SIEMENS ..,

Healthineers -

Dimension® clinical chemistry system

Dimension® Magnesium (MG) Flex® reagent cartridge

Imprecision & Abnormal Reaction Flags

Urgent Field Safety Notice

VC-22-01.B.0US
August 2022

Our records indicate that your facility may have received the following product:

Table 1. Dimension® Affected Products
Siemens
Material Lot .
Assay Number Number o Datg of First
(SMN)/REF Unique Device Identification (UDI) Expiration Date | Shipment
(Catalog (YYYY-MM-DD) | (YYYY-MM-DD)
Number)
00842768014185FA235022121610444963840 FA2350 2022-12-16 2022-01-10
MG 10444963/ 00842768014185FA235622122210444963840 FA2356 2022-12-21 2022-02-20
DF57 00842768014185GA236322122910444963840 GA2363 2022-12-29 2022-02-17
00842768014185FA301923011910444963840 FA3019 2023-02-19 2022-01-25

Reason for Urgent Field Safety Notice

The purpose of this communication is to inform you of an issue with the products listed in Table 1
above and provide instructions on actions that your laboratory must take.

Siemens Healthineers has received reports that the Dimension Magnesium (MG) Flex reagent
cartridge lots listed in Table 1 may exhibit imprecision for Quality Control (QC) and produce
“‘Abnormal Reaction” flags. The issue is not always detected by QC and erroneous results may be
produced in the absence of an “Abnormal Reaction” flag. Based on customer data, imprecision
leading to erroneous, unflagged patient results with a bias of -15 to -59% may occur. As instructed
in the Dimension Operator’s Guide, any results with an “Abnormal Reaction” flag should not be
reported. The issue appears to be intermittent. The 4 lots listed in Table 1 were manufactured
with a common raw material.

Risk to Health

When this issue occurs, there is a potential for QC failures or erroneous patient results. This could
lead to additional investigation for hypo- or hypermagnesemia which may include repeat and
follow-up testing. Mitigations would include correlation of test results with patient’s clinical history,
signs and symptoms of electrolyte imbalance as well as serial testing. A review of previously
generated results is not recommended as magnesium levels are not interpreted in isolation, rather
as adjunct to clinical assessment and testing of other analytes.
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Imprecision and Abnormal Reaction Flags

Actions to be Taken by the Customer:

For the products listed in Table 1, please perform the following steps:

Discontinue use and discard Dimension MG lots listed in Table 1.

Review your inventory of these products to determine your laboratory’s replacement needs
and to provide information to Siemens Healthineers for reporting to the authorities.

Please review this letter with your Medical Director.

Complete and return the Field Correction Effectiveness Check Form attached to this letter
within 30 days.

If you received any complaints of illness or adverse events associated with the products
listed in Table 1, immediately contact your local Siemens Remote Services Center or your
local Siemens Technical Support Representative.

Please retain this letter with your laboratory records and forward this letter to those who may have
received this product.

We apologize for the inconvenience this situation may cause. If you have any questions, please
contact your Siemens Healthineers Customer Care Center or your local Siemens Healthineers
technical support representative.

Dimensionis a trademark of Siemens Healthineers.
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SHS-SUI-QT-FO SIEMENS ...
Bestitigung Erhalt Produkt Hinweis Healthineers °-*

Signiertes Formular bitte innerhalb von 7 Tagen retournieren an:

Email: gt.ch@siemens-healthineers.com

Per Post: Siemens Healthineers International AG Zweigniederlassung Zirich, Quality, Freilagerstrasse 40, CH-8047 Zirich

1 FSCAvom

Produkt(e):

Anlagenummer(n):

2 Kundenangaben

Institution / Spital / Firma:
Strasse & Nr.:

Postleitzahl, Ort:

Kontakt:

3 Bestatigung des Kunden

Mit der Unterschrift bestatigen Sie den Erhalt des oben erwdhnten Sicherheitshinweises (Kundeninformation)
und die wirksame und versténdliche Kommunikation.

Falls Sie von dieser Massnahme nicht betroffen sind, bitte begriinden:

Falls Sie eine weitere Sprache des Produkt Sicherheitshinweises wiinschen, bitte ankreuzen: |:| DE |:| FR |:| IT

Haben Sie das/die angegebene(n) Produkt(e) auf Lager? Bitte prifen Sie Ihren Bestand:

Produkt Erforderliche Ersatzmenge

Dimension MG — REF DF57, SMN10444963, lot FA2350

Dimension MG — REF DF57, SMN10444963, lot FA2356

Dimension MG — REF DF57, SMN10444963, lot GA2363

Dimension MG — REF DF57, SMIN 10444963, lot FA3019

Name & Funktion Datum & Unterschrift
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SHS-SUI-QT-FO
Confirmation Regu Référence du Produit

SIEMENS ..,

Healthineers -’

Veuillez renvoyer le formulaire signé dans les 7 jours a:

Courriel: gt.ch@siemens-healthineers.com

Par courrier:  Siemens Healthineers International AG Zweigniederlassung Ziirich,

Quality, Freilagerstrasse 40, CH-8047 Zirich

1 FSCAde

Produit(s):

Numéro d’ équipement:

2 Détails du client

Institution / Hépital / Entreprise:
Rue & No.:
Code postal, ville:

Contact:

3 Confirmation du client

Par votre signature, vous confirmez avoir recu l'avis de sécurité du produit susmentionnée (Information client)
et avoir recu une communication efficace et compréhensible.

Si vous n’étes pas concerné(e) par cette mesure, veuillez justifier votre choix :

Si vous souhaitez une autre langue, veuillez cocher la case correspondante : [ | DE[ | FR[ | IT

Avez-vous le(s) produit(s) indiqué(s) en stock ? Veuillez vérifier votre stock :

Produit

Quantité de remplacement

Dimension MG — REF DF57, SMN10444963, lot FA2350

Dimension MG — REF DF57, SMN10444963, lot FA2356

Dimension MG — REF DF57, SMN10444963, lot GA2363

Dimension MG — REF DF57, SMIN 10444963, lot FA3019

Nom & Titre

Date & Signature
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