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URGENT FIELD SAFETY NOTICE
ROTEM® sigma complete Part No. 555501
ROTEM® sigma complete + hep Part No. 555502

November 25, 2024

Dear Valued Customer:

This notification is intended to advise your facility regarding a potential issue identified with ROTEM sigma
complete and ROTEM sigma complete + hep cartridges beginning with lot numbers with the letter “S” + 5-

digit number from 221203 (ROTEM sigma complete) and 221204 (ROTEM sigma complete + hep).

The table below identifies the initial lot number per product.

Product Name Part No.| Lot No. | Expiration Date UDI-DI
(YYYY-MM-DD)
ROTEM sigma complete 555501 | S221203 2024-06-30 4260160470310
ROTEM sigma complete + hep | 555502 | S221204 2024-06-30 4260160470327

e Issue Description and Impact

It has come to our attention from a single reported complaint that FIBTEM C A5 results obtained with
cartridges produced beginning with the above lot numbers may exhibit a bias compared to measurements
made with prior lots, for a population within the obstetric setting, that may require an adjustment to bleeding
management algorithms to prevent an improper transfusion with fresh frozen plasma or cryoprecipitate, or
infusion of fibrinogen concentrate. The difference in performance can be attributed to the addition of a
second platelet inhibitor, tirofiban, that was added to improve the FIBTEM formulation and eliminate
dependency on platelet count in cartridges produced beginning with the lot numbers in the table above.

e Mandatory Customer Actions
Based on the above, please take the following immediate actions:

- If you utilize a bleeding management algorithm for ROTEM sigma, it is important that you consider the
following:

- ROTEM bleeding management algorithms have typically been established and clinically validated
using the ROTEM delta system. With the introduction of ROTEM sigma (utilizing the above
referenced lot numbers), we suggest a review of your current algorithms with the awareness of the
performance data from the ROTEM delta to ROTEM sigma method comparison, as listed in the
appendix H or | of the ROTEM sigma User Manual (P/N 0006000370 Rev. 02 September 2022).

+ An example of the data for FIBTEM C A5 is:
* Slope =0.89
* Intercept=-0.3
+ R=0.917

e Based on the above, we recommend that you reevaluate your bleeding management
algorithm thresholds.

o If you choose to modify any of your bleeding management algorithms based upon the
method comparison data in the ROTEM sigma user Manual, make sure to inform all
affected users.

- Document the acknowledgement on the Customer Reply Form and return the completed and
signed form to the fax number or e-mail address listed on the next page.

- Share this information with your clinical users and laboratory staff and follow your internal procedures.

- Forward this notification to all affected locations within your facility.
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- Report all device-related suspected serious incidents to the manufacturer, distributor, local contact
point, and, if appropriate, the National Competent Authority.

- Retain a copy of this natification for your records.

e Customer Reply Form

The customer reply form can be communicated to Werfen via the below options:
- e-mail address: tem-ra@werfen.com
- Faxno.: + 49-89-45429522

e Contact information for questions
- For technical questions please contact your local Werfen representative

We appreciate your prompt attention to this Urgent Field Safety Notice Letter.
Sincerely,
/—Signed by David Jacob

. | approve this document
3 Duoid TJeeob 11/25/2024 | 5:17:27 PM CET
\—680C197BCA4643899FB4C4DDAO6F4347

David Jacob

Director of Quality Assurance and Regulatory Affairs, PBM
PRRC

Tem Innovations GmbH

SRN: DE-MF-000012176
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