It looks like JavaScript is disabled in your browser. You'll need to enable it if
you want to create an account.

Find out how to enable JavaScript for Windows, or how to enable JavaScript
for Mac.
Cookies on the NHS website

We've put some small files called cookies on your device to make our site
work.

We'd also like to use analytics cookies. These send information about how
our site is used to services called Adobe Analytics, Hotjar and Google
Analytics. We use this information to improve our site.

Let us know if this is OK. We'll use a cookie to save your choice. You can

read more about our cookies before you choose.
[ I'm OK with analytics cookies ] [ Do not use analytics cookies ]

You can change your cookie settings at any time using our cookies page.

Search

Search on the Innovation Service

[ [ )
Q X

Search Close search

X

Close menu


https://support.microsoft.com/en-us/office/enable-javascript-7bb9ee74-6a9e-4dd1-babf-b0a1bb136361
https://support.apple.com/en-gb/guide/safari/ibrw1074/14.0/mac/11.0
https://support.apple.com/en-gb/guide/safari/ibrw1074/14.0/mac/11.0
http://nhse-innovation-service-informational-prd.azurewebsites.net/transactional/policies/cookies-policy
http://nhse-innovation-service-informational-prd.azurewebsites.net/transactional/policies/cookies-policy
http://nhse-innovation-service-informational-prd.azurewebsites.net/
http://nhse-innovation-service-informational-prd.azurewebsites.net/
http://nhse-innovation-service-informational-prd.azurewebsites.net/
http://nhse-innovation-service-informational-prd.azurewebsites.net/
http://nhse-innovation-service-informational-prd.azurewebsites.net/

Get support

Further information on innovator support
o T ion Servi

Get personalised support

o Innovation qui

The key stages from creation to adoption

> Fundi . .
Find potential funding opportunities

N_GMLS_>
c tudi >
A h rvi >

Sign in to the Innovation Service %

:

i innovation in th H

L=
,.<
=

Back to Regulation

Regulation stage

Registering your medical device with MHRA guide
Downloaded on March 28th, 2024


http://nhse-innovation-service-informational-prd.azurewebsites.net/about-the-service/
http://nhse-innovation-service-informational-prd.azurewebsites.net/innovation-guides/
http://nhse-innovation-service-informational-prd.azurewebsites.net/funding-your-innovation/
http://nhse-innovation-service-informational-prd.azurewebsites.net/news/
http://nhse-innovation-service-informational-prd.azurewebsites.net/news/
http://nhse-innovation-service-informational-prd.azurewebsites.net/case-studies/
http://nhse-innovation-service-informational-prd.azurewebsites.net/case-studies/
http://nhse-innovation-service-informational-prd.azurewebsites.net/about-the-service/
http://nhse-innovation-service-informational-prd.azurewebsites.net/about-the-service/
http://nhse-innovation-service-informational-prd.azurewebsites.net/transactional/signin
http://nhse-innovation-service-informational-prd.azurewebsites.net/transactional/signin
http://nhse-innovation-service-informational-prd.azurewebsites.net/
http://nhse-innovation-service-informational-prd.azurewebsites.net/innovation-guides/
http://nhse-innovation-service-informational-prd.azurewebsites.net/innovation-guides/regulation/
http://nhse-innovation-service-informational-prd.azurewebsites.net/innovation-guides/regulation/

Registering your medical device
with MHRA

Registering your medical device
with MHRA

Medical devices need to be registered with MHRA after they have been
certified by an UK approved body, an EU notified body, or where they have
been self-certified, and prior to being put onto the UK market. The MHRA
performs market surveillance of medical devices in the UK.

There is a fee of £100 for each registration application. You will need to
provide detailed information about the manufacturer and device when
registering.

Manufacturer details:

* legal entity name and address as it appears on the device labelling or
packaging

* company type (for example, limited company or sole trader)

* administrative contact, you can have up to 15 people with access

* a letter of designation for UK Responsible Persons (where applicable)

The letter of designation must be a legal contract, stating that you are the
exclusive UK Responsible Person acting for the manufacturer and the
mandatory tasks you are contracted to undertake on behalf of the
manufacturer. The mandatory tasks that must appear in the designation
contract can be found in regul idance for UK R nsible Persons.

Device details:

* which regulations apply

* the class of device you are registering

* Global Medical Devices Nomenclature (GMDN) code and term to
describe your device

* basic unique device identification- device identifier (UDI-D1) (if

applicable)

medical device name (brand, trade, or proprietary name)

model or version detail

catalogue or reference number

UK approved body (or EU notified body) where applicable

* attributes such as sterility, contains latex, MRI compatible

Find out more about how to register your device with the MHRA.
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