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URGENT FIELD SAFETY NOTICE 

Retrieval of a Subset of Non-Implanted OmniaSecure™ MRI 

SureScan™ Defibrillation Leads for Engineering Evaluation 

OmniaSecure™ Model: 3930M 

Recall 

September 2026 

 

Medtronic Reference: FA00006 

EU Manufacturer Single Registration Number (SRN): US-MF-000019977 

 

Dear Healthcare Professional/ Risk Manager, 

Medtronic’s manufacturing quality processes identified a subset of OmniaSecure™ (Model 3930M) 

defibrillation leads which may have undergone a specific manufacturing sequence that requires the leads 

to be retrieved for additional engineering evaluation.   

Refer to Attachment A for a detailed list of the identified serial numbers associated with your account. No 

other products in your inventory are affected or being retrieved for this evaluation. If one of the identified 

lead(s) is implanted, there is no further action required beyond current standard of care. 

Up until 27 August 2026, Medtronic has received five (5) complaints associated with leads that underwent 

this specific manufacturing sequence. In each complaint, difficulty achieving fixation was reported during 

the implant procedure; none of the leads were implanted. The potential harm is tissue trauma due to 

implant difficulty. There have been zero (0) reports of patient harm. 

 

Customer Actions: 

Medtronic requests that you take the following actions: 

• Identify and quarantine non-implanted leads identified in Attachment A. 

• Return the non-implanted leads to Medtronic. 

o Your Medtronic field representative will assist as needed and will work with you on a replacement 

solution. If one of the identified lead(s) is implanted, there is no further action required beyond current 

standard of care. 

• Please complete and return the enclosed Customer Acknowledgement Form to 

rs.fsnuki@medtronic.com even if you do not have unused inventory. 

• Please share this notification with others in your organization as appropriate. 

mailto:rs.fsnuki@medtronic.com
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Additional Information: 

Medtronic has notified the Competent Authority of your country of this action. 

 

We are committed to patient safety and appreciate your prompt attention to this matter. Medtronic will 

provide additional information to your account, if appropriate, based on the ongoing engineering 

evaluation. If you have any questions regarding this communication, please contact your Medtronic 

representative. 

 

Sincerely, 

 

 

 

 

Jasmine Khor 

Regulatory Affairs Specialist – UK and Ireland 

 

Enclosed:  

• Attachment A: List of identified Serial Numbers 

• Customer Acknowledgement Form 
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Attachment A - List of identified Serial Numbers 

GTIN  Serial # 

00763000643430 CDD401008V, CDD401100V, CDD401499V, CDD401655V, CDD401951V, CDD402630V, 

CDD402652V, CDD402658V, CDD402681V, CDD403969V, CDD403996V, CDD404002V, 

CDD404005V, CDD404010V, CDD404013V, CDD404049V, CDD404050V, CDD404068V, 

CDD404095V, CDD404096V, CDD404102V, CDD404103V, CDD404104V, CDD404107V, 

CDD404164V, CDD404177V, CDD408398V, CDD408399V, CDD408405V, CDD408407V, 

CDD408411V, CDD408414V, CDD408425V, CDD409092V, CDD409098V, CDD409099V, 

CDD409132V, CDD409134V, CDD409164V, CDD409168V, CDD409220V, CDD409225V, 

CDD409226V, CDD409890V, CDD409891V, CDD409892V, CDD409894V, CDD409895V, 

CDD409896V, CDD409909V, CDD409910V, CDD409914V, CDD409937V, CDD409949V, 

CDD409950V, CDD409951V, CDD409999V, CDD410008V, CDD410574V, CDD410583V, 

CDD410597V, CDD410602V, CDD410611V, CDD410613V, CDD410614V, CDD410615V, 

CDD410616V, CDD410617V, CDD410634V, CDD410635V, CDD410641V, CDD410656V, 

CDD410748V, CDD410749V, CDD410750V, CDD410752V, CDD410753V, CDD410756V, 

CDD410757V, CDD410758V, CDD410760V, CDD410761V, CDD410762V, CDD410763V, 

CDD410766V, CDD410792V, CDD410836V, CDD410848V, CDD410875V, CDD410908V, 

CDD410938V, CDD410958V, CDD410959V, CDD410982V, CDD410983V, CDD410987V, 

CDD411000V, CDD411007V, CDD411013V, CDD411014V, CDD411016V, CDD411749V, 

CDD411760V, CDD411780V, CDD411782V, CDD411795V, CDD411805V, CDD412823V, 

CDD412825V, CDD412829V, CDD412837V, CDD412838V, CDD412839V, CDD412843V, 

CDD412847V, CDD412851V, CDD412855V, CDD412860V, CDD412868V, CDD412869V, 

CDD412871V, CDD412872V, CDD412873V, CDD412874V, CDD412876V, CDD412877V, 

CDD412882V, CDD412883V, CDD412884V, CDD412885V, CDD412888V, CDD412892V, 

CDD412893V, CDD412894V, CDD412895V, CDD412896V, CDD412897V, CDD412908V, 

CDD412923V, CDD412926V, CDD412934V, CDD412940V, CDD412941V, CDD412942V, 

CDD412943V, CDD412944V, CDD412945V, CDD412946V, CDD412947V, CDD412948V, 

CDD412949V, CDD412957V, CDD412958V, CDD412962V, CDD412963V, CDD412965V, 

CDD412966V, CDD412968V, CDD412970V, CDD412971V, CDD412973V, CDD412981V, 

CDD412982V, CDD412983V, CDD412985V, CDD412987V, CDD412992V, CDD412996V, 

CDD412998V, CDD413011V, CDD413039V, CDD413040V, CDD413049V, CDD413075V, 

CDD413076V, CDD413077V, CDD413081V, CDD413083V, CDD413084V, CDD413087V, 

CDD413088V, CDD413090V, CDD413091V, CDD413100V, CDD413101V, CDD413103V, 

CDD413104V, CDD413105V, CDD413106V, CDD413141V, CDD413142V, CDD413146V, 

CDD413148V, CDD413149V, CDD413151V, CDD413152V, CDD413154V, CDD413155V, 

CDD413156V, CDD413157V, CDD413160V, CDD413163V, CDD413164V, CDD413186V, 

CDD413187V, CDD413188V, CDD413189V, CDD413190V, CDD413199V, CDD413200V, 

CDD413224V, CDD413248V, CDD413249V, CDD413253V, CDD413254V, CDD414651V, 

CDD414654V, CDD414668V, CDD414695V, CDD414703V, CDD414706V 
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GTIN  Serial # 

00763000643447 CDD408468V, CDD408469V, CDD408513V, CDD408539V, CDD408543V, CDD408545V, 

CDD408635V, CDD408636V, CDD408647V, CDD408651V, CDD408675V, CDD408680V, 

CDD408681V, CDD408682V, CDD408683V, CDD408697V, CDD408712V, CDD408713V, 

CDD408770V, CDD408771V, CDD408779V, CDD408783V, CDD408784V, CDD408785V, 

CDD408802V, CDD408809V, CDD408811V, CDD408815V, CDD408817V, CDD408906V, 

CDD408908V, CDD408911V, CDD408925V, CDD408946V, CDD408955V, CDD408956V, 

CDD408959V, CDD408960V, CDD408961V, CDD408971V, CDD408972V, CDD408975V, 

CDD408976V, CDD409836V, CDD409837V, CDD409843V, CDD409849V, CDD409850V, 

CDD409851V, CDD409852V, CDD409853V, CDD409854V, CDD409859V, CDD409867V, 

CDD409869V, CDD411021V, CDD411028V, CDD411037V, CDD411039V, CDD411041V, 

CDD411042V, CDD411082V, CDD411085V, CDD411090V, CDD411092V, CDD411147V, 

CDD411148V, CDD411161V, CDD411394V, CDD411397V, CDD411398V, CDD411413V, 

CDD411414V, CDD411709V, CDD411710V, CDD411715V, CDD411717V, CDD411718V, 

CDD411720V, CDD411721V, CDD411729V, CDD411730V, CDD411731V, CDD411732V, 

CDD411733V, CDD411734V, CDD412796V, CDD412797V, CDD412798V, CDD412799V, 

CDD412800V, CDD412802V, CDD412816V, CDD413256V, CDD413257V, CDD413258V, 

CDD413260V, CDD413275V, CDD413276V, CDD413277V, CDD413278V, CDD413279V, 

CDD413289V, CDD413299V, CDD413300V, CDD413308V, CDD413311V, CDD413312V, 

CDD413313V, CDD413314V, CDD413315V, CDD413316V, CDD413317V, CDD413318V, 

CDD413330V, CDD413332V, CDD413333V, CDD413334V, CDD413335V, CDD413336V, 

CDD413337V, CDD413338V, CDD413339V, CDD413340V, CDD413341V, CDD413342V, 

CDD413344V, CDD413345V, CDD413346V, CDD413373V, CDD413376V, CDD413392V, 

CDD413393V, CDD413394V, CDD413395V, CDD413396V, CDD413398V, CDD413402V, 

CDD413403V, CDD413404V, CDD413406V, CDD413407V, CDD413408V, CDD413409V, 

CDD413411V, CDD413412V, CDD413413V, CDD413414V, CDD413415V, CDD413417V, 

CDD413418V, CDD413419V, CDD413425V, CDD413430V, CDD413431V, CDD413440V, 

CDD413443V, CDD413444V, CDD413445V, CDD413446V, CDD413447V, CDD413448V, 

CDD413449V, CDD413457V, CDD413458V, CDD413459V, CDD413460V, CDD413526V, 

CDD413527V, CDD413537V, CDD413538V, CDD413539V, CDD413540V, CDD413542V, 

CDD413543V, CDD413549V, CDD413550V, CDD414782V, CDD414787V, CDD414789V, 

CDD414790V, CDD414792V, CDD414886V 

00763000759919 CDD408607V, CDD408717V, CDD408718V, CDD408720V, CDD408725V, CDD408732V, 

CDD408734V, CDD408735V, CDD408737V, CDD408826V, CDD408830V, CDD408831V, 

CDD408841V, CDD408842V, CDD408850V, CDD408851V, CDD408852V, CDD408853V, 

CDD408855V, CDD408856V, CDD408857V, CDD408877V, CDD408878V, CDD408880V, 

CDD408893V, CDD409042V, CDD409045V, CDD409046V, CDD409049V, CDD409051V, 

CDD409053V, CDD409056V, CDD409065V, CDD409066V, CDD409070V, CDD410674V, 

CDD410675V, CDD410676V, CDD410679V, CDD410686V, CDD410687V, CDD411093V, 

CDD411094V, CDD411096V, CDD411097V, CDD411098V, CDD411099V, CDD411100V, 

CDD411101V, CDD411102V, CDD411103V, CDD411105V, CDD411107V, CDD411110V, 

CDD411111V, CDD411112V, CDD411113V, CDD411114V, CDD411117V, CDD411118V, 

CDD411120V, CDD411121V, CDD411124V, CDD411125V, CDD411127V, CDD411184V, 

CDD411185V, CDD411273V, CDD411304V, CDD411306V, CDD411322V, CDD411323V, 

CDD411331V, CDD411597V, CDD411598V, CDD411601V, CDD411610V, CDD411615V, 

CDD411625V, CDD411627V, CDD411635V, CDD411643V, CDD411658V, CDD411659V, 

CDD411662V, CDD411690V 

00199150001187 CDD409805V, CDD409810V, CDD409830V, CDD410703V, CDD410725V, CDD411167V, 

CDD411171V, CDD411176V, CDD411188V, CDD411199V, CDD411213V, CDD411226V, 

CDD411228V, CDD411258V, CDD411283V, CDD411295V, CDD411340V, CDD411343V, 

CDD411380V, CDD411599V, CDD411602V, CDD411603V, CDD411604V, CDD411607V, 

CDD411613V 
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GTIN  Serial # 

00763000643454 CDD604403V, CDD604404V, CDD604414V, CDD604418V, CDD604489V, CDD604494V, 

CDD604496V, CDD604497V, CDD604498V, CDD604499V, CDD604502V, CDD604505V, 

CDD604507V, CDD604538V, CDD604540V, CDD606023V, CDD606029V, CDD606033V, 

CDD606043V, CDD606077V, CDD606078V, CDD606081V, CDD606083V, CDD606084V, 

CDD606086V, CDD606088V, CDD606089V, CDD606090V, CDD606091V, CDD606095V, 

CDD606112V, CDD606118V, CDD606119V, CDD606120V, CDD606121V, CDD606122V, 

CDD606123V, CDD606125V, CDD606126V, CDD606127V, CDD606128V, CDD606130V, 

CDD606131V, CDD606132V, CDD606133V, CDD606135V, CDD606137V, CDD606138V, 

CDD606139V, CDD606140V, CDD606142V, CDD606143V, CDD606144V, CDD606145V, 

CDD606146V, CDD606147V, CDD606149V, CDD606151V, CDD606159V, CDD606161V, 

CDD606163V, CDD606165V, CDD606166V, CDD606169V, CDD606170V, CDD606171V, 

CDD606172V, CDD606173V, CDD606175V, CDD606177V, CDD606178V, CDD606183V, 

CDD606188V, CDD606194V, CDD606203V, CDD606204V, CDD606205V, CDD606210V, 

CDD606211V, CDD606212V, CDD606213V, CDD606214V, CDD606216V, CDD606217V, 

CDD606218V, CDD606219V, CDD606221V, CDD606222V, CDD606223V, CDD606224V, 

CDD606225V, CDD606226V, CDD606227V, CDD606228V, CDD606229V, CDD606230V, 

CDD606231V, CDD606232V, CDD606234V, CDD606235V, CDD606237V, CDD606238V, 

CDD607193V, CDD607205V, CDD607207V, CDD607212V, CDD607213V, CDD607235V, 

CDD607238V, CDD607239V, CDD607240V, CDD607245V, CDD607246V, CDD607250V, 

CDD607254V, CDD607255V, CDD607256V, CDD607257V, CDD607258V, CDD607259V, 

CDD607264V, CDD607265V, CDD607266V, CDD607267V, CDD607268V, CDD607269V, 

CDD607270V, CDD607271V, CDD607272V, CDD607273V, CDD607274V, CDD607275V, 

CDD607276V, CDD607278V, CDD607287V, CDD607293V, CDD607295V, CDD607296V, 

CDD607855V, CDD607872V, CDD607873V, CDD607878V, CDD607879V, CDD607883V, 

CDD607886V, CDD607888V, CDD607903V, CDD607904V, CDD607905V, CDD607929V, 

CDD607959V, CDD607971V, CDD607972V, CDD607975V, CDD607978V, CDD607979V, 

CDD607980V, CDD607990V, CDD607996V, CDD607999V, CDD608001V, CDD608006V, 

CDD608010V, CDD608012V, CDD608013V, CDD608014V, CDD608015V, CDD608017V, 

CDD608018V, CDD608020V, CDD608043V, CDD609182V, CDD609183V, CDD609184V, 

CDD609185V, CDD609186V, CDD609187V, CDD609188V, CDD609211V, CDD609214V, 

CDD609219V, CDD609220V, CDD609223V, CDD609225V, CDD609226V, CDD609241V, 

CDD609242V, CDD609243V, CDD609245V, CDD609246V, CDD609247V, CDD609248V, 

CDD609249V, CDD609250V, CDD609251V, CDD609252V, CDD609253V, CDD609279V, 

CDD609280V, CDD609290V, CDD609292V, CDD609293V, CDD609423V, CDD609425V, 

CDD609444V 

00763000643461 CDD607300V, CDD607301V, CDD607302V, CDD609286V 

00199150001170 CDD607327V, CDD607353V 
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CUSTOMER ACKNOWLEDGEMENT FORM  
Please email or fax this form back to Medtronic (even if you do not have affected inventory): 
rs.fsnuki@medtronic.com   

Urgent Field Safety Notice - Recall 

FA00006: Retrieval Non-Implanted OmniaSecure MRI SureScan Defibrillation Leads for 

Engineering Evaluation 

Customer Contact Details 

Company name:  Account number (optional): 

Address: City: Country:  

• I confirm that I have read and understood the Urgent Field Safety Notice. 

• I agree to pass on the Urgent Field Safety Notice to all those who need to be aware within our organization or to any organization 

where the potentially affected products have been transferred. 

• I have reviewed our inventory, identified, and quarantined all unused affected products in our inventory, and I declare the 

following: 

☐ No affected products are located at our facility. ☐ Affected products are located at our facility. See below table for 

details of affected products to be returned to Medtronic. 

Name (print):  

 

Job title: 

 

Date: 

 

Signature: 

 

Please fill-in the section below only if you have affected stock: 

Return Details 

Invoice or Delivery Note (if available) Item Code  Lot # / Serial #  
Quantity (please count 

units inside of the box) 

    

    

    

    

    

☐ If you have more products to return, tick the box. Please create and send separate attachment with same data. Total: 

Contact Person at Point of Collection: 

Pick-up address / Department (please provide location details. E.g.: collection/accessible area): 

 

City:  Post code: 

Pick-up phone number:  Pick-up email: 

When the product will be ready for pick-up? (Please allow 2 days for handling your request):  

Opening hours of the pick-up location:  Dimension LxWxH (in cm): … x … x … 

# Pallets: # Parcels:  Number of parcels weighing over 45 kg: 

• Customer Service will contact you directly to organise return of affected products and credit will be given for 

returned products. 

• Please don’t send the goods back before having received the return documentation. 

• Please package goods according to packaging instructions that will be provided upon confirmation & remove all 

labels from the inbound shipment. 

mailto:rs.fsnuki@medtronic.com

