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1300 E. Touhy Ave.

Urgent Field Safety Notice Des Plaines, IL 60018
Molecular Diagnostics at Abbott

Products: Alinity m System,

Alinity m HR HPV AMP Kit & Alinity m STI AMP Kit

List Numbers: 08N53-002, 08N53-032, 09N15-090,
Abbott 09N15-091, 09N17-090, and 09N17-091

Not Serial or Lot Specific

Unique Device Identifiers (UDIs): See Appendix

September 11, 2024

Dear Abbott Customer,

This letter contains important information regarding Alinity m HR HPV AMP Kit (List 0gN15-
090 and 09N15-091) and Alinity m STI AMP Kit (List 09N17-090 and 0c9N17-091) utilized with
the Alinity m System (List 08N53-002 and 08N53-032). Please review this information
carefully.

Background

Abbott has identified an increase of incidences regarding Error Code (EC) 9198 (Positive control
is non-reactive) while using the Alinity m HR HPV AMP Kit and Alinity m STI AMP Kit. Certain
invalidated positive assay controls can be traced to iron leaching into the Alinity m Lysis
Solution from the lysis transfer pump in the Alinity m System.

Potential Impact

There is a potential for non-reactive positive controls to occur while using Alinity m HR HPV
and Alinity m STI AMP Kits. Metal leaching in the lysis buffer can lead to invalidated HPV and
STI positive assay controls. It has been determined that there is no impact to results generated if
valid controls are obtained. No other Alinity m assays are impacted.

Abbott is working on a new pump design. Additional information will be provided when the new
pump is available following appropriate regulatory approvals.

Necessary Actions

o If you experience an increased incidence of Error Code 9198 (Positive control is non-
reactive) while testing the Alinity m HR HPV or Alinity m STI assay, please contact Abbott
Technical Support for additional troubleshooting information.

¢ Complete and return the associated Customer Reply Form. If you have forwarded this
product to any other laboratories, please also forward this letter and customer reply form to
that laboratory.

Review this information with laboratory personnel and retain this communication for future
reference. If you have any questions regarding this communication, please contact your local
Abbott representative. We apologize for any inconvenience this may have created for your
laboratory.

Sincerely,
S B8 = 1oy
Rgl;astian

Divisional Vice President, Quality Assurance
Molecular Diagnostics at Abbott
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List Numbers | Unique Device Identifier (UDI)s

08N53-002 00884999048034

08N53-032 00884999047587

09N15-090 00884999047921

09N15-091 00884999049529

09N17-090 00884999047945

09N17-091 00884999049277
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