
 

Astek Innovations Limited 
Astek House, 
Atlantic Street, 
Altrincham, 
Cheshire, 
WA14 5DH, 
United Kingdom 

 

 
 
 
 
 
 
1st January 2021 
 

MHRA 
10 South Colonnade 
Canary Wharf 
London  
E14 4PU 
United Kingdom 
 
www.gov.uk/mhra 

 

Dear Paula Hollowood, 

RE – Scope Reduction of Lloyd’s Register Quality Assurance LTD (0088) 
 
CE Certificate Number:  LRQ 00000822/B 

Refer to Appendix 1 for device exclusions 
 
Devices:    See Appendix 1 
 
MHRA are the regulatory authority for medical devices in the UK. This letter is with regards to the status of your 
medical devices certified by the notified body Lloyd’s Register Quality Assurance LTD (0088) here after referred 
to as LRQA. 
 
As you were informed directly, LRQA no longer certifies Medical Devices under NBOG MD0402 and MD0401 
and as such your EC certification became invalid from 24th February 2019. 
 
To ensure market continuity and respecting commercial interests whilst also ensuring that the European 
regulatory requirements are met, MHRA adopted a proportionate and pragmatic approach towards UK clients. 
Following a strict risk assessment, and in accordance with an agreement made between EU competent 
authorities for medical devices, MHRA gave you permission to place specified products affected by the 
withdrawal of notified body services by LRQA on the EU market until 31st December 2020 whilst you transferred 
to another notified body. 
 
The UK has left the EU and the transition period ended on 31st December 2020. This means that existing 
agreements, such as the agreement to allow orphan manufacturers under MHRA’s transitional support to 
continue to place products on the EU market, no longer apply 
 
MHRA are prepared to extend your grace period to enable you to continue to market and sell products covered 
by the scope of the above certificate (with the exception of the device exclusions outlined in Appendix 1). 
However, our offer of extended support only enables you to place products on the UK market until 31st January 
2021, or until you obtain UKCA certification or your new EC certification, whichever is sooner, subject to you 
meeting the following conditions (section 1 below): 
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1 Initial Information: 
 
MHRA require you to meet the following conditions and provide the requested information in points 1,2, and 3 in 
the box immediately below by 8th January 2020.  
 

1 Acknowledge receipt of this letter and confirm acceptance of its terms; 

2 Acknowledge that any previous letters issued by MHRA are no longer valid and have been replaced by this 

letter 1st January 2020; 

3 Provide a signed agreement that no significant changes will be made during this period of grace. If you are 

considering making any changes that could be regarded as a significant change you must contact MHRA 

before you progress this activity;  

4 Satisfactory progress is made towards bringing yourself back into regulatory compliance by obtaining the 

services of a UK Approved Body (UK AB) or a new EU notified body and continuing to work with them. 

MHRA expects manufacturers to be proactive in engaging and working with their UK AB or new EU notified 

body and to be able to provide evidence to demonstrate this;  

5 Continue your post-market surveillance obligations and immediately notify MHRA of any adverse incident 

report or other safety-related issues; 

6 Permit MHRA to exercise temporary regulatory scrutiny at our discretion; 

 
 

 

 
MHRA require all information requested in section 1 to be sent directly to: 

devices.support@mhra.gov.uk. Please ensure your company name and “LRQA Scope Reduction” are 

included in the subject line of the email. 

 
 
Keeping MHRA up to date should be a priority. MHRA will review your certification progress and adherence to 
our conditions based on information you submit.  
 
Failure to respond to this letter or to accept and adhere to the conditions will lead to an automatic withdrawal of 
this permission. MHRA will also assess the information provided for the medical devices covered by this letter 
and may withdraw our permission to sell if there is evidence of the devices not meeting the relevant safety 
requirements.  
 
Should you gain UKCA or EC certification for the products covered by this letter before the grace period expires 
please inform us of this as soon as possible and provide us with a copy of your new certification. Please ensure 
you map all the products within the scope of your new certification to those under MHRA support. 
 
 
Withdrawal of MHRA Support for specified products: 
On 15th May 2020 Astek Innovations Ltd confirmed that you were no longer seeking CE certification for your 
Class I measuring device “Bite Gauge”. MHRA’s transitional support is conditional on a number of points, one of 
which is that you are seeking CE certification from a new notified body for your devices. As you were no longer 
seeking CE certification for the Bite Gauge, MHRA withdrew their transitional support for this product on 20th 

May 2020 and our support remains withdrawn for this particular product.  
 
In your update report of 7th December 2020, you advised that Astek Innovations Ltd is transferring the Pro-Tip 
system to Young Dental and will no longer be seeking CE Certification for the Pro-Tip system. As such, MHRA 
is withdrawing its support for this product on 1st January 2021. 
 
Where you do not have valid UKCA or EC certification from your UK AB or new EU notified body for a product 
that is no longer under MHRA’s oversight, you cannot continue to place the product on the UK or EU market 
until either it has been brought back into regulatory compliance  or you have obtained a derogation from 
conformity assessment procedures from the Competent Authorities of the countries in which you intend to sell 
your products. 
 
Please see Appendix 2 for useful information and links on how medical devices will be regulated from 1st 
January 2021.   
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If you have any questions, or you believe we may be able to assist in any way, please do not hesitate to contact 
me. 
 
Yours sincerely 
 
 
 
 
 
Dhruti Shah (Née Patel) 
Unit Manager – Notified Bodies, Market Surveillance & Clinical Evaluations 
Email – devices.support@mhra.gov.uk  
 
 
 
 
 
 
 
 
 
 
Appendix 1: 
 
Devices under MHRA oversight: Certificate LRQ 00000822/B 
 
Class IIa Products: 
Gel Etch 
 
 
Devices/certificates no longer under MHRA oversight: certificate LRQ 00000822/B 
 

Class I Measuring Products 
Date MHRA support 
withdrawn: Reason for MHRA withdrawal: 

Bite Gauge 20th May 2020 No longer seeking CE certification 
 
Pro-Tip Converter Products 

 
1st January 2021 

 
No longer seeking CE certification 

 
Pro-Tip Turbo 3 in 1 Dental 
Syringe Tip 

 
 
1st January 2021 

 
 
No longer seeking CE certification 

 
 
 
 
Appendix 2: 
 
EC certification after Exit 

Please refer to our post transition guidance on regulating medical devices from 1 January 2021 for information 
on this, the current page can be found here. 

 
Placing products on the EU market after Exit  
 
Where a manufacturer has not completed their transfer to a new EU notified body by 31st December 2020 and 
wish to continue to place products on the EU market, they will need to seek an individual derogation from 
conformity assessment procedures from the Competent Authorities of the EU countries where they intend to sell 
their products.   
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Labelling information 
 
Please be aware that you can continue to use the existing product labelling for products being placed on the UK 
market, which bears LRQA notified body details, whilst you obtain certification from a UK AB or new EU Notified 
Body.  
 
 
Labelling transition period  
 
Once you have received certification from your UK AB or new EU notified body, we recognise you will require a 
transition period to update your labelling with your UK AB or new EU notified body number for products placed 
on the UK market.  This period is normally 6 months. We advise you to discuss with your UK AB or new EU 
notified body what this grace period will be and seek a formal letter from them confirming this.  MHRA 
understands that during this labelling transition period, to ensure market continuity, products will continue to be 
placed on the UK market under your old notified body number for a period of time.  MHRA have no objection to 
this as long as the labelling transition grace period has been formally agreed with your new UK AB or EU 
notified body. 
 
 
Information on UK Approved Bodies (UK AB) 
 
Guidance on UK AB’s will be available on our new webpage “Approved bodies for medical devices” which will 
be published on gov.uk after the transition period ends.  The information will be accessible via this link. In the 
meantime limited information is available on our current webpage.   
 
 

 

https://www.gov.uk/government/publications/approved-bodies-for-medical-devices/approved-bodies-for-medical-devices
https://www.gov.uk/government/publications/notified-bodies-for-medical-devices/notified-bodies-for-medical-devices

