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QUALIFY

TO CERTIFY

Notified Body Increased
Capacity

NoBoCap project — a groundbreaking initiative under the wings of the
EU4Health Programme. We are committed to fostering a conducive
environment for swift and efficient advancement in the Medical
Technology (MedTech) sector.

> Funding Source: European Union
> Programme: EU4Health

> Reference: 101101269
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Visit our page

Europe working together to qualify to certify!

NoBoCap is a unique consortium of 11 members comprising: 3
academia, 4 health clusters, 2 SMEs, and 2 global leader NBs
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NOBOCAP TRAINING


https://nobocap.eu/about/

1st training module/results

The NoBoCap project, recently completed the first cohort of its
ambitious MDR (Medical Device Regulation) master’s Level Module 1
“Implementing Regulatory Requirements for Medical Devices” led by
SGS (NB 1639) and TU Dublin.

Exciting Developments in
Long-Term Educational
Programs!

We are thrilled to bring you the latest updates on our range of
long-term courses designed to enhance your skills and
knowledge in MDR and iVDR. Let's dive into the details:

Module 1 Implementing_regulatory requirements (MDR and

IVDR) for medical devices - Cohort 3 - Anticipation is building
for the start of Module 1 Cohort 3, expected in April 2024
mirroring last year's schedule.


https://nobocap.eu/2023/12/14/nobocap-mdr-masters-level-module-and-post-program-evaluation/

Target Market: Quality, regulatory, and other relevant personnel
at manufacturers

Aim: Provide full overview for required implementation of QMS
and MDR requirements.

Module: 2. Generating_data for technical documentation
MDR

Mark your calendars! The first cohort for Module 2 is set to
commence at the beginning of March 2024

Target Market: Quality, regulatory and other relevant personnel
at manufacturers

Aim: Provide full overview for required implementation of QMS
and MDR requirements.

Module: 3 - Generating_data for technical documentation
(IVDR) - it is set to begin in September 2024

Target Market: Quality, regulatory and other relevant personnel
at manufacturers.

Aim: Provide full overview for required implementation of QMS
and iVDR requirements.

Short-Term Courses and Interventions Update

In addition to our long-term courses, we're also excited to
share updates on our short-term courses and interventions:

Al Training Course - Slated to begin between February and
March 2024

Stay tuned for more updates as we continue to shape these
exciting educational opportunities!



Survey for Market Operators
iIn MedTech/HealtTech sectors

We Need Your Insights for shaping the training curriculum developed

under the NoBoCap Project!
Participate in Our Brief Online Survey!

Your voice is crucial. By taking a few minutes to fill out our anonymous
survey, you provide us with essential insights that will directly shape
the future of our industry.

The Community of Clusters, Innovation Hubs
& Partners in Europe


https://eu4healthsolutions.formstack.com/forms/information_sheet_on_nobocap_and_survey

A call to action

TO CERTIFY We are inviting clusters and

all relevant stakeholders to
reach out and connect,

Express your interest to join
forces in this international
community at: &

If interest to join the community, please visit the What to Offer page
and complete the application form.


https://nobocap.eu/community/
https://eu4healthsolutions.formstack.com/forms/nobocap_community_application_clusters_hubs

Start-ups left hanging in EU medical device
regulation snarl-up

Delays in getting the CE mark for medical devices are stretching the
resources of European start-ups and forcing some to turn their
attention to the US.

Read more

The certification Webinar: Regulation
process and 2023/607 MDD
increased costs slow  Extension and its
the growth of the Impact on

medical devices Manufacturers
market Join a free of charge webinar to
The European Commission has learn about the impact on
taken measures to solve these conformity assessment and
problems. marketing authorization of this

regulation.
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Read more

Read more

INITIATIVES

Advice for better
clinical evaluation
of class Il medical
devices
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The Coordinating Research
and Evidence for Medical
Devices

The NoBoCap project cooperates with CORE-MD, contributing
European added value to actions and innovations.

By fostering cooperation with existing related initiatives, we aim to
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Happy Winter Holidays!

With joy of life, health and laughs of child!

May the coming year be filled with success, growth, and exciting new
opportunities.

Thank you for being a part of the NoBoCap journey!

Merry Christmas! Happy New Year 2024!
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https://www.core-md.eu/
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