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Objectives of the campaign

To raise awareness among stakeholders on the new Regulations and their

requirements to avoid disruption of MD and IVD markets

New Medical New In-vitro Diagnostic
Devices Regulation Medical Devices Regulation

fully applies fully applies e Commisdion
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Main tools used/activities performed

Website - DG GROW'’s new page = 'HUB’ with key information and relevant links

Information pack: factsheets and supporting documents for the website and
stakeholders’ dissemination

Animated GIFs/visuals for social media campaign

Infographics, Newsletters, website notifications for stakeholders and subscribers



New Regulations
Current Directives

Scientific and Technical
Assessment

International Cooperation
Library

Contacts

Medical devices - links
News

Evenis

Tools and Databases
Contracis and grants

Public consuliations

Publications

Website - DG GROW'’s new page =

‘HUB’ with key information and relevant links

Medical Devices

Medical devices make an essential contribution to healthcare in the EU for the benefit of European citizens. From
sticking plasters to X-ray scanners, dentures to hip joints and in-vitro diagnostic devices that monitor diabetes or
identify infections; medical devices are crucial in diagnosing, p! ing, and treating iliness, and
overcoming disabilities. They are also important to the economy, providing €110 billion in sales and 675,000 jobs in
Europe. The EU is a net exporter in this sector.

MEDICAL DEVICES
IN VITRO DIAGNOSTIC MEDICAL DEVICES
GET READY FOR THE NEW REGU

Highlights
« UDI system fi uently asked guestions and answers
+ Call for observers of the medical devices coordination group's nomenclature sub-grou;
« Call for clinical and other experts to be published later in 2019
+ The Commission designates entities to operate a system for assignment of unigue device identifiers (UDIs)
« EUDAMED device data elements' registration timeline
+ EUDAMED legacy devices' registration
« Further BI.IidﬂI'IDE: regulation of medical devices if there's no Brexit deal
« Using the UKCA marking if the UK leaves the EU without a deal

Newsletter subscription Get ready

Subscribe to the newsletter -

2001

Getting ready for the new regulations

i Regulation (EU) 2017/745 (MDR) and the In-vitro Diagnostic Medical Devices Regulation (EU)
legislation inte line with technical changes in i and prog in

create a robust, transparent, and sustainable regulatory framework, recognised
»ves clinical safety and creates fair market access for manufacturers.

tions do not need to be transposed into national law. The MDR and the IVDR will therefore
srpretation across the EU market.

of activity?
Authorised
. Re resen:ati\ofgsselm orters Competent authorities in
P o P non-EU/EEA countries
and Distributors
s VD
Health institut
o roecissi‘r:]s ;il:lIT(zSuse Healthcare professionals
P g singie- and health institutions
medical devices
:ors MD
Manufacturers of devices
without an intended The procurement of MDs
and IVDs
medical purpose

I:: Share

Library

mprenensive database of documents produced by stakeholders throughout the European
in-vitro medical devices, in addition to and to all relevant websites. The Library also
y DG GROW related to the Reguiations on medical devices and in-vitro medical devices.

hrough our database of external resources by year, country, language and area of
xquire.

Country Language

- Any - ~ - Any - ~

equirements under MDR - BSI| Group

MD, Authorised Representatives, Importers and Distributors, Healthcare professionals

Ty : United Kingdom | Language : English
technical document requiremems under the European Medical Device Regulation

1ance Requirements (AnneX | ... - BSI Group

MD, Authorised Representatives, Importers and Distributors, Healthcare professionals

ry : United Kingdom | Language : English
an between requirements under the MDR and IVDR and the MDD/AIMDD.

>

MD, Authorised Representatives, Importers and Distributors, Healthcare professionals
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Information pack
Factsheets and supporting documents

Factsheet for

Manufacturers

of Medical Devices

Medical Devices Regulation
(MDR) background

The MDR will replace the existing Medical Devices Directive (S342/EEC)
(MDD) arel the Active Implanitable Medical Devices Directive (SO3B5EEC)
(AIMOD]. The MDRwas published in May 2017, marking the start of a three-
‘year period of transition fram the MDD and the AIMDD,

During the transttionial pericel the MDR vl come inta force gradkally, starting
with the provisions related 1o the designation of Notified Bodies and the
abilty of marufacturers to apply for new certificates under the MDR:

The transitionial period will end on 26 May 2020, the “Date of Application”
(DoA) of the Regulation. From that date the MDR will apply fulty.

1
e market,
.
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European
Commission

Factsheet for
Procurement Ecosystem

of Medical Devices and in vitro
Diagnostic Medical Devices®

he Medical Devices Regulation (MDR) and
nostic Medical Devices Regulation (IVDR)

Jevices Directive The VDR will replace the existing b1 Vitro Diagnostic Medical

»Medical Devices. Devices Directve (SE(73/EC) (WDD). The NDIR was published n
published In My May 2017, marking the start of a five-vear period of transition
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Animated GIFs/visuals for social media
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The importance of Medical Devices in the EU
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THE NEW REGULATIONS ON MEDICAL
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23.08.2019

The medical Devices section on the website of the Directorate
General for Internal Market, Industry, Entrepreneurship and
SMEs has been updated with new information related to the
Medical Devices Regulation and / or the in vitro Diagnostic
Medical Devices Regulation.

To see what’'s new, click on the following links:

= UDI system frequently asked questions and answers

Internal Market, Industry, Entrepreneurship and SMEs

SHARE 'F w in |

Legal Notice | Unsubscribe | Preference Centre
Funded under the Third Health Programme

newsletters

WEB

NOTIFICATIONS
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Accomplishments

Mapping of relevant stakeholders (over 2000 contacts in and outside the EU) and
outreach towards them via direct emailing, newsletters, social media targeting
and phone follow up

Online information hub created on DG GROW's website

5 Factsheets finalised — available on the website and disseminated to
stakeholders

2 Step-by-step guides - available on the website and disseminated to
stakeholders

Pop-up /roll up/banner designs produced in multiple languages for stakeholders
to use for their events and further dissemination

Mapping of specialised media (approx. 1500 contacts in and outside the EU) and
initial outreach (press release)



Outputs > results

Website Updates

= New section "New regulations” had peaks of activities in October, November and January
resulting into 41 359 material downloads overall

Contact programme stakeholders

Reached over 1200 stakeholders (via email and newsletter)
Engaged in over 600 phone follow-ups to make sure they are aware of the new regulation

Social media campaign on Twitter and LinkedIn

Over 6000 link clicks (to the MD website)
Almost 2 million impressions
Almost 800 000 video views

Media Relations

Approximately 1500 specialised journalists mapped in the EU and outside
Approximately 200 contacted by phone and other were reached out via press release
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Devices Regulations
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New medical device regulations adopted

The European Commission has adopted and published
the new EU regulations. They will apply after three years

invitro disgnostic medical devices.
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The way ahead - 2"d phase of the campaign

Objective Raise awareness among stakeholders on the new
Regulations and their requirements to avoid disruption of
MD and IVD markets + patients’ perspective later in the
campaign

Target groups Manufacturers of MD and IVD in general
SMEs (umbrella organisations)
Competent Authorities
Notified bodies
Patient organisations



LLEREDR

Tools/material Stakeholder mappings updated and new stakeholders mapped
foreseen (SMEs and Patient Organisations)

New information material/packs

Website (review and update)

Webinars

New animated GIFs/visuals for website and social media

Updated infographics

Testimonials

Newsletters, web notifications

Conference kit

Media kit

Engagement kit
Dissemination Website population
activities Social media

Stakeholders engagement and activation

Very targeted specialised media outreach
Supporting and participating in specialised events
Other (media buying, etc.)

Monitoring KPIs and regular analysis & reporting
Dailv media monitorina and monthlv reporting



The plan- Stakeholders mappings update and new mappings

Full stakeholders mapping updated
SMEs among MD and IVD manufacturers (umbrella organisations) mapped

Patients organisations mapping underway
Additional mappings — medical faculties and relevant contacts



The plan - new information materials

New factsheets/supporting materials

Produced:

= Factsheet on Healthcare Professionals
and Health Institutions L
= UDI system document

In preparation:

The new Medical Devices Regulation (2017/745)
EU) (MDR) and the new In Vitro Diagnostic
Medical Devices Regulation (2017/746/EU)
(IVDR), adopted in May 2017, will replace the
existing Medical Devices Directive (93/42/EEC)
(MDD), the Active Implantable Medical Devices:

= Factsheet on Annex XVI e

EC) (IVDD).

The publication of the MDR in May 2017 marked

= Factsheet on Implant Card Me——

The publication of the IVDR in May 2017
marked the start of a 5 year period of transi-

= Factsheet on Software Medical Devices &= |
= Fa CtSheet On Transpa rency |§| Introduction to the Medical Devices Regulatiori (MDR) arnid the In Vitro

Diagnostic Medical Devices Regulation (IVDR)

The new Regulations will create 3 robust, transparent and sus- In Contrast o drectives, reguiations are diractly applicanie

tainatle regulatory framework, recognised Intemationally, that — and do not reed to be transposed Into national 1w, The MOR
Ical safety ard creates far market and the IVDR will tnerefore feduce the risk of discrepanties in
for manafacturers. Interpretation acmoss the EUL

well 25 thelr arcessaies. For deMmitlors of what fs

1




The plan — website update /activity

Online communication HUB on MDs and IVDs Regulations

What is your area of activity?

Medical Devices

Search engine optimisation RN ... s || oz |
U pdated i nfo rmation Manufacturers IVD
User-friendly structure of the website pdll [ty et 10

Manufacturers MD Competent authorties in non-

New section on patients as of next year | EU/EEA couniries

S

Manufacturers MD

Health institutions

without an intendad The procurement of MDs
and IVDs Authorised Representatives,
Importers and Distributors

medical purpose

«2  Share The procurement of MDs and
IWVDs

Healthcare professionals and
health institutions

v' Total document download until November 2019 is 103.277 B
v’ Latest website notification on UDI was opened over 5.000 times e e
v' Total number of website visits (new pages) until November is Manufacturers of devices

without an intended medical

268.910 i

EUDAMED
Topics of interest

Dialoaue with interested parties



The plan — webinars

Webinars planned

Webinar on Clinical Investigation, in collaboration with the European Society of
Cardiology (ESC)

Webinar on patients’ rights, in collaboration with the European Patients' Forum
(EPF)

*with subtitles in different languages



The plan — newsletters, web notifications, call for experts
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18.10.2019

Newsletter

MDR/IVDR - what’s new?

As preparations continue for the application of the new Medical Devices
Regulation (MDR) and In-Vitro Diagnostic Medical Devices Regulation
(IVDR), now is a good time to update you on the latest news and recent
developments.

27 September — 10 November 2019

n European |
Commission

Call for experts on medical devices and in vitro diagnostic medical devices

1 Sent to over 6000 subscribers

MEDICAL DEVICES

IN VITRO DIAGNOSTIC MEDICAL DEVICES
GET READY FOR THE NEW REGULATIONS
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Commission

11.07.2019

The medical Devices section on the website of the Directorate
General for Internal Market, Industry, Entrepreneurship and
SMEs has been updated with new information related to the
Medical Devices Regulation and / or the in vitro Diagnostic
Medical Devices Regulation.

To see what's new, click on the following links:

e Call for clinical and other experts to be published later in 2019

Internal Market, Industry, Entrepreneurship and SMEs

5 Sent to over 2500 subscribers

WEB
NOTIFICATIONS

27 September — 24 November 2019 Suitih)

SUBMISSION DEADLINE
EXTENDED!

H Suropean |
Commission

07.11.2019

Notification on the 'Call for Experts on Medical
Devices and In-vitro Diagnostic Medical Devices' -
EXTENDED

Dear Sir/Madam,

The European Commission has extended the call for expression of interest
for expert panels on medical devices and in vitro diagnostic medical devices.

Interested candidates are invited to submit their application before 24
November 2019 through the following website:

https://ec.europa.eu/growth/content/call-expression-interest-expert-
panels-medical-devices-and-vitro-diagnostic-medical-devices en

We would be grateful if you could distribute this call information and the

2 Sent to over 9500 subscribers



The plan - conference kit/promotional material
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Clock is ticking
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Collaboration with JAMS

Your feedback/suggestions?

What are your communication needs?




EEEEEEEE

THANK YOU!

Contact: :
ors/medical-devices/new-reqgulations en



mailto:aleksandra.lugovic@gopacom.eu
https://ec.europa.eu/growth/sectors/medical-devices/new-regulations_en

