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LKG16.Ri - Freelite Human 355769 01/2017
Kappa Free Integra Kit

Through the course of a post-release product investigation, it has been determined that
LKO16.RI lot 355769 calibrator and controls require a reassignment which is 16% lower than
the value established during the manufacture of this product.

The Binding Site confirms that the degree of bias is within the total allowable error for
this assay and consequently will have had no impact on patient management.

A correction of the calibrator and QC values has been determined as the responsible course
of action. This ensures that results reported based on these revised values will be a more
accurate reflection of the free light chain (FLC) value. The change of calibration by 16% is
within the natural biological variation of FLC in serum (+/-28%) (Katzmann et al. 2011). It is
within the +/-20% allowable variability of the assay control values.

1. No action is required with regard to patient results previously reported using this kit

lot.
2. This kit lot should be recalibrated with the new calibrator value provided in the table

below. (Please refer to the revised QC datasheet).

Code Description Reassigned Target Reassigned Range
Value
LCO16.RI | Calibrator 16.51 mg/L -
NLO16.RI | Low QC 13.02 ma/L 10.42 — 15.62 mg/L.
NHO016.RI | High QC 26.80 mg/L 21.44 — 32.16 mg/L

3. Re-programme your instrument with the information enclosed in the revised QC
Certificate.
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This notice must be distributed to all persons within your organisation who are required to
maintain awareness of the notification or to any additional organisation where the
aforementioned product has been transferred. Please keep a record of this notice and
actions until the expiry of the product, or for an appropriate period.

On behalf of The Binding Site, we apologise for any inconvenience caused and we thank you
for your continued custom and support.

Please sign, date and return the Field Correction FaxBack to your local Binding Site representative.

Should you have any questions in this regard please contact your local Binding Site representative.

David McConville Hugh Carr-Smith
Technical Services Manager Technical Director

The Binding Site Group Ltd The Binding Site Group Ltd
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