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Product code and description: LK016.0OPT - Optilite® Freelite® Kappa Free Kit
LK016.M.OPT - Optilite® Freelite Mx™ kappa free kit
LKO016.10.0OPT - Optilite® Freelite® Kappa Free Kit

Reference: GLB135898
Date: 30 November 2020
Issue: Positive bias affecting kit quality controls

Summary of Issue:

Investigations at The Binding Site (TBS) have confirmed that the quality controls (QC), high and low controls,
provided with the products and lot numbers indicated in the table below are consistently demonstrating a
positive bias of approximately 15% compared to their assigned values. Customers may experience QC
results consistently reporting results close to their upper acceptable limits, and QC failures may occur on
affected lots.

The Binding Site has identified that the positive bias is limited to kit QC and sample results are not affected.
When valid QC results are obtained in line with the product labelling the affected kits may continue to be used
to report patient results.

Details of affected devices:

Product Lot number(s)/ software version Expiry
LK016.0OPT 432689 2021/11
LK016.M.OPT 437316 2021/11
LK016.10.0PT 433444 2021/11

Advice on action to be taken by the user:

e Users may continue to use any remaining kits of the affected product in their stock. As per the product
instructions for use sample results obtained should only be accepted if the control results are within
+20% of the concentrations stated on the QC certificate provided.

e Please return your completed E-Back form TSWS18 (attached) to
Technical.support@bindingsite.com or to your local Binding Site representative within one week of

receiving this notification.
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Transmission of this Important information:
¢ This notice needs to be passed on all those who need to be aware within your organisation or to any
organisation where the potentially affected devices have been transferred.

e Please transfer this notice to other organisations on which this information has an impact.

¢ Please maintain awareness on this notice and resulting action for an appropriate period
Please contact your local Binding Site representative should you have additional questions on this matter.

Kind regards,

Colin Booth
Director of Regulatory and Quality

Should you require any further information please contact

Your local Binding Site Representative
or
Technical Support Group
UK: +44(0) 1214569696
Technical.support@bindingsite.com
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