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2.1 MDR and IVDR:

Boneloc case — The Ministry
of Health admit they made

mistakes QQ

PIP BREAST IMPLANT
SCANDAL: A STORY
THAT TRIGGERED
CHANGE

Telegraph UK

Why the new regulations?
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2.1 MDR and IVDR: Why the new regulations?

Massive growth in

technology and
complexity

Demands Demands

Increase authority

capacity

Political attention

and awareness

New regulatory

framework

Demands Demands

Adjust authority
framework to

the needs of our
environment
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2.2 MDR and IVDR: What do they do?

Patient safety and market access




3. Experience with Covid-19

4. Lagemiddelstyrelsen @
82 1. maj2020-@
o ©
REGIONER OG KOMMUNER: VARNEMIDLER NOK &3 v/
Regionerne og kommunerne oplyser nu, at lagrene af vaernemidler vokser
t de ikke lengere forventer forsyningsproblemer i forbindelse med COVID-
mme. Derfor har vi i dag sendt en mail til leveranderer af vaernemidler om,

at vores opfordring til dem om at prioritere sundhedsvaesenet og laeger,
sygeplejersker og det andet frontlinjepersonalet dér ikke laengere star ved magt.

Corona har skabt store udfordringer o... Se mere

v,
o]

PCR-test

sundhed.dk

Antigen-test

(lyntest)
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4. Limitations to the new regulations L Infroduction: The

changing landscape of
medical devices

2. The MDR and the IVDR:

Medical Devices system is: Pharma system is: Background and main
1 . objectives
* Patient Safety * Patient Safety 1. Why new regulations?
* A surveillance system * An approval system 2. What do they do?
- The regulatory size: 10 % e 10 times the regulatory size of 3. Experiences with Covid-
of pharma* medical devices 19
° Fu”y dlstrlbuted System * A Iarge centralised agency 4. Limitations to the new
* |s responsible for supply regulations
* Only focused on access to -
ket e Controlled pricing** 5. Two systemscoming
Marke o Asf together

* Free pricing**
e Asf.

*NB as approval system
**Varies from country and product
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Sum up and challenges ahead

a. Today it is a market driven accessibility of Medical Devices

b. Coordination, complexity and stringency vs. the need for regulatory flexibility. There is
room in the regulations for flexibility nationally — but we need a harmonized Europe

c. If politicians need more accessibility — there is a need for more coordination and there
is a lack of capacity in the system

a. |IVDRin 2022! Need for cooperation and more notified bodies

d. This is two systems coming together — an approval system and a marked surveillance
system
a. Need for cooperation between all stakeholders




