medical devices throughout the EU

Adaption to significant technological & scientific progress in the
sector over last 2 decades

the practical approach



All stakeholder involvement - safety proven to
public

Rights and responsibilities { holders
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Continuous improvement moving into regulatory
affairs

QMS & pdca

Trend analysis
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Compliance-driven oversight - rapid drift of
expectations
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The essence in Clinical Data - what is
sufficient?
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In short ...
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Addressing the whole Supply Chain & its Economic Operators

PMS — Vigilance — Complaints — Customer Feedback
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tory compliance check
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Economic Operators
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*From DoA of MDR, NO significant changes and

PMS, Vigilance EO requirements of MDR to be met

Transition details and timelines
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NB designation under MD
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The Buzzwords... - status 5 march 2020
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Vortex of Inertia
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Insufficient ’ There Is

Knowledge time

Planning / Gap
Assessment

Too many
unknowns

Priorities

....the practical approach



Growing body of high level guidance

30 documents finished Additional guidance planned (‘19/°20/?)

14 on Notified Body designation

9 on UDI details

2 on EUDAMED

1 on clinical - SSCP

1 on software — classification

PRRC

Implant card

Pre-CE clinical evaluation consultation
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6 (2/1/3) on Notified Body oversight
1 (1) on standardisation

11 (8/3) on clinical

3 (3) on PMS

4 (1/2/1) on MS by authority
2) on borderline

1/1) on software

2/2) on UDI

1) on MDSAP

1/5) on IVDR

2/4) on nomenclature

1) on annex XVI

R OO0, BANDN

the practical approach



Do not wait, get it done
|

KEEP CALM
AND

MADNESS
BEGIN



Practically speaking...........
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Technical Documentation

MDR

 Article 5(2): Placing on the market and putting into » All devices shall meet GSPR Annex |
service * Retention time 10 years/15 for implantable

» Article 10(8): General Obligations of Manufacturers - Verify the DoC and TechDoc per appropriate

« Atrticle 11(3b): Authorized Representative conformity assessment procedure

* Responsible for TechDoc and the DoC
» Article 15(3b): Person Responsible

* Atrticle 27(7): UDI » TechDoc keep up to date list of UDI’s assigned
« Atrticle 45: Notified Body review « NB Authorities shall review of NB assessments
of TechDoc

* Article 52: Conformity Assessment Procedure Route dictates specifics of TechDoc

Retention Period:

Keep TD available for the competent authorities for at least 10 years
& after the last device has been placed on the market.

In the case of implantable devices15 years.
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Technical Documentation

» Article 61: Clinical Evaluation « Confirmation of GSPR per Annex |
* Annex XIV: Clinical Evaluation and PMCF

Article 83: Post-market surveillance system Updates from PMS, PMS Plan, PSUR, trend
Article 84: Post-market surveillance plan reporting

Article 85: Post-market surveillance report

Article 86: Periodic safety update report

Article 87: Reporting of serious incidents and FSCA

Article 88: Trend Reporting

* Annex Il: Technical Documentation « Detailed requirements on contents of

 Annex lll: Technical Documentation on PMS technical documentation

the practical approach
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Be clear on claims

Claims
“what you can prove,

Intended use S
you can get certified

Intended purpose
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PMS data shall be used to...

Update determination and improve

Update design and manufacturing information (/FU and ).
Update

Update Summary of as
described in Article 32 for devices.

Identify preventative, corrective or field safety corrective actions.
Identify options to improve
Contribute to PMS of other devices.
Detect and report trends.
The technical documentation shall be updated accordingly.

the practical approach
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@rve@) ..... the practical approach
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Thank you for your attention
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*From DoA of MDR, NO significant changes and PMS,

Vigilance EO requirements of MDR to be met

Transition details and timelines
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UDI implementation

Entry into force | Date of Application,
‘ = (DoA)

MDD certificate [Art. 120(2)*]

MDD certificate [Art. 120(2)*

MDD certificate — shortened

MDD certificate Making available on the market [Art. 120(4)]
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Transition details and timelines MDR
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Entry into force Date of Application,
(DoA)
Key period to come into Soft transition under MDD certificate
compliance for all products for products that do not require
that will be MDR certified | changes in design and in key suppliers /
and for those that will be subcontractors
produced in soft transition
phase
Sell out of stock of products
produced under MDD
before the date of application
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