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Abbott GmbH & Co. KG DIAGNOSTICS
Max-Planck-Ring 2
65205 Wiesbaden, Germany
Product Correction
Urgent - Immediate Action Required
April 5, 2019
Product i Clul Ly Serial Number uDI
(LN)
Alinity i Processing Module 03R65-01 All
TED (Thermo-Electric Device) Engine, A-30103732-01 All
Reagent cooler A-30103732-02 N/A
A-35006203-01 All
CABLE, POWER OUT, TED CNTRLER A-35006203-02

This letter is to inform you of potential loose cable connections on the reagent cooler, which
could result in temperature errors and eventual reagent cooler failure.

A loose cable connection has the potential to heat up and cause damage to the wire and
connector. If this occurs, the operator may detect a burning smell. The cable connection to
the reagent cooler is located within the processing module and is not intended to be accessed
by the operator. Due to the very low flammability rating of the materials used, any heat
damage would be localized to the connectors.

The cable connections on the reagent cooler have been redesigned to include more
robust connectors.

The failure of the cable connections on the reagent cooler could result in unexpected
instrument down time potentially causing a delay in generating results.

The system operator may be injured (electrical shock or burn) if he/she were to touch or come
in direct contact with the exposed wire when the failure mode occurs.

If you experience unexpected reagent supply temperature errors, detect a burning smell or
visible smoke, power off your Alinity i System and contact your Abbott representative.

Your Abbott representative will contact you to schedule the replacement of the impacted parts
on your system.

If you have forwarded the product listed above to other laboratories, please inform them of
this Product Correction and provide to them a copy of this letter.

Please retain this letter for your laboratory records.
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If you or any of the health care providers you serve have any questions regarding this
information, U.S. Customers please contact Customer Service at 1-877-4ABBOTT (available 24
hours a day, 7 days a week). Customers outside the U.S., please contact your local area
Customer Service.

Adverse reactions or quality problems experienced with the use of this product may be
reported to the FDA’s MedWatch Adverse Event Reporting program either online
(http://www.fda.gov/MedWatch/report.htm), by mail
(http://www.fda.gov/MedWatch/getforms.htm), by phone (1-800-332-1088), or by fax (1-800-
FDA-0178).

If you have experienced any patient or user injury associated with this Field Action, please
immediately report the event to your local area Customer Service.
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