JIVI® (Antihemophilic Factor [Recombinant, B-domain deleted,
PEGylated]) and KOVALTRY® (Antihemophilic Factor
[Recombinant]): Incomplete information within the linear barcode
on select product cartons.

April 11, 2025

Dear Health Care Professional,

Our production team has informed us that select lots of Jivi and Kovaltry
have incomplete information within the linear barcode on product cartons;
specifically, the absence of potency data. All other expected data within
the barcode remains present and correct, including lot and expiry date.
This issue will result in the inability to acquire potency data through the
linear barcode scanning process for the identified lots; however, potency
data remains available for reference as printed readable text on the
cartons.

All identified lots remain valid for use.

Hospitals may receive the following identified lots:

Lots shipped to CBS Lots for shipment to CBS
Jan - Apr 2025 after Apr 2025

Lot Product Lot Product
2715XG2 | JIVI 500 1U 2715PG6 | JIVI 1000 U

271638P
2716087 | JIVI 2000 IU 27163RH | JIVI 2000 1U
271608G | JIVI 3000 IU 27163RG | JIVI 3000 IU
2716095 | KOVALTRY 250 IU 27162TH | KOVALTRY 250 U
2715XG0 | KOVALTRY 500 IU

271618G | KOVALTRY 500 IU
27161G0 | KOVALTRY 2000 IU

27160XH | KOVALTRY 1000 IU
271623W
27163RW | KOVALTRY 2000 IU
2715XT7 | KOVALTRY 3000 IU

27161P5
27163RK

The issue that caused the error has been identified and corrected. All
currently available and future lots, outside of those listed above, will have
potency data within the linear barcode.

We apologize for any inconvenience this may cause.

If you have questions or concerns, please reach out to
sarah.mink@bayer.com.

Sincerely,
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Sarah Mink
Product Manager, Rare Diseases
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