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NOTIFICATION
Addendum
[bookmark: bmkCrnReceptionDate][bookmark: OLE_LINK1][bookmark: bmkMemberName]The following communication, dated 23 August 2021, is being circulated at the request of the delegation of the United Kingdom.

_______________


[bookmark: bmkTitle][bookmark: OLE_LINK2]Title: Update to The Medical Devices (Coronavirus Test Device Approvals) (Amendment) Regulations 2021
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	[bookmark: bmkProposedEntryIntoForceDate]Notified measure enters into force - date: December 2021 (target)
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	[bookmark: _Ref40866877][bookmark: bmkFinalMeasure]Text of final measure available from[footnoteRef:1]:  [1:  This information can be provided by including a website address, a pdf attachment, or other information on where the text of the final/modified measure and/or interpretive guidance can be obtained.] 
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Description: TITLE: The Medical Devices (Coronavirus Test Device Approvals) (Amendment) (No.2) Regulations 2021
DEPARTMENT: Department of Health and Social Care
ACTION: Comment period open
SUMMARY: The next stage of the validation process for COVID 19 in vitro diagnostic devices (test kits) is being developed. This will bring in a mandatory laboratory verification for all COVID 19 test kits - this will be in addition to the existing requirement for desktop evaluation by a scientific assessor. We intend to lay regulations in November with them coming into force before the end of the year.
As we developing the second stage we would welcome any comments or views. Ideally via the consultation or call for evidence process but also directly.
DATES: 23/8/21 to 01/10/21
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