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CMG MedDev is a dedicated
consulting service with more
than 30 years of experience,
with a focus on the field of
medical devices, in vitro
diagnostics, software and MDA
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We are focused on simplifying
your journey by prioritizing
product safety and efficiency,
tailoring personal solutions that
ensure the success of your
projects from concept to market
and beyond.
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Our team of experts collaborates
closely with you to navigate the
intricate landscape of MDR/IVDR,
MDSW, MDAI, FDA, quality
system and clinical

research/studies.

Device definition and classification

MD-Design and development prototype
Regulatory strategy development
Technical documentation - TD

Risk analysis according to

ISO 14971.

Implementation of EU/FDA regulations
MDR, IVDR

510k, BDD, PMA, De Novo

IEC 62304 for medical software

MDSW - Design, development,
verification and validation.

Dataset curation or training algorithms.
Synthetic data generation from real-
world data for algorithm training and
clinical validation

Vigilance system and post-market

" surveillance planning

PMCF and PMPF methodologies
Regulatory advisory board

Economic operator roles, UDI consulting,
and EU MDR/IVDR consultation
processes

Market access

..............................................
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* Development and implementation

of QMS according to ISO 13485, ISO
15189, ISO 17025, ISO 9001, GLP,
GCP and GCLP.

* Implementation of QMSR (FDA)

« Conducting GAP analysis

* Development and implementation

of documentation according to IEC
62304 for MDSW.

Internal audits according to ISO
13485, ISO 17025, ISO 15189, GCP
and GLP.

Management of non-conformities
and CAPAs.

Liaison with NB and

accrediting/certifying bodies.
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