


Sysmex CS8-2000i, CS-2100i; CS-2500 and CS-5100
Possible risk for false negative reportable results with the INNOVANCE D Dimer setting

Risk to Health

With a probability of occurrence below 10° the injury event frequency is far below that range
and has been rated as extremely unlikely. Due to the general severity rating of the test
parameter the overall health risk has been classified as low.

Actions to be Taken by the Customer

In order to overcome this issue, the threshold for “Min Range” of the extrapolation needs to be
changed within the INNOVANCE D-Dimer setting.

Please start the CS-System’s Software and navigate to Settings > INNOVANCE D-Dimer >
Assay Parameter “INN DDi".
Change the current threshold for the “Min Range” from 1.) 0.01 to the new threshold 2) 1.00:

Extrapolation o
Extrapolate Range: Min. XTOL_ & - Max X 2000 <
Exdrapolation o
Extrapolate Range: Min. X 100 . - Max. X 2000 2

Please save and restart the CS-System's Software. After the restart, the system will work with
the new setting.
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Sysmex C5-2000i, CS-2100i; C5-2500 and CS-5100
Possible risk for false negative reportable results with the INNOVANCE D Dimer setting

FIELD CORRECTION EFFECTIVENESS CHECK
Sysmex CS-2000i, CS-2100i; CS-2500 and CS-5100
Possibility of false negative reportable results with INNOVANCE D-Dimer setting

This response form is to confirm receipt of the enclosed Siemens Healthcare Diagnostics
Urgent Medical Device Correction BR-01317 dated January 2017 regarding ‘Sysmex C5-2000/,
CS-21004, CS-2500 and CS-5100 System - Possible risk for false negative reportable results
with the INNOVANCE D Dimer setting’.

Please read each question and indicate the appropriate answer. Fax this completed form to
Siemens Healthcare Diagnostics at the fax number provided at the bottom of this page.

1. I have read and understood the Urgent Medical Device Yes ] No [
Correction instructions provided in this letter.

Name of person completing guestionnaire:

Tile:

Institution: Instrument Serial Number:
Street:

City: State:

Phone; Country:

Please fax this completed form to the Customer Care Center at (###) #HA#-#HHHE. If you have any
guestions, contact your local Siemens technical support representative.
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