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IMMUCOR

Product Notification

27 Dec 2018

Product: Panocell®-16

41531
@ 201812-14

REF| 0002332
UDI (DI) 10888234000242

Dear Valued Customer:
(cc Chairman Medical Board and relevant Head of Departments)

You received the product referenced above. Immucor is issuing a field notification regarding an antigen
typing for vial #4 of the affected products.

Issue:
Immucor is issuing this product notification regarding the Js? antigen typing for donor D2070, vial #4 of lots
34457 and 41531. Additional DNA testing of donor D2070 has confirmed the donor as Js(a+).

Impact to Results:

Since donor D2070 is Js(a+), the red blood cells in vial 4 will be reactive with specimens that may contain
anti-Js?; Js (KEL6) is a low-prevalence antigen in the Kell blood group system. You can evaluate the impact
on any previous testing results using these lots per your procedures.

Required Action:
No further action is required.

Please acknowledge receipt of this notification by returning a completed response form by January 3,

2019, to Cherry, G

If you have questions or require additional information, please contact us at il (Cherry).
We apologize for the inconvenience this issue may have caused your laboratory.

Sincerely,

Cherry Teh
Business Executive

3130 Gateway Drive
Norcross, GA 30071
855.466.8267

. WWW.immucor.com
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Product Notification

RESPONSE FORM

I acknowledge that our facility is aware of the Product Notification FA-NOR-18-12

Name:

Position:

Facility:

Account number:

Address:

Telephone:

Stamp and Sign:

Date:

3130 Gateway Drive
Norcross, GA 30071
855.466.8267
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