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Medical polymer developed that can be sterilized 'several hundred times'
EMS-Grivory has developed a transparent polymer which they say can be sterilized several hundred
times. It has been developed to solve a problem surrounding single-use medical devices that are
disposed as hazard waste.
In the medical sector today, a great deal of metal and glass is still used. Both materials can be heavy
and expensive to manufacture, while glass also represents a safety risk of breakage in many areas.
This development, including scaling-up to industrial size production plants, took two years.
This material could open up the way for replacement of glass and metal in the medical sector. Previous
disposable articles can now be sterilised more than 500 times in future and reused, and can allow
corresponding health costs to be reduced by more than 90%.
The low density of the EMS specialty polymer means part weight can be reduced by up to 80%.
EMS has already received first customer approvals and certification which are necessary for use of
these material in the medical sector.

How MDR impacts your quality management system
by Richard Poate
Richard Poate, medical health services manager at global product testing and certification organization TÜV SÜD
writes about the effect of MDR.

The global medical device market is governed by a broad range of national and
international regulations and standards, and medical device manufacturers
must meet certification and testing requirements to legally place products on
each market. As the regulatory requirements are complex and vary between
regions, manufacturers are faced with increased product development costs
and time to markets challenges.
There are further complications as medical device manufacturers will soon be
confronted with major changes in the European Union’s decades-old regulatory
framework which governs market access to the EU.
The new Medical Device Regulation (MDR) replaces the EU’s current Medical Device Directive MDD
(93/42/EEC), and the active implantable medical device directive AIMDD (90/385/EEC). This
represents a major restructure to the medical device regulatory framework, with the MDR coming
into force on 25 May 2017 and ending its transition period on 26 May 2020.
In order to evaluate the compliance of their device against the Essential Requirements of the
MDD/AIMDD or General Safety Performance Requirements of the MDR, a manufacturer’s product
and quality management system must undergo a conformity assessment process, with the
involvement of a Notified Body in most of the cases. They must also write technical documentation,
as well as establish a quality management system that meets the relevant and applicable
requirements. A Notified Body is an organization that has been designated by an EU member state
and notified by the EU Commission to assess whether manufacturers and their medical devices meet
the requirements set out in legislation.
What products require a Notified Body?
Notified Body involvement is not required for Class I devices which are not sterile, do not include a
measurement function and are not reusable surgical instruments. This means that manufacturers can
add the CE marking in the normal way and self-certify that their product meets the requirements.
Class Is, Im, Ir, IIa, IIb and III devices do need a Notified Body to be involved, so this means that it is
important for manufacturers to plan ahead from the start of the product development process as any
delays in the certification process could disrupt time to market.
Class IIa Devices are generally low to medium risk and are mainly devices installed within the body in
the short term, for only between 60 minutes and 30 days. Class IIb Devices are slightly more complex
and are generally considered medium to high risk, as these will often be installed within the body for
periods of 30 days or longer.
While they have an identical compliance route to Class IIa devices, there is the added requirement of
a device type examination by a Notified Body. Class III medical devices are usually those that sustain
or support life, are implanted, or present potential unreasonable risk of illness or injury, for example
implantable pacemakers and breast implants.

Streamlining the process
However, while medical device manufacturers are faced by such challenges, they may not realise that
they have an opportunity to streamline this process. There is often a presumption that because
product testing and Notified Body auditing are discreet activities, that they must be undertaken by
two separate entities i.e. a test lab and a Notified Body. Testing is done first, usually throughout the
product development lifecycle – to verify that products meet legislative requirements. A Notified
Body audit is then bolted on top of that at the final stage of product development – to gain
certification, with both discreet activities done by two separate organizations.
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To streamline the time to market process as much as possible, manufacturers should take a step back
and a more pragmatic, joined-up approach. From the start of the process, a device manufacturer
should establish what the regulatory expectations will be for both the final product and the test
process that goes alongside it.
A Notified Body’s tasks will vary depending on the classification of the products concerned and the
conformity assessment route a manufacturer has chosen. Typical activities that can be undertaken by
a Notified Body include:
Full quality assurance – the Notified Body will carry out an assessment of the manufacturer’s quality
system, including design. They will also sample across the range of products and processes to ensure
that the requirements are being met.
Examination of the design – to ensure that products meet requirements, the Notified Body will
assess the full technical documentation.
Type examination – the Notified Body will assess the full technical information relating to each type
of product and carry out appropriate testing of a representative production sample, to ensure that it
meets the requirements.
Verification – before the manufacturer can place products onto the market, the Notified Body will
either test every unit or every batch of product to ensure that they meet requirements.
Production and product quality assurance – the Notified Body will carry out an assessment of either
the manufacturer’s quality system covering production and inspection (production quality assurance)
or final inspection (product quality assurance). The Notified Body will also sample across the range of
products to ensure that relevant technical files are available, as well as ensuring that the relevant
processes being undertaken meet the requirements
Conduct unannounced audits of manufacturers – it is now mandatory for Notified Bodies to conduct
unannounced audits of manufacturers.
To streamline the time to market process as much as possible, manufacturers should take a step back
and a more pragmatic, joined-up approach. From the start of the process, a device manufacturer
should establish what the regulatory expectations will be for both the final product and the test
process that goes alongside it. If you understand this from the start and engage with a Notified Body
at this point, you can ensure that you meet all of the Notified Body’s expectations and requirements
at the final certification stage. Also, internally at a device manufacturer, the regulatory affairs team,
which deal with certifications/audits and the CE Marking process, and R&D engineers are often very
separate teams. So, they need to work more closely to expedite the process.
Also, think about your target markets from the start and how you can streamline this process, so that
the entire process is geared towards your end goal – to sell a medical device to particular and
multiple markets.

FDA grants breakthrough status to V-Wave’s interatrial shunt
The US Food and Drug Administration (FDA) has granted breakthrough device designation to VWave’s interatrial shunt for the treatment of patients with symptomatic heart failure (HF).
The investigational, miniature, minimally invasive device is meant to relieve increased left atrial
pressure (LAP), in turn decreasing fluid build-up in the lungs.
According to the company, fluid build-up in the lungs is considered as the most common reason for
HF hospitalizations and exercise limitation. The V-Wave interatrial shunt is meant for chronic HF
patients with preserved and reduced ejection fraction.
It is designed to prevent elevated LAP episodes, thereby offering symptom relief, minimising
hospitalisation, and improving exercise tolerance and quality of life.
V-Wave CEO Neal Eigler said: “This breakthrough designation provides V-Wave with additional
options for FDA communication that will facilitate collaboration, as well as a prioritised review of
submissions and marketing applications.
“The potential for early Centers for Medicare and Medicaid Services (CMS) support for this
programme, makes our breakthrough designation a double-win for HF patients who need access to
novel therapies as quickly as possible.”
The interatrial shunt is currently undergoing a global, randomised, double-blinded, controlled
investigational device exemption (IDE) clinical trial called RELIEVE-HF.
RELIEVE-HF will involve 500 advanced HF patients with preserved or reduced left ventricular ejection
fraction. The trial will enrol subjects who experience symptoms even after prior medical and device
therapies. It will assess the safety and effectiveness of the V-Wave interatrial shunt at up to 75 sites in
the US, Canada, Europe and Israel.
The trial will also measure the six-minute walk test (6MWT) and change in the Kansas City
Cardiomyopathy Questionnaire (KCCQ). RELIEVE-HF is expected to be completed in 2025.

Making sustainable medical devices: five top tips
By Chloe Kent
The need for sustainable manufacturing practices is more pressing than ever and medical devices are
no exception. Medical Technology caught up with thought leaders from across the industry to pull
together five top tips for manufacturers.
1. Look into multiplexing
Sona Nanotech is a Canadian life sciences firm that produces unique gold nanorods for diagnostic test
and medical applications. It spends a large amount of its time dealing with lateral flow tests, those
which are designed to detect a certain element in a body of liquid, such as over the counter (OTC)
pregnancy tests and insulin assays. Sona Nanotech president and chief executive Darren Rowles says:
“I strongly believe lateral flow test developers and manufacturers have a duty to reduce plastic waste
by rethinking how they make tests. Multiplexing – having more than one test line on a strip or more
than one test in a cartridge – offers one solution. In many scenarios, from human and animal health
to environmental and food testing, multiplexed tests negate the need for many separate individual
tests.”
2. Utilise greener materials
According to the UK Government, plastic waste in the oceans is set to treble within the next decade.
Everyday single-use plastics can take over 400 years to biodegrade, which is why it’s so important
medical device manufacturers look into using sustainable materials in their equipment.
Research is also burgeoning around renewable polyethylene (PR) and polyethylene terephthalate
(PET), as these materials are easily recyclable.
3. Try out 3D printing
It’s not just a final product which should aim to be eco-friendly – the production process should also
seek to be as sustainable as possible.
4. Focus on re-usables – but keep an eye on the cost of sterilization
Many medical devices will simply have to be disposed of after to preserve patient safety. However,
some pieces of equipment can be designed to be re-used after a process of disinfection between
patients. Devices like surgical forceps and endoscopes can be made in both reusable and single-use
formats, and a focus amongst manufacturers to develop the former over the latter can significantly
reduce the amount of waste healthcare providers will need to send to landfill.
5. Be proactive, hire a consultant
Sustainable changes can’t all be made overnight, but an attitude change can. If development teams
begin to foster an understanding of factors like the microbiology, chemistry and material science of a
device, they can develop a smarter more eco-friendly end product.

5 things to know about Germany’s gesund medical device market
Thanks to a global reputation of top class products and a well regulated environment, the words
‘Made in Germany’ have become synonymous with quality and innovation. We hone in on five
reasons why Germany’s medical device market is the strongest in Europe. As people around the
world live longer, healthier lives, the demand for innovations in medical technology is skyrocketing.
In Europe and internationally, devices made in Germany benefit from a distinguished reputation and
a guarantee of quality. But what makes the German market tick?
A well-built infrastructure
Germany’s medical device sector is the largest in Europe and the third largest in the world, taking
up 10.2% of global medical tech production after the US (39.6%) and China (11.1%). In 2015 it
reached €27.6bn in sales, €17.6bn of which was in exports.
Vibrant SME scene
The German medical devices industry is made up almost entirely of small and medium sized
enterprises (SMEs), with SMEs having a 91.5% share of the market.
The SME-centric market for German medical technologies offers flexibility to innovate where the
bigger American or Japanese corporations must focus on growth. Focusing on niche areas of
medical technology development allows German SMEs to react flexibly, meeting a broad range of
demands and supplying highly specialised products.
World class education
Germany is home to three of the top 15 medical schools in Europe: Charité Universitätsmedizin
Berlin, Ruprecht-Karls-Universität Heidelberg and Ludwig-Maximilians-Universität München.
Germany also has the second highest rate of students enrolling in technological fields in the EU,
with 29% of university students studying science, mathematics, computer science or engineering.
There are over 150 different bachelors and masters courses available throughout the country for
students to choose from which specialise directly in medical technology.
Innovation for the elderly
By 2035, Germany’s over-65 population will reach 24 million, representing a third of the domestic
population, while the over-50 demographic will represent at least half. As such, digital health
companies in Germany have become heavily focused on the ‘silver economy’, working on
developing medical devices which will improve the quality of life for an aging population.
Keussen says: “Robotic support in geriatric care and digital applications for home care are unique
challenges which are relevant for Germany as well as for other markets with a rapidly aging society,
e.g. Japan, China and Scandinavia.”
Setting international standards
The German medical device market is subject to strict safety regulations, something which should
give manufacturers considerable peace of mind in the wake of the worldwide failures in medical
devices revealed in the Implant Files investigation.
German medical devices have to comply with the EU-wide regulations of the CE mark, which must
be obtained for all devices sold with an intended medical purpose in Europe. Medical devices are
not certified by governmental institutions in Europe but by organisations known as ‘notified bodies’
which operate on the government’s behalf.

