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May 2022 – for immediate release    


Renishaw becomes one of the first neurosurgical solutions providers to be granted EU MDR approval for medical devices


Renishaw, a global engineering company pioneering robotic neurosurgical solutions, announces that the company’s neuromate® stereotactic robot, incorporating neuroinspire™ surgical planning software, has received EU Medical Device Regulation (MDR) certification from its Notified Body, the British Standards Institution (BSI). As one of the first companies to achieve MDR approval, Renishaw reaffirms its commitment to the market, its customers and, most importantly, the patients who will continue to benefit from the use of its products. 

In a move that became one of the most significant shifts in European medical device regulations in over two decades, the MDR 2017/745 replaced the European Directives on Medical Devices (AIMDD 90/385/EEC and MDD 93/42/EEC) in May 2021. The goal was to create a more modernised, robust and long-term legislative framework for medical devices, as well as software that is used by those devices, with strict inspection by Notified Bodies to assure the highest levels of safety and health.

The introduction of the MDR 2017/745 means more stringent requirements, particularly in the area of clinical and post-market review data, are in place. As a result, many medical device companies within the EU have had to make significant time and financial investments to improve their current processes to capture and analyse this data.

“Achieving MDR certification is a significant achievement for Renishaw and is the result of months of hard work, dedication and due diligence within our team”, said Nina Sainte-Marie, Operations Manager at Renishaw. “Without this and the early adoption of the new regulatory requirements in Europe, certification would not have been possible. I am especially proud to be part of a team that values quality so highly and is committed to establishing compliance within the new EU regulations.”

[bookmark: _Hlk103082197]Paul Skinner, General Manager at Renishaw, commented: “The replacement of the MDD with the MDR has improved the standards for medical device regulation within Europe and we are delighted to be one of the first neurosurgical solutions companies to receive certification. Not only does it reaffirm our commitment to compliance with the evolving regulatory requirements for medical devices but is testament to our progress in meeting the standards required for approval of the neuromate robot and neuroinspire planning software. Thanks to the Renishaw team we’re able to continue supply within Europe and reach our ultimate goal of ensuring patients have access to life-changing neurosurgical devices.”

For more information on Renishaw’s neurosurgical products and services please visit http://www.renishaw.com/neuro 

-ENDS-

Notes to editors

UK-based Renishaw is a world leading engineering technologies company, supplying products used for applications as diverse as jet engine and wind turbine manufacture, through to dentistry and brain surgery. It has over 5,000 employees located in the 37 countries where it has wholly owned subsidiary operations. 

For the year ended June 2021 Renishaw recorded sales of £565.6 million and a revenue increase of 11% for manufacturing technologies and 12% for analytical instruments and medical devices. The company’s largest markets are APAC and EMEA.

Throughout its history Renishaw has made a significant commitment to research and development, with historically between 13 and 18% of annual sales invested in R&D and engineering. The majority of this R&D and manufacturing of the company’s products is carried out in the UK.

The Company’s success has been recognised with numerous international awards, including eighteen Queen’s Awards recognising achievements in technology, export and innovation. 

Further information at www.renishaw.com
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