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URGENT FIELD SAFETY NOTICE 

VOLUNT ARY FIELD CORRECTIVE ACTION 
Horizon X-Ray Bone Densitometer (DXA) 

FSN Ref: MISC-09879-EUR-2101 Rev. 003 
FSCA Ref: F A-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. 

Rèfer to Annex 111 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 pertains to electromagnetic compatibility requirements according to the 
international technica! standard IEC 60601 - 1 - 2 for the safety and essential performance of medica! 
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 medica! devices. Additionally, there is potential risk of interference with the essential 
performance of other electronic medica! devices in close proximity to the equipment. 

Recommendations 

• Do NOT scan patients that have active implanted medica! devices, including but not limited to 
neurostimulators, pacemakers, cardiac defibrillators, continuous glucose monitors, or other bio­
wearable sensors. 

• Any operator who has an active implanted medica! device should also refrain from operating 
the system at this time. 

• Do NOT scan patients that are currently being treated with an electronic medical device. 
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Annex II: User Manual - Patient Questionnaire 

Prior to performing a DXA scan on a patient, Horizon users should complete a patient interview as 
part of the Horizon X-Ray Bone Densitometer (DXA) System clinical workflow, as outlined in the 
Horizon lnstruction for Use (IFU), Chapter 5, section 5.1 as shown in the image below: 

For access to the electronic version of the Horizon lnstructions for use visit: 

https:/ hNW\V. ho I ogi c. com/pac kage-i nserts/breas t-skel eta 1-healt h-prod ucts/h ori zon-dxa-system­
pac kage-i nserts i fus 

Horizon Bone Densitometry System User Guide 
Chapter 5: Performing an Exam 

Chapter 5 Performing an Exam 

5.1 Patient Interview 

Hologic BV, 

The following is a list of questions to ask the patient (some may not apply) 

Is !here any chance of pregnancy? 

If a patient is (or may be) pregnant, always contact the patienl's physician before 
performîng a scan. 

Has the patient had any radiologica! proced1Ue using the following contrast agents 
within the last 7 days: 

• Iodine 
• Barium 
Radiologica! contrast agents used for X ray and CT can interfere with OXA scans. 
In particular, oral contrasts can remaîn in the gastrointestinal tract for several 
days affecting DXA results. Intravenous iodîne normally clears within 72 hours 
for those patients with normal kidney function. 
Hologic DXA measurements have been sh.own in several studies to be unaffected 
by nuclear îsotope studies, so DXA measurements can be done immediately after 
nuclear isotope studies as long as the studies do not a1so include radiologica! 
contrast agents (such as iodine and barium). 

Is the patient wearing any objects in the scan area such as an ostomy device, metal 
buttons or snaps, or j ewelry? 

This may interfere in the scanning of the patient. 

Has the patient had any surgery in the area being scanned? 

If so, consider whether to perform the examination. For example, any of the 
following intemal objects cou.ld interfere with the scan: 
• Pacemaker lead� 
• Radioactîve seeds 
• Metal implants 
• Surgical staples 
• Foreign bodîes; e.g., shrapnel 
• Radio-opaque catheters or tubes 
If the patient had surgery on a hip or forearm, then the uninjured lûp or forearm 
should be scanned. 
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Annex 111: Horizon Serial Numbers lmpacted in EMEA 

�ORIZON-A Serial Numbers 

Austria 307684M Netherlands 306884M Poland 308 1 13M 

Austria 30808 1 M  Netherlands 306949M Po11ugal 307287M 

Croatia 307999M Netherlands 306958M Slovakia 306793M 

France 305837M Netherlands 307027M Switzerland 305894M 

France 307579M Netherlands 307119M Switzerland 308466M 

France 308401 M  Netherlands 307187M UK 305882M 

Germany 306786M Netherlands 307212M UK 30604 1 M  

lreland 306845M Netherlands 3072 16M UK 30609 1 M  

lreland 307220M Netherlands 30729 1 M  UK 3061 32M 

lsrael 308275M Netherlands 307295M UK 3062 1 5M 

lsrael 308287M Netherlands 307484M UK 306464M 

ltaly 306065M Netherlands 307534M UK 306651 M  

Italy 306782M Netherlands 307624M UK 307488M 

Italy 30743 IM Netherlands 307676M UK 307529M 

Kuwait 307023M Netherlands 307819M UK 307538M 

Malta 307895M Netherlands 307855M UK 307583M 

Netherlands 305883M Netherlands 307859M UK 307620M 

Netherlands 3059 15M Netherlands 307934M UK 307673M 

Netherlands 3060 19M Netherlands 307939M UK 3078 14M 

Netherlands 306096M Netherlands 307947M UK 307863M 

Netherlands 306220M Netherlands 307951M UK 307867M 

Netherlands 306305M Netherlands 308003M UK 30791 IM 

Netherlands 306399M Netherlands 308011 M UK 308007M 

Netherlands 306447M Netherlands 3080 15M UK 308070M 

Netherlands 306486M Netherlands 308334M UK 308089M 

Netherlands 306553M Netherlands 308470M UK 30841 IM 

Netherlands 306585M Netherlands 308474M UK 308458M 

Netherlands 306652M Poland 306954M UK 308462M 

HORIZON-C Serial Numbers 

France 306776M Germany 307019M Switzerland 306945M 

Germany 306836M Germany 307861 M  UK 305627M 

Germany 306863M Germany 308001M UK 305930M 

Germany 306867M Slovakia 307857M UK 306842M 

Germany 306941M Switzerland 30585 1 M  UK 306939M 

Germany 306947M Switzerland 30601 IM UK 3070 15M 

Germany 306976M Switzerland 306760M UK 307697M 
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HORIZON-Cl Serial Numbers 

Austria 30601 5M France 307253M Germany 3071 04M 

Austria 306771M France 307298M Germany 3071 29M 

Austria 306775M France 307420M Germany 307188M 

Austria 307493M France 307422M Germany 307 1 93M 

Austria 307843M France 307490M Germany 307547M 

Belgium 305710M France 307548M Germany 307699M 

Belgium 30762 1 M  France 307622M Germany 307703M 

Belgium 308013M France 307642M Germany 307786M 

Croatia 306763M France 307783M Germany 307788M 

Croatia 3071 97M France 307790M Germany 30779 1 M  

Cyprus 30697 1 M  France 307930M Germany 307846M 

France 305386M France 30793 I M  Germany 30788 1 M  

France 305614M France 307942M Germany 307897M 

France 30571 IM France 308 1 12M Germany 307925M 

France 305748M France 308366M Germany 307927M 

France 305752M France 308368M Germany 308071 M 

France 305757M France 308370M Gennany 308086M 

France 306014M France 30847 1 M  Germany 308095M 

France 306016M France 308473M Germany 30837 1 M  
France 306066M Germany 305320M Germany 308450M 

France 306134M Germany 3057 12M Germany 308464M 

France 306162M Germany 305746M Greece 305602M 

France 306212M Germany 305750M Greece 305708M 

France 306232M Germany 306043M Greece 305709M 

France 306282M Germany 306163M Greece 305749M 

France 306356M Germany 30623 IM Greece 305760M 

France 306543M Germany 306510M Greece 305970M 
(rance 306586M Gerinany 30651 IM Greece 30702 1 M  

France 306764M Germany 306595M Greece 307024M 

France 306838M Germany 306759M Greece 307132M 

France 306844M Germany 306761 M  Greece 307296M 

France 307013M Germany 306767M Greece 308539M 

France 307017M Germany 306769M ltaly 305628M 

France 3071 06M Germany 306774M ltaly 305705M 

France 3071 27M Germany 306847M ltaly 3057 13M 

France 307128M Germany 306848M ltaly 305745M 

France 307245M Germany 306969M ltaly 30575 1 M  

France 307249M Germany 307102M ltaly 305753M 

France 307250M Germany 307103M ltaly 305755M 
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ltaly 305756M Por1ugal 30628 1 M Spain 305956M 

ltaly 3060 12M Po11ugal 3071 26M Spain 307026M 

ltaly 306042M Portugal 307924M Spain 307 1 3 1 M  

ltaly 306067M Serbia 305613M Spain 307849M 

Italy 306068M Serbia 306280M Spain 3080 10M 

ltaly 306082M Serbia 306616M Spain 308079M 

ltaly 306085M Slovakia 307896M Spain 308383M 

Italy 306090M Slovakia 308005M Spain 308468M 

ltaly 306209M Slovakia 308 1 1 4M Switzerland 306 1 6 1 M  

ltaly 30621 IM Slovakia 3081 15M Switzerland 306653M 

ltaly 306613M Slovakia 308446M Switzerland 308 1 16M 

ltaly 307550M South Africa 3059 16M Switzerland 308379M 

Italy 308008M Spain 300220M UK 307252M 

Netherlands 3071 30M Spain 30 1 857M UK 307254M 

Netherlands 307189M Spain 304 1 1  I M  

Poland 3071 92M Spain 305936M 

HORIZON-W Serial Numbers 

Croatia 308038M Italy 305858M Po11ugal 305984M 

Croatia 308267M ltaly 30588 1 M  Qatar 307543M 

France 305805M ltaly 305952M Qatar 307634M 

France 305808M ltaly 307096M Romania 306843M 

France 305857M Italy 307423M Saudi Arabia 307954M 

France 307572M ltaly 307878M Serbia 306216M 

France 307704M Jordan 306864M Serbia 308261 M  

France 307886M Kuwait 305797M Slovakia 307866M 

France 3079 19M Kuwait 306069M Slovakia 307893M 

France 307964M Kuwait 307489M Slovakia 307913M 

France 308025M Lebanon 308073M Slovakia 30791 7M 

France 308078M Morocco 307882M Slovakia 307957M 

France 308454M Morocco 307949M Slovakia 308148M 

Germany 305957M Morocco • 307952M Slovakia 308152M 

Germany 307962M Palestine 307526M South Africa 306170M 

Greece 305859M Palestine 307532M South A frica 306602M 

Greece · 306070M Palestine 307700M South Africa 306869M 

Greece 306933M Poland 306937M South Africa 307022M 

Greece 307956M Poland 307014M South Africa 3071 96M 

Greece 30803 1 M Poland 307018M South Africa 307889M 

Greece 308456M Poland 30742 1 M  South A frica 307948M 
lslas 

308036M 
Canarias 

ltaly 305806M 

Poland 30768 1 M  

Po land 307914M 

Poland 308034M 

South Africa 307953M 

Spain 300759M 

Spain 306098M 

MISC-09879-EUR-2101 Rev. 003 
Hologic BV, 

Page 1 8 



HOLOGtC
® 

Spain 306654M UK 306866M UK 30792 \ M  

Spain 306935M UK 30695 I M  UK 307960M 

Spain 307678M UK 306953M UK 307963M 

UK 305937M UK 306955M UK 308027M 

UK 306133M UK 307630M 

UK 306837M UK 307868M 

HORIZON-WI Serial Numbers 

Algeria 306606M France 308544M Iran 305539M 

Algeria 306846M Germany 305875M Iran 305787M 

Andorra 306312M Germany 305982M Iran 305791 M 

Austria 307932M Germany 307850M Iran 305871 M 

Austria 308576M Germany 308207M Iran 305962M 

Belgium 305886M Greece 30554 1 M  Iran 306167M 

Belgium 30589 1 M  Greece 305868M Iran 306287M 

Belgium 3071 94M Greece 305872M Iran 306352M 

Croatia 30607 \M Greece 305939M Iran 306432M 

Croatia 30620 1 M  Greece 305973M Iran 306434M 

Croatia 306409M Greece 305995M Iran 306504M 

Cyprus 306208M Greece 306045M Iran 306584M 

Cyprus 306430M Greece 306 1 4 1 M  Iran 306587M 

Cyprus 306497M Greece 306165M Iran 306656M 

Cyprus 306814M Greece 306499M Iran 306658M 

Cyprus 306816M Greece 306815M Iran 306660M 

Cyprus 307229M Greece 306977M Iran 306802M 

Cyprus 308205M Greece 307016M Iran 3068 1 3M 

Cyprus 308543M Greece 307099M· Iran 307100M 

Egypt 305860M Greece 307105M Iran 307195M 

Egypt 305993M Greece 307674M 1ran 307198M 

Egypt 306655M Greece 307680M Iran 307199M 

Estonia 305887M Greece 307950M Iran 307225M 

Estonia 306072M Greece 307955M Iran 307230M 

France 305540M Greece 307968M Iran 307236M 

France 305867M Greece 308004M Iran 307289M 

France 305885M Greece 308083M Iran 307292M 

France 306073M Greece 308 1 4 1 M  Iran 307294M 

France 306230M Greece 308378M Iran 307412M 

France 30641 I M  Greece 308380M Iran 307419M 

France 306657M Greece 308382M Iran 307443M 

France 306934M Greece 308386M Iran 307445M 

France 307 1 9 1 M  Greece 308472M Iran 307546M 

France 30749 1 M  Iran 305538M Iran 307594M 

MISC-09879-EUR 2101 Rev. 003 

Hologic BV, 

Page 1 9 



HOLOGIC
® 

Iran 308384M ltaly 307190M Morocco 307486M 

Iran 308388M ltaly 307582M Netherlands 306803M 

Iran 308432M ltaly 307844M Netherlands 307237M 

Iran 308436M ltaly 307847M Poland 306596M 

Iran 308442M ltaly 307848M Poland 306597M 

Iran 308443M ltaly 307858M Poland 306808M 

Iran 308445M ltaly 307916M Poland 30741 5M 

Iran 308447M ltaly 307967M Poland 307593M 

Iran 30845 I M  ltaly 307996M Poland 308024M 

Iran 308463M ltaly 308072M Portugal 3059 1 7M 

Iran 308707M ltaly 308088M Portugal 3059 1 8M 

Iran 308709M ltaly 308096M Portugal 306 1 0 1 M  

Iran 3087 12M Italy 308 1 94M Pottugal 306302M 

Iran 308714M Italy 308195M Portugal 306303M 

Iran 308717M Italy 3081 96M Po1tugal 306306M 

Iran 3087 18M Italy 308 1 98M Po1tugal 306659M 

Iran 3087 19M ltaly 30820 1 M  Portugal 30681 l M  

Iran 308720M ltaly 308203M Po1tugal 307217M 

Iran 30872 1 M  ltaly 308209M Po1tugal 30764 1 M  

Iran 308742M ltaly 308243M Portugal 307679M 

lslas 
3063 1 3M 

Canarias 
ltaly 308260M 

ltaly 308262M 

Portugal 308040M 

Portugal 308467M 
lsrael 305888M ltaly 308278M Qatar 306288M 
lsrael 306142M ltaly 308372M Romania 306205M 
ltaly 305798M ltaly 308374M Romania 306233M 
ltaly 305874M ltaly 308375M Romania 306284M 
ltaly 305892M ltaly 30841 3M Romania 306359M 
Italy 305893M Italy 308425M Romania 306364M 
ltaly 305940M ltaly 308428M Romania 30643 l M  
ltaly 305949M 

ltaly 305963M 

ltaly 306044M 

ltaly 306046M 

ltaly 30843 l M  

ltaly 308534M 

Italy 308535M 

ltaly 308537M 

Romania 306433M 

Romania 306936M 

Romania 307706M 

Romania 307710M 
ltaly 306047M 

ltaly 306207M 
ltaly 308538M 

ltaly 308540M 

Romania 307922M 

Saudi Arabia 306408M 
ltaly 306503M ltaly 308542M Saudi Arabia 3064 12M 
ltaly 306544M Jordan 306104M Saudi Arabia 307020M 
ltaly 306547M Jordan 308276M Saudi Arabia 307683M 
ltaly 306549M Malta 306234M Saudi Arabia 308449M 
Italy 306550M Morocco 305920M Saudi Arabia 308740M 
ltaly 306975M Morocco 306940M Saudi Arabia 30874 1 M  
Italy 307168M Morocco 307447M Serbia 3074 10M 
ltaly 3071 70M Morocco 307448M Serbia 308506M 
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Slovakia 305873M Slovakia 308033M Spain 307169M 

Slovakia 305884M Slovakia 308037M Spain 30722 1M 

Slovakia 306164M Slovakia 308039M Spain 307633M 

Slovakia 306229M Slovakia 308085M Spain 307635M 

Slovakia 306285M Slovakia 308094M Spain 3076?8M 

Slovakia 306357M Slovakia 308339M Spain 307677M 

Slovakia 306410M Slovakia 308510M Spain 307682M 

Slovakia 306603M Slovakia 308515M Spain 308000M 

Slovakia 3066 10M South Africa 306140M Spain 308028M 

Slovakia 306810M South Africa 306286M Spain 308030M 

Slovakia 306938M South Africa 306358M Spain 3081 42M 

Slovakia 307097M South Africa 306552M Spain 308469M 

Slovakia 307215M South Africa 306554M Spain 308577M 

Slovakia 307495M South Africa 306607M Spain 308590M 

Slovakia 307549M South Africa 30661 I M  Spain 308591M 

Slovakia 307584M South Africa 307770M Switzerland 2000 1 9  

Slovakia 307586M Spain 305665M Switzerland 305971M 

Slovakia 307617M Spain 305938M Switzerland 306166M 

Slovakia 307618M Spain 305983M Switzerland 3077 12M 

Slovakia 307816M Spain 306304M Turkey 306538M 

Slovakia 307818M Spain 306809M Turkey 307773M 

Slovakia 307845M Spain 3068 12M Turkey 307920M 

Slovakia 307918M Spain 307012M Turkey 308439M 

• Slovakia 307959M Spain 307025M Turkey 308475M 

Slovakia 308026M Spain 307143M 

Slovakia 308032M Spain 307167M 

Regarding systems that have been served for motor replacement in the past 2 years: 

Units of impacted motor have been provided to EMEA Hologic distributors. The distributors will be 
notified by Hologic and requested to identify the systems under their responsibility which underwent 
motor replacement. 
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