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Document Reference: S1-260010FSCA

Original date {as subritted): Barleben, 13 May 2026

Amended date (corrected}.  Barleben, 18 May 2026

URGENT MEDICAL DEVICE FIELD SAFETY CORRECTIVE ACTION

Dear Valued Customer,

At ERF-diagnostic GmbH (EKF}, patient safety and product quality are our highest priorities. We are issuing
this Field Safety Corrective Action (FSCA} to notify you of an inmportant matter concer ning the product listed
below:

Details of affected products:

Impacted Product: Chip Sensar Lactate, Type I/ REF 5206-302%

Impacted Product Lot: CLZE1S

Based on our records, we have verified that your organization received the identified product and affected
lot of the Chip Sensor Lactate, Type L

Description of the problem:

Anintermal investigation has revealed that some sensors in batch CL2 615 may have been mislabeled.
Bazed on current information, a small number of lactate sensors may bear the following product 1abel on
their primary packaging:

Corract product labelling Mislzbeled product
- Chip Sensor Lactate, Type 1 - Chip Sensor Glucose, Typell
- REF: 5205-302% - REF: 3205-3011
- LOT: CL2615 - LOT: CLZE15

Ty

G Sovmor Guroes Typm1l
Chip-Sensar Glukese, Typ 1

Hun-cescop nsekoes, 11 rena

The lot number and expiration date are correct; however, there is a risk of confusion when using the
sensors with the Biosen glucose/flactate device.
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Patient Impact:
The Biosen measuring system is used for the quantitative determination of glucose and lactate in blood,
plasma or serum.

When the chip sensors are inserted into the Biosen device, the device automatically detects whether a
glucose chip sensor or a lactate chip sensor has been used. The measured values are displayed onthe Biosen
device’s screen along with a corresponding abbreviation, which ensures clear identification.

Furthermore, using the wrong chip sensar during the daily check of the Biosen measurement system with
the EasyCon test solution results in the target values specified for the test solution not being achieved.

i, however, a lactate chip sensor is used instead of a glucose chip sensor, extreme deviations in the
measured value will occur, which are completely implausible in a clinical context, so that a defect or
measurement error must be assumed.

Taken together, these device safeguards are intended to allow the user to recognise the use of anincorrect

chip sensor before a clinical decisionis made, so that the residual risk to patients is considered low. To date,
EKF has received no reports of patient harm associated with this issue.

Action Taken by EKF:

*  EKF has identified all affected customers and product lots placed on the market.

if you have further guestions, please contact Technical Suppaort at:
+2 359203 511 414 or support@ekf-diagnostic.de.

CUSTOMER REGUIRED ACTIGN

1. Pleaze immediately discontinue use of the affected product only and qguarantine, and dispose of
those specificitemns identified in this FSCA.

2. Flease ensure this information is shared with your |aboratory staff and other pertinent personnel.

3. K youareadistributor, please complete and returnthe 'Customer Response Form’ enclosed herein.
Flease also forward this FSCA to your end useris} without delay for completion and return.

4. Wyou are the end user in receipt of this FSCA from the distributor, please complete the "Customer
Response Form’ and return it to the distributor,

5 K you are an end user in receipt of this FSCA directly from EKF, please complete the "Customer
Response Form’ and return it to EKF.

6. Theenclosed ‘Customer Response Form” must be returned via fax or email within 10 business days.
7. Flease ensure a copy of this notification is retained as part of your Quality System records.

8. Uponreceipt of the fully completed and signed 'Customer Response Form', we will contact you to
process the product replacement or refund.
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We sincerely apologize for any inconvenience this issue may cause and appreciate your cooperation. EKF
remains committed to supporting you in upholding the highest standards of patient safety, quality and
regulatory compliance

Sincerely,
Digital unterschrigben von
Alexandra Selinger
Datum: 20260518 1271907
+02'00°
i& Alexandra Selinger
Regulatory Affairs Associate / Deputy FRRC
EKF-diagnostic GmbH
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FSCA RESFONSE FORM

Document Referance: 51-260010F5CA

To satisfy regulatory requirements for reporting, please complete this "Customer Response Form” and
return it to EKF using one of the methods helow.
Please enter the following in the subject: RESPONSE TO SI-26D010F5CA - <COMPANY MAME =

FaX  +49(0}35203 511 171
E-Mail support@ekf-diagnostic.de

Return Hesponse:

W acknowledyge receipt of the URGEMT MEDICAL DEVICE FIELD SAFETY CORRECTIWVE ACTION and
confirm we have read and understand the instructions provided therein.

OYes [/ OMo

Are you aware of any adverse events or quality issues associated with affected product?
OY%es / OMao

If yes, please provide further infarmation:

The following has been verified (SELECT ALL THAT APPLYY:
Far clarity, only the mis-labeled units are considered affected product. Mo other units within the laot are
considered impacted. We attest that,

O WWe confirm that all areas where the product could be located have been identified and checked.

O YWe do not have any affected product.

O WWe do have affected product and have guarantined the product. Indicate lots and quantities below.
O YWe have appropriately disposed of the affected product. Indicate lots and quantities below.

O Product was redistributed to another facility, and the naotice was fonwarded.

Flease provide any additional information below, (if applicable).

Signature

Date

Mame

Company name

Addrass
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