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EnllEntifcal'ly Optimized Success

Background

ipate becoming, a medical device, there are stringent requirements
demonstrate that their devices are safe to use. Globally, these
ture so navigating the jurisdiction-specific compliance needs around
| requires a trusted partner to do so. These include EU MDR 2017 (EU)
HRA. Specifically in the UK the latest stance is:

ces can use either the UKCA marking or the CE marking on devices
til 30 June 2023. From 1 July 2023, a UKCA marking will be required
he Great Britain market."

Challenge

rs accessing the EU and UK market they will need to be assessed by
EU) to receive a CE marking prior to the 30 June 2023 deadline and
y paperwork can be amended and submitted to be assessed by an
UK) to receive a UKCA marking as required.

are required to show evidence that their products are safe to use,
omply with safety standards such as ISO 13485 and ISO 14971. A
the provision of a 'Clinical Evaluation' to demonstrate the
 under normal conditions of use of the device, and the evaluation of
eptability of the benefit/risk ratio based on clinical data including:

w-Up (PMCF) Plan)
(CER)

Solution

have reviewed or created medical device documentation for a range
Jy vendors. Our exclusively clinically focused team understands all
 help guide compliance for any medical device that is looking to be
ce. We can provide:

of any existing medical device documentation you may have

e Clinical Evaluation Plan documentation

e Post-Market Clinical Follow-Up documentation

e Clinical Evaluation Report documentation

| compliance through our flexible retainer — this can include acting as the

e documentation produced, handling questions from partners, deploying

julators and updated the document suite as required in response to
apes

e Y
Timeline

ion it takes 2-3 months pending support from your compliance and
ting documents on average take 3-4 weeks to complete.



