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Zaventem, June 191h, 2024 

URGENT FIELD SAFETY NOTICE 

VOLUNTARY FIELD CORRECTIVE ACTION 

Horizon X-Ray Bone Densitometer (DXA) 

FSN Ref: MISC-09879-EUR-2101 Rev. 004 
FSCA Ref: FA-00247 

Dear Valued Hologic Customer, 

At Hologic, patient and care provider safety are our top priority. We continually evaluate and 
improve our product quality and reliability. 

To that end, we advise of a voluntary field corrective action on our Horizon Bone Densitometry 
Systems manufactured from March 11, 2022, and later, as for a small number of systems that have 
been served for motor replacement in the past 2 years - as follows: 

Product Name: Horizon X-Ray Bone Densitometer (DXA) 
Models: Horizon-A, Horizon-W, Horizon-WI, Horizon-C, Horizon-Cl 

UDls Impacted: 15420045505384; 15420045505698; 15420045505827; 15420045505834; 
15420045505865. 

Refer to Annex III for the detail of Horizon Serial Numbers Impacted 

Description of the product problem and hazard identified 

During standard compliance test, Hologic has identified a non-conformance in Horizon DXA devices. 
The non-conformance pe1tains to electromagnetic compatibility requirements according to the 
international technical standard IEC 6060 I - I - 2 for the safety and essential performance of medical 
electrical equipment, where the result from the Horizon DXA System exceeded the electromagnetic 
compatibility limit. The initial investigation has determined the root cause to be specific hardware 
components in the system. 

We have conducted a risk assessment and have identified potential risk to humans who have active, 
implanted medical devices. Additionally, there is potential risk of interference with the essential 
performance of other electronic medical devices in close proximity to the equipment. 

Due to several variables such as the specific design of a given implanted medical device and the 
proximity to other electronic devices, Hologic cannot say with specificity how this identified non.: 
conformance may affect an active implantable medical device; however, there is a risk the non
conformance may impede the essential performance of an active implantable medical device. Any 
potential adverse health outcomes are directly related to the intended use of the active implantable, 
and we are providing the following recommendations to prevent any potential undesired ha1m. 
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