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Urgent: Field Safety Notice / FSCA 007-19

Affected device:

Product name

IH-QC1

ID
number

009321

Référence
number

08710

IHD lot
number

08710.42.1

SAP lot
number
423125421

Expiry date

04.11.2019

Dear Customer,

This letter contains important information that requires your immédiate and urgent attention. Bio-
Rad is voluntarily conducting a Field Safety Corrective Action for the product identifiée! above.

Description of the problem:

We have been able to confirm that, when testing IH-QC 1 lot 08710.42.1 in combination with ID-

Cards containing anti-KEL*, a double population (dp) could be obtained.
"e.g. "DiaClon Rh-Subgroups + Cw + K" (Id-number 52000), "Rh-Subgroups + Cw + K" (Id-

number 50120), "DiaClon Rh-Subgroups + K" (Id-number 50110), "Anti-K" (Id-number 50190),
"DiaClon Rh + K Pheno II" (Id-number 50710).

Note: Only the application for the détermination of the Kell (KEL) System [KEL1] of the IH-QC1
is affected. AU other applications of IH-QC1 perform according to spécifications.

Impact on the patient:
Uninterpretable réactions (dp) could result in invalidating the laboratory Quality and lead to a

delayed reporting of the result.

Immédiate protective measures:
For the détermination of the Kell (KEL) system [KEL1], we recommend destroying the affected
lot and using another lot of IH-QC1.

In case you have any concern IH-QC1 failure, we advise that you discuss with your biologist to
détermine the appropriate course of action depending on the patient's clinical conditions,
médical history, and other relevant laboratory data.

Corrective action:
The lot 08710.57.1(SAP lot number: 434055571) is now available (week 42).
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Please note that the relevant European Regulatory Agency has been advised of this FSCA.

In case of questions, in the first instance, please contact our Technical support at:

product_support_cressier@bio-rad.com

Our représentatives are briefed to help you manage this situation.

We apologize for any inconvenience that may have been caused by this action and we
appreciate your prompt coopération in this matter.

Yours sincerely,

Quality'Assurance Représentative

Diane Galéa

Vice Président & Général Manager
Immunohematology Division

Ann Madden
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