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Dcar Customer, . 

Detalll of affeetecl devlce, 
Endologix is ill8Uing a voluotary recal1 for thc NcllixfJ EndoVascular Ancurysm Scaling System (thc "Ncllix 
System"). 

DelcrlpUon of tbe problem 
Endologix is voluntarily ramog salcs, effective immediatcly, and requcstiDg the return of all wmaed Ncllix 
Systems duc to adversc events including migration, 1ypc 1 endolcak, and aneurysm. enlargcmcnt, which 
Endologix prcdominatcly attributes to uae outside of tbc current indications. Endologix bas previously issued 
scveral FSNs to update labcling, dctail procedural best practiccs, and train on appropriatc use. 

In ordcr to cnsure optimal outcomes for paticnts, unrestrictcd sales and use of thc Ncllix System will ceasc 
immediatcly, and thc product will only bc availablc for use undcr clinical protocol with pre-scrcmcd paticnts 
that adhere to tbc currcnt mclications. 

This dcciaion ia concordant with the rccently published Europcan Society for Vascular Surpry Practicc 
Ouidclincs. 

FIELD SAFETY CORRECTIVE ACTION INSTRUCl'IONS 

ACTION TOBET AKEN BY MEDICAL STAFF 

1. Plcasc rcfcrcocc thc attachcd list of affccted model numbers. 
2. Plcasc immediatcly stop uaing and/or distnlJUtins the dcvices. 
3. Plcasc rcvicw your inventory, complete, and rctum thc attached Acknowledgcmcnt and Inventory 

Form. For thoae in the Europcan Economic Area email to FSCA-eurqpc@cndologix.CODl or for all 
other gcographics email to customcrservicc@endolo;ix.com . 

4. In thc casea where unuacd devices are tobe retumed, Endologix will providc separate inmuctions based 
on thc institution and location. 

S. Plcuc share thia notification with othcr relevant personnel in your organi'Zation. Pleasc considcr end 
uscrs, physicians, riak managem, warchouscs, and supply chain/distribution ccntcrs in thc circulation of 
this notice. 

INSTRUCTIONS FOR DISTRIBUTORS 

Ifyou arc a distn"butor, plcuc follow actions 1-.S above. Furthcrmon,, plcasc providc this field safety notice to 
all of your customcrs who have received thc Ncllix Systan. Bach of your customcrs is then n,quired to complcte 
thc Aclcnowledgemcmt and Invcmtory Form and rctum it to you. Endologix thm n,quires you to rcturn a 
consolidated Acknowlcdgement and Invcmtory Form to Endologix by email to FSCA-EUl'OJ)e@cndologix.com 
for thc European Economic Arca or for all other geographies email to cuatomcrseryicc@endolom,.com . 
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For guiclance and support conceming this issue. please contact your Bndologix repreacntative or Endologix 
Customer service at eucu.stomerseryicc@mdnlogix.com or phone number +31 88 116 91 01 in tbc European 
Economic Area or for all otber gcographiea at customerscryice@epdologix.com or phone number +oOl 800 
983 2284. 

Re-JnterventlODI 
If you are aware of a patient reqwring a re-intervention with the Nefüx System, Bndologix will work with you 
and the compeient authority of your country to determine the best path forward in the intcrest of patient aafety. 
If this occurs, please contact your local salea representative who will work with the Endologix Medical Affairs 
tcam. 

Patient safety is our top priority, and we are committed to delivering safe and effective therapies to 01D' 

custome:rs. We apprcciate your time and attention in readina tbia important notification. 
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FS-0011 – Nellix Affected Model Numbers 
 

Device Description Component Model number 
 
 
 
 
 
 

Nellix Endovascular 
Aneurysm Dealing 
System 

 
 
 
 
 
Nellix Catheter 
(Main Devices) 

N10-100 
N10-110 
N10-120 
N10-130 
N10-140 
N10-150 
N10-160 
N10-170 
N10-180 
N10-190 
N10-200 

Nellix Accessory Kit NX-001 
NX-002A 

Nellix Dispenser- Reusable NP-001 
NP-003 

Nellix Dispenser - Disposable NP-005 
Nellix Polymer NP-002 

NP-004 
 


