CHANGING APPROACH TO

GLOBAL DEVELOPMENT
OF MEDICAL DEVICE PRODUCTS

All elements of life sciences are grappling with the extraordinary depths of change
driven by digitalization and data explosion. As a result, medical technology
companies and their innovation are moving to embrace, incorporate and expand on
those data- and technology-driven areas of change. This infographic, brought to you by
Medtech Insight in collaboration with Syneos Health, details some of the current
trends inﬂuencing approaches to medtech product development.

REGULATORY
Operating in the fragmented global environment
for medtech is like navigating a perfect regulatory
storm, as key markets have recently made or will
make signiﬁcant regulatory changes.
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ISO
ISO 13485:2016 published
13485:2016 2003 and 2016 co-accepted
Only certiﬁcation to ISO
13485:2016 issued
Only certiﬁcation to ISO
13485:2016 accepted

EU MDR

EU MDR ﬁnalized

HDR three-year transition period
IVDD ﬁve-year transition period

MDSAP

MDR

IVD

MDSAP operational/pilot ends
CMDCAS transition to MDSAP
MDSAP only in Canada

The new European Union Medical Device Regulation’s
anticipated enforcement deadline of 26 May 2020
will require clinical evidence on all devices – no
grandfathering – demonstrating clinical eﬀectiveness for
new and existing devices.
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As of July 2019, there are now only
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notiﬁed bodies in the UK.

Medtech Insight expects more boutique NBs will emerge.2

DIGITAL
The point of entry for consumers in past years has been digital tools
and technology for ﬁtness and wellness. 2018 saw the start of a shift
with consumers moving to digital tools with the intention to address
three speciﬁc health needs: diagnosis, predictive monitoring and
managing health conditions.
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The American College of
Radiology’s Data Science Institute
collaborates with radiology
professionals, industry,
government, patients and other
stakeholders to foster the
development and implementation
of artiﬁcial intelligence applications
that improve care.
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MERGERS AND ACQUISITIONS
For the ﬁrst time, venture-backed device M&A total
up-front payments eclipsed all other healthcare
sectors, reaching $3.5bn.

$190m

2018 had the largest median up-front
device payment since 2013.
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There is a trend toward large medical device ﬁrms
(corporate venture capital) investing in small and
start-up device ﬁrms, as traditional venture capital (VC)
ﬁrms shy away from early investment (Series A) because
the cost of bringing a device to market has increased.
The regulatory path is challenging and changing,
and the proﬁt margin on payout to early VC investors
has shrunk, while they are investing more.5

COLLABORATIONS
Co-development partnerships are on the rise.

Medtech Co-Marketing Partnerships Are Declining And Co-Development
Partnerships Are Increasing5
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Medtech Device Partnerships 2010 Versus 20186

Fewer partnerships
formed in 2018
(45 versus 61 in 2010),
but the potential value
more than doubled.
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CONVERGENCE
Big pharma is moving away from the blockbuster
model, digitalization and data explosion are
opening up new avenues and diagnostics, devices and
delivery are linking ever closer as the whole-person
health journey and patient-centric approach become
the focal point for all development.
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2018

Strategic Transactions data show that
in 2010, partnerships were formed
around medical devices, implantable
devices and surgical equipment and
only a few diagnostics.

The convergence is clear
with partnerships formed
around devices, diagnostics,
digital health and drugs
(combination products).

Propeller Health and Aptar Pharma
agreed to co-develop and co-market digital
medicines across multiple disease areas.

Continuing a 2016 relationship, BioSerenity and
Pierre Fabre Group have entered an agreement
to develop a connected range of devices for the
diagnosis, treatment and monitoring of overactive bladder-related urinary disorders.

SurModics granted Abbott Laboratories
exclusive worldwide rights to commercialize
its SurVeil drug-coated balloon to treat the
superﬁcial femoral artery.
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