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AepxaBHin cnym6i YKpaium 3 nikapcbhkux 3acobie Ta
KOHTPO/IIO 32 HAPKOTUKAMK

ToBapucTBo 3 o6Me)xeHoKW BianoBiganbHicTioO «MeATpoHiK YKpaiHa», Ake 3axoAuTbCA 3a
appecoto 03038, YkpaiHa, Kuis, Byn. Mukonu piHyeHKa, 4 (ineHTudikauitHuii koa iopuanyHol ocobu:
41108579), WO € YNOBHOBa)KEHNM NPeACTaBHUKOM Ha TepuTopii YKpaiHu BupobHuka MeaTpoHik, [HK.,
MicuesHaxoakeHHA: 710 MeaTtponik Mapkeen MiHHeanonic, MH 55432, CLLIA Ha TepuTopii YKpaiHu
3rigHo poeipeHocTi BiA 09 keiTHA 2021 poky, 3aceigyye Bam csoto nosary Ta nosiaoMnse, wo
BUPOGHUK NPUIAHAB piwleHHs npo iHGOpMyBaHHA KopUCTyBauiB wofo 6esnexkn BaniaHT HasioH
CucTteMu TopakanbHOro cTeHT-rpadra.

Lle noBiaoMneHHA MICTUTb Ba)kuBi OHOB/IEHHS WOA[AO rNo6anbHOro A06pOBINBHOrO BiAKNMKAHHA
CTEeHTOBMX CUCTEM iMnNaHTalili ANA TopakanbHoro siaainy Mearponik BanianTt HasioH, npo ake 6yno
nosigoMneHo y notomy 2021 p.

Oxpim HagaHHA HOBOI iHdopMaLii, AKA CTOCYETbCA CNOCTepeXeHb 3a po60ToI0 Ta CTAHOM CUCTEMHU
Baniant Hasion, komnaHia MeATpORIK peKoMeHAYE AiKapAM y BUMEpeAXyBaNbHOMY peXXumi
3BEpPHYTUCA A0 NALEHTIB 3 iIMNNIAHTOBAHOIO CUCTEMOIO 1A TOpPaKanbHoro Biaginy BaniaHt Hasiow i
3a6e3neunTi MNPOXOMKEHHA HUMMU AOChif)KeHb MeToAOM Komn'ioTepHoi Tomorpadii (KT)
3 BUKOPHUCTaHRAM KOHTPaCcTHOI pe4oBUHKU KOXHiI wicTb (6) Micayis abo Tak yacTo, Ak ue 6yae BU3HAHO
AOLINbHUM BiANOBIAHO A0 MeAWUYHOro BUCHOBKY JliKaps. [lNn KOMNNEKCHOro aHanidy CTaHy CUCTEeMMU
imnnanTauii KT BUKOHYIOTB i3 3aCTOCYyBaHHA KOHTPACTHOI PeYOBUHM; YTIM, A1 NAUiEHTIB, AKI MalOTb
NMPOTUNOKa3aHHA W0A0 KOHTPAaCTHOI pevyoBUMHM peKoMeHAaoBaHe nposegeHHA KT 6e3 i
BMKOPUCTaHHA.

KomnaHia MeaTpoHik 3BepTacTbca A0 BCIX MeAUMUHUX NPaUiBHMKIB i3 NPOXaHHAM Yy NOAANLLIOMY
HapaBaTU WMMOBIPHI pe3ynbTaTW KOHTPOJIbHMX Bi3yanizaWiiHUX AOCAIMKEeHb AN aHanisy B
He3aneXHil LeHTpanbHin nabopaTopii.

Y KOHTEeKCTi Takux pexkoMeHAaLin KoMnaHia MeAaTpoHik 3a6e3neunT HEOBXiAHWIA CynpoBig, 30KpemMa
HaAacTb HCTPYKUIi WOAO 3aBaHTaXEHHA 306paeHb NiKapaMW, a TakKOoX 3anponoHye nporpaMy
NiATPUMKKM NaLieHTiB 3 60Ky nikapis — iH$OpMaLia NPo BiANOBIAHI 3ax0au HaAaBaTUMETLCA Ni3HiWe.

OHOBJIEHA IHOOPMALLIA 3A PE3YJIbTATAMU CNOCTEPEXXEHHSA 3A CUCTEMOIO HABIOH

Y paMax KOMNNEKCHOr 0 fOCNIMKEHHS, AKe NPOBOANTLCA ANA OLIHKK 6e3NeUHOCTi Ta AKOCTI NPUCTPOIO,
KoMnaHia MeATpoHIK NpoaoBXKYe BUBYATH AaHi BisyanizauiHux KT-gocnifgykeHb nauieHTiB i3 cuctemamm
iMnnaHTauii Ans TopakanbHoro siaginy BaniaHt HasioH. CtaHom Ha 10 TpasHA 2021 poKy He3anexHow
LeHTpanbHOW nabopaTopielo npoaHanisoBaHo 404 306paxeHHA NaUiEHTIB, OTPUMaHUX Yy pamax
KNiHIYHWX gocnigKeHb i KoMepUinHoi AifNbHOCTI; Npy UboMy B 17 nauieHTiB BUABNEHO He MeHLLIe OQHIET
ocobnuBocTi cTaHy npuctpo. OcobnusocTaMu, BuABNeHWMW nig 4vac KT-koHTposnto, €:
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eHponiaTikauxs Tuny b (8), cTpyKTYpHi NOpyLLEHHA CTeHTY {5), po3TArHeHHs Kinbua cTeHTy (15). Y
OeAKUX nauieHTiB BUsSIBNEHI AeKinbKa 0CO6/MBOCTEN CTaHy NpUCTpoto. 3aranbHi pesynbTatv

rno6anbHOro KOHTPOAO NauieHTiB i3 cucTteMamn HagioH Hapasi HeBiAoMi.

3aindopmauieto, AKka MICTUTLCA B JINCTI, NOLLIMPEHOMY B /ItoToMy 2021 poKy, 0AWH NauieHT nomep Yepes
4yoTupw (4) aHi Nicna NOBTOPHOro BTPYYaHHA B pe3y/ibTaTi NagiHHA apTepianbHOro TUCKy. 3a BiACY THOCTI
pesynbTaTie pO3TUHY Ta MiIKpodinbMiB NpUYMHA CMepTi € HEACHOID; 3a BUCHOBKaMK KoMicil 3 KNiHiYHWX
BUNpobyBaHb CMepTb NOB'A3aHa 3i CTAHOM aHeBPU3MWN.

Buxoasauu 3 daHuMx 8i3yanisauiiHoOro [OCAIMAMEHHSs, NPOoaHanizoBaHUX HE3aNEXHO LEeHTPaIbHO
naboparopi€lo, 6inbLICTL TakMx Ooco6auBOCTEN BiAMIMAAMCA NiA 4Yac ABOPIYHOTO KOHTposo abo
nisHiLLe; MNPy LbOMY Y AeAK1X BUNagKax ocobanBoOCTi BigMivanuca yxe Yepes Aes'aTb (9) micauis nicns
iMnNaHTauil.

LetanbHa iHpopMauia wWoao ocobnusocTelr, BUABNEHUX Mif 4ac MPOBEAEHHs BidyanisauitHoro
KOHTPOMO y pamax gocnigxkeHHs Valiant Evo Global Clinical Trial, HeuloaasHo 6yna ony6nikosaHa B
36ipuyi cTaTest iz cyanHHOI xipyprii Journal of Vascular Surgery! Ha nonoMory nikapam y posnisHaHHi o3HaK
Takux ocobansocTe, Ak eHaoniatikaHHa Tuny llib, cTpykTypHi NopytuerHsA cTeHTy i (a6o) poswumperHs
Kinbua cTeHTy. [lo cTaTTi yBifLLAK BUBHAYEHHA 1 iHGOPMaUif LWOoAO HaN6inbLl epeKTUBHUX NPAKTUYHNX
MeToAiB iAeHTudiKauil 3a3HaueHux Bule OcCO6NMBOCTEN, BUABJIEHUX NiA Yac BidyanisauifiHoro
KOHTpPOJIIO.

BuaHauyeHHA 0cO6MBOCTEN, BUABNEHWX MNiA Yac Bizyani3aLiiHOro KOHTPOIo, HaBeAeHi HkYe:

1. EwxponigrikarnHa Tuny llib: BU3Ha4ya€TbCA 3a HAABHOCTI NPOTIKaHHA KPOBI KPi3b PO3TUH TKaHI, AKMA
niaTeepAKeHO MeTOL40M KOMIT toTepHOI TomorpadiyHoi aHriorpagii (KTA)

2. CrpykTypHi nopyiieHHs abo rnepesioM CTEHTY: CTEHT BBaXaETbCH TakuM, LO MA€ CTPYKTYpHi
ropyLUeHHs, 3a HassBHOCTI BUANMOIO NPOCBITY BKiNbLi CTEHTY, AKkuii niaTsepAxeHo KT abo npoctnm
peHTreHom

3. PosiumpeHHs KiflbLs CTEHTY: BU3HadYeHe K 36inbLueHHs giameTpy kinvys cteHTy Nitinol 6inbLu Hix
Ha 1 MM y nOopiBHAHHI 3 HOMiIHaNbHUM fiaMeTPoM rpadTy, sumipsiHe Ha KT

KomnaHia MeaTpoHiK BMBa€ Bcix HeobxigHWX 3axogiB ANA BU3HAYEHHA NPUYUH MNOAIN, AKi
cnocTepiranncs rig Yac BUKOPUCTaHHA CUCTEMU iMNNaHTaLii An1a TopakasbHoro siaginy Baniant HasioH.
3a pesynbTaTaMu NonepefHLOrO aHanisy BU3Ha4YeHa MOX/MBICTbL BTPaTW OAHOPIAHOCTI LWOBHOrO
MaTepiany, Lo MOXe NPU3BOANTH A0 PO3AINEHHA NO3A0BXKHBLOTO LWBa CTeHT-rpadTy abo Ao BigAiNeHHn
KiflbuA CTeHTY Bi4 noBepxHi TkaHWHW rpadTy. [NA NOBHIWLOro posyMiHHA ocobnMeocTel NpoBOAATL
AO0OaTKOBI AOCNIAKEHHA.

OHOBJ/IEHI PEKOMEHAALLIT LLLOAO BEAEHHA MALIEHTIB

Buxoasum 3 yCix HasBHUX AaHWX, 8 TAKOX 3 ypaxyBaHHAM pe3y/bTaTiB KOHCYAbTaLil i3 npeAcTaBHUKaMn
HesanexHoi koMicii 3 KoHTponto aikocTi po6oTw nikapis (Independent Physician Quality Panel), komnaris
MeATpOHIK peKkoMeHAyE fiKapAM Yy BUMEPeKYBaNbHOMY PpPeXUMi 3BEepHYTUCA A0 NauieHTiB 3
iMNNaHTOBaHOIO CUCTEMOIO A1 TOpaKanbHoro Biaainy BaniaHT HasioH i 3annaHysaTu BisyanisauinHe

! Bepsini, @., i3 cnisasropamu (April 19, 2021) "A Preliminary Analysis of Late Structural Failures of the Navion Stent
Graft in the Treatment of Descending Thoracic Aortic Aneurysms” Journal of Vascular Surgery located at
https://www.jvascsurg.org/article/S0741-5214(21)00640-6/fulltext
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KT-AaochipxeHHs i3 3acTocyBaHHAM KOHTPACTHO! PEHOBUHM, IKE MA€ NPOBOANTUCH KOXHI (6) Micanis
abo Tak vacTo, K ye 6yae BU3SHAHO AOUINIbBHMM BiANOBIAHO A0 MEAWYHOro BUCHOBKY fiKapa. Ana
KOMI/IEKCHOFO aHaAisy cTaHy cuctemu creHt-rpadpry KT mae npoBoguTucs i3 3acToCyBaHHAM
KOHTPaACTHOI PEeYOBMHM; YTiM, ANA MNALUIEHTIB, AKi MalOTb MPOTUNOKA3aHHA WOARO KOHTPACTHOI
peuoBMHM pekoMeHgoBaHe npoBeaeHHA KT 6e3 ii BUKOpUCTaHHA ANA OLIHKM BiNICHOCTI NPUCTPOIO 3
ornagy Ha MOXJIUBI CTPYKTYPHI NOPYLUEHHA CTEHTY a60 po3LWIMpeHHN KiNbLuA CTEHTY.

KomnaHia MeATpoHik 3BepTaETbCcs A0 BCIX MeAUYHMX NpauiBHUKIB i3 NMPOXaHHAM Y NOAafbLLOMY
HaAaBaTW UMOBIPHI pe3y/ibTaTW KOHTPONLHUX Bi3yanizauilHuxX gocnigxeHb 4ANA aHanisy B He3a/1eXHIin
LleHTpanbHi nabopatopii. Komnawis MeaTpoHik HagacTb IHCTPYKUIT LLLOAO 3aBaHTAXKEHHSA 306paXkeHb Y
pamax noaanbLuoi iHpopMauinHoi B3aemomii.

OkpimM OHOBNEHUX peKOMeHAALIiN LWOoAO BeAeHHA NaUiEHTIB KOMNaHia MeATPOHIK TaKoX HaroNoLLYeE Ha
BaXJIMBOCTI PETPOCMEKTUBHOIrO aHanily BCiX HasBHMX 306paxeHb MauieHTiB i3 cuctemamu BaniaHt
HasioH woao HasBHOCTI 03HaK eHaoniaTikaHHA Tuny llib, cTpyKTypHUX nopylueHb cTeHTy Ta (a6o)
pPO3LUMPEHHA KifibLIA CTEHTY. AKWoOo 6yae BUABIEHO O3HaKW CTPYKTYPHUX NopyLueHb CTeHTy Ta (a6o)
poswMpeHHs KinbuR cTeHTy 6e3 o3Hak engoniaTikaHHA Tuny llib, nikapi MaloThb BignpauloBaTH
BiANOBIgHWA NnaH nikyBaHHA Ta (abo) KOHTPOsIO, BUXOAAYM 3 KAiHIMHOI gouinbHocTi. Komnawia
pexoMeHAyeE 3BepHYyTHM ocobnuBy yBary Ha O3Haku eHgonigTikaHHA Tuny lllb, ake, 3a sigcyTHOCTI
nNiKyBaHHA, NOTEHUIMHO MOXe npu3BecTu A0 po3puBy aHeBpuaMu. Cnig naM'ATaTy, WO O3HaKu
enponiatikaHHA Tuny llib HemoxHa BUABUTU Ha KT 6e3 KOHTPaCcTHOI pe4oBunHU. Y pasi BUABEHHN O3HaK
eHgoniaTikaHHA Tuny llib 3acTocynTe npakTMKW NiKyBaHHA y BiANoOBIiAHOCTI A0 cTaHaapTie a6o
IHCTPYKUI Mean4HOI cninbHOTU. AKWwo y Bac € nuTaHHA WoA0 NiKyBaHHA ab0 KOHTPOJIO 3a3HaYeHUX
ocobnmBoOCTeN, 3BEPHITLCA A0 rPynM 3 NUTaHb NiKyBaHHA aopTh KoMnaHii MeATpoHiK, Aika NnepegacTb
BaLl 3anuT 3rigHo npioputeTy A0 HesanexHoil NikapCbKoi KOHCY IbTaLiNnHOT KOMICIT.

IHdopmaLin LoAo ocobnBOCTEN, BUABNEHWUX MNif Yac NPOBEAEHHS Bi3yani3aliiHOro KOHTPOIIO y pamax
AocnipkeHHs Valiant Evo Global Clinical Trial, HaBegeHa B 36ipui cTaTel i3 cyavHHol xipyprii Journal of
Vascular Surgery! Ha gonomory nikapsamM y po3niaHaHHi 03HaK Takux 0co6MBOCTEN, IK eHAONIATIKAHHSA
Tuny llib, cTpykTypHi nopyLueHHs creHTy i (abo) poswmpeHHs Kinbua cTeHTy. CTaTTa € NOBHICTIO
AOCTYNHO OHNAINH; APYKOBaHa Konist TaKOX A0AAETLCA. 3BEPHITb yBary: pekoMeHAOBaHa KOMNaHi€Eo
MeaTpoHik oHOBAeHa nepioguyHicTs BisyanizauiiHoro KT-gocniaxeHHA nayieHTiB i3 3acTocyBaHHA
KOHTPACTHO! PEYOBUHM, IKa CTAHOBUTD WICTb (6) MicAwiB, € KOHKPETHILLOIO Ta YACTIWOIO 3a TY, WO
3a3HauveHa y CTaTTi.

MOCTIMHE CYNPOBOAKEHHA MEATPOHIK

Komnaria MeATpoHik BBa)kae 6e3neKy NauieHTIB HalBULLIMM NPIOPUTETOM i CEpMO3HO CTaBUTLCA A0
nUTaHHA HebakaHux ABuLL. Y 3B'A3KY 3 UMM KOMNaHia MeATpoHik po3pobnse nporpamy gonomoru
nikapaMm i NauieHTaM, AKi nigTeepanan CBOi Npasa — BUXi4 AeTanbHoI iHpopMauil Woao uiei nporpaMn
OMiKYETbCA.

LLo6 oTpumMaTu gonomory 3 iaeHTudiKaLiclo 0ocobmBocTein Ha 306paxeHHAX (3oKpeMa eHAoONIATIKaHb
Tuny lilb, cTpyKkTYpHUX nopyLueHb cTeHTy Ta (a6o) posmpeHHa Kinbua) nig Yac peTPoCNeKTUBHOrO
aHanisy 3o06paxeHb NauieHTa, y ToMy Yucni 6yab-akmx 3o6paxeHb KT, BuKoHaHWX 6e3 3aCTOCyBaHHA
KOHTPacTHOI peyoBWHW, 3BEPHITbCA A0 KomnaHii MeaTpoHik, i MW Hagilwnemo Ui 306paxkeHHA Ao
He3aneXxHoi ueHTpabHoi nabopaTopii ANs NOAANbLLIONO BUBYEHHS.
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KomnaHia MeaTpoHiK Takox opraHizye HezanexHy NikapCbKy KOHCYNbTaLAHY KOMICilO AN KOHTPO/IO
nporpecy, aHanisy AaHWx, HafjaHwux fikapsMu LWOAO nauieHTiB i3 cuctemamun Baniant HasioH, i
KOHCY/IbTauii LWLoAO NOAANLLLOIO BAOCKOHAIEHHA peKOMeHAALLIN i3 BeAeHHSA nauieHTiB.

Komnania MeaTtporik ctBopuna Be6-cant [www.medtronic.com/NavionSafety], sakui aonomarae
nawieHTaM oTpUMaTH 4OCTYN A0 OHoBneHO! iHGopMaLil LWoAo BegeHHA nauienTis. MNauieHTam, y akux
BUHUKAN MUTaHHA nicna iMnnanTauil cnctemm BaniaHT HagioH, abo ski 6a)katoTe 06rosopuTi BapiaHTu
MOTOUHOr O NiKyBaHHA, PEKOMEHAOBAHO 3BEPHYTUCA 10 CBOrO NiKapA.

NAM'SITKA - 3AXO W, BXXUBAHI IIKAPEM NICNR OTPUMAHHA NEPLLIOT O NOBIAOM/IEHHA
MPO BIAK/IMKAHHA NPOAYKLIT

3rigHo nepworo MOBIAOMNEGHHS NPO BIAKAMKAHHA NpoayKuii, nowmpeHoMy B atotomy 2021 poky,
KoMnaHia MeaTPOHIK NPOCUTL niKapis, AKIi BUKOPUCTOBYIOTb BIAMNOBIAHWIA NPOAYKT, BXWUTU TaKuX
3axoAis:

1. lgeHTndikyBaTn Ta izonoBaTHU Oyab-AKi HEBMKOPUCTaHI CTEHTOBI CUCTeMW iMRNaHTauil ana
TopakanbHoro Biaainy MeatpoHik BaniaHt HasioH.

2. MosepHyTH yCi HEBUKOPWUCTaHI NPUCTPOI, AKi Hapasi 3HaxoAaTbcA y Bac, Ao koMnaHii MeaTpoHik.
3BepHyTUCA A0 CnyX6u niaTpyMKkK KnieHTIB KoMnaHii MeaTpoHik, Wo6 iHilirosaTn npoueaypy
nosepHeHHA npoAykuii. Baw MicueBui npeacTaBHWK KoMmnaHii MeaTpoHik Moxe HagaTu Bam
HeobxigHy AoNOMOry WOoAC opraHisauii noBepHeHHA obnagHaHHs.

BAXJ/TUBA KOHTAKTHA IHOOPMALLIA

MuranHa KonTtakTHi gani MeaTpoHik
Niarpumka 3 ineHTUdikauieto ocobnmeocTten rs.navionimage@medtronic.com
Ha 306parkeHHsX
JNikysaHHA Ta (a60) KOHTPONL CTaHy pyna 3 nuTaHb NiKyBaHHSA aOPTN KOMNaHii
BuABNEHUX ocobamsocTewn; abo 3anuT MeaTpoHik:
ApYKOBaHOI Konii AOKyMeHTY JVS rs.aorticmedicalaffairs@medtronic.com
IHdpopmyBaHHA Npo ocobansBocCTi Ha JiHia anA ckapr i nponosuuin koMnawii
306paKeHHAX MepaTtpoHik +380443920401
JaninauieHTis www.medtronic.com/NavionSafety

Mun Bubavaemocn 3a 6yab-AKi HE3PYYHOCTI, AKI MOXYTb 6yTWU ChpUYMHEHi uvMK 3axofdamun. Mu
Typ6yemoca npo 6e3neKy nauieHTiB Ta UiHyeMo Bawuy HeraiHy ysary Ao uiei npo6nemn. Axwo y Bac
BUHMKHYTb 6y Ab-AKi NMTaHHA CTOCOBHO Uil npo6seMu, 3BepTanTecs 3a Tenedorom +380443920401.

f/ .
3 nosarot, /

OneHa NoHTapeHrKo, NeHepanbHuin [lupexkTop
TOB «MeaTpoHiK YKpaiHa»




A preliminary analysis of late structural failures of the Navion stent
graft in the treatment of descending thoracic aortic aneurysms

Fabio Verzini. MD, PhD. FEBVS.? Enrico Cieri. MD, PhD.” Andrea Kahlberg, MD,° Yaron Sternbach, MD.?
Robin Heijmen, MD, PhDF Kenneth Ouriel, MD," Sam Robaina, MS.? and Ali Azizzadeh, MD, FACS.” Turin,
Perugia, and Milan, Italy: Albany and New York, NY: Nieuwegein, The Netherlands; and Santa Rosa and Los Angeles, Calif

ABSTRACT

Objective: Patients in the Valiant Evo U.S. and international clinical trials had positive short-term outcomes; however, late
structural failures, including type lllb endoleaks have been recently discovered. Type IlIb endoleaks are serious adverse
events because the repressurization of the aneurysm sac increases the risk of rupture. The purpose of the present study
was to detail the imaging patterns associated with the structural failures with the aim of increasing awareness of failing
graft presentation, early recognition, and prompt treatment.

Methods: The Valiant Evo clinical trial was a prospective, single-arm investigation of a thoracic stent graft system. With
the recent late structural failures, sites were requested to submit all available imaging studies to date to allow the core
laboratory to assess for structural failures such as type lltb endoleaks, stent ring fractures, and stent ring enlargement. Of
the 100 patients originally enrolled in the trial from 2016 to 2018, the core laboratory assessed the imaging studies
performed at =1 year for 83 patients.

Results: No structural failures of the graft were reported through 1 year of follow-up. At 1 to 4 years, graft structural failures
were detected in 11 patients with descending thoracic aortic aneurysms. Of the 11 patients, 5 had a type lllb endoleak.
Four of the five had imaging findings showing stent fractures consistent with the location of the graft seam and one had
a type lllb endoleak attributed to calcium erosion with no stent fracture or ring enlargement. Of the four patients with
stent fracture in line with the graft seam, three underwent a relining procedure that successfully excluded the type lllb
endoleak. One of these three patients died 4 days later of suspected thoracic aortic rupture because the distal thoracic
endovascular aortic repair extension had been landed in a previously dissected and fragile section of the aorta. The
remaining six patients had had stent ring enlargement. One of the six patients had had persistent aneurysm expansion
from the time of implantation onward and had died of unknown causes. The remaining five patients have continued to
be monitored.

Conclusions: In the present preliminary analysis. the imaging patterns associated with type lllb endoleaks, stent fractures, and
stent ring enlargement appear to be related to the loss of seam integrity or detachment of the stent rings from the surface of
the graft material. The imaging patterns we have detailed should be closely monitored using computed tomography angi-
ography surveillance to allow structural failures to be promptly identified and treated. (3 Vasc Surg 2021:m:1-10.)

Keywords: Endoleak: Stent graft fracture; TEVAR; Thoracic aneurysm; Thoracic endovascular aortic repair; Thoracic stent
graft; Type lllb endoleak

The Valiant Navion thoracic stent graft system (Med-
tronic Inc, Santa Rosa, Calif) was designed with improved
conformability and a lower profile, and the patient out-
comes through the 30-day and 1-year points have

generally been positive."? Recently. however. unexpected
late structural failures of the stent graft have been
observed in the Valiant Evo U.S. and international clinical
trials (ClinicalTrials.gov identifiers, NCT02625324 and

From the Unit of Vascular Surgery, Department of Surgical Sciences, University
of Turin, Turin®, the Department of Vascular and Endovascular Surguery,
University of Perugia, Perugia® the Department of Vascular Surgery. Vita-Sa-
lute University. San Raffaele Scientific Institute, Milan®; the Department of
Vascular Surgery, St. Peter's Health Partners, Albany Medical College, Albany®.
Department of Cardiothoracic Surgery, St. Antonius Hospital, Nieuwegein®;
the Syntactx, New York': the Medtronic Inc, Santa Rosa?: and the Division of
Vascular Surgery, Cedars-Sinai Medical Center. Los Angeles”

The Valiant EVO US and international clinical trials (ClinicalTrials.gov identifiers,
NCT02625324 and NCT02652949) were funded by Medtronic, Inc, Santa Rosa,
Calif.

Clinical Trail Registration: NCT02625324 and NCT02652949.
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Additional material for this article may be found online at www jvascsurg.org.

Correspondence: Fabio Verzini, MD, PhD, FEBVS, Unit of Vascular Surgery,
Department of Surgical Sciences, University of Turin, AO.U. Citta della Salute
e della Scienza, Corso Dogliotti 14, Turin 10126, Italy {e-mail: fabioverzini@
unito.it).

The editors and reviewers of this article have no relevant financial relationships to
disclose per the JVS policy that requires reviewers to decline review of any
manuscript for which they may have a conflict of interest.

0741-5214

Copyright © 2021 The Authors. Published by Elsevier Inc. on behalf of the Soci-
ety for Vascular Surgery. This is an open access aptgfé’_ﬁﬁ@r—&t]\cc BY li
cense (http://creativecommons.orgflicenses/b 5 B Kuig o

e ‘(ME,Qrp *\ \

https://doi.org101016/j.jvs. 2021 04.018 \9 O& ) N\
Fi y \L é]\ 5 /4_ /‘S—
[/ e v\
[[£F »QO VAN
fle's % % E~SN|
lleg > > *| 1
sz 4. E7
iz 3 ) T
| ",% [ S U,l'
Ve s )'/ T,
\\c;",, ® , v
¢

% 44110361%y
\ "fawg 5

-..-«
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NCT02652949).° In response to these adverse events, the
manufacturer decided to issue a voluntary global recall
of the device in February 2021.

Stent graft failure modes can generally be grouped into
fractures of the metallic stent rings, suture breakage, and
other causes of fabric wear. Cyclical movement of the
metal stents due to the pulsatile environment can lead
to fatigue stress and fracture®®; however, the occurrence
of stent fractures has been rare with modern grafts.®’
The sutures in the graft can also fail by creating micro-
leakage where the suture penetrates the fabric.” or a
broken suture can lead to detachment of a stent
ring®'° or fabric disruption if the suture had joined two
edges of the fabric. Finally, fabric wear can occur from
excessive manipulation during implantation or balloon
dilation or the presence of calcification."

Identifying structural failures of a graft is imperative
because failure can be associated with type Illb endo-
leaks. Type lllb endoleaks after thoracic endovascular
aortic repair (TEVAR) are rare but have been docu-
mented in a few case reports.''” Even with abdominal
endovascular aneurysm repair, both randomized control
trials and large multicenter registries of current genera-
tion stent grafts have reported rates <2%."'® Although
uncommon, type lllb endoleaks are serious adverse
events because they result in blood flow back into the
aneurysm sac. resulting in a significant risk of rupture.'®"”
When diagnosed, a type lllb endoleak can generally be
successfully treated by relining the device.'®'® In the pre-
sent report, we have summarized the recurring patterns
in the imaging studies of patients with Navion stent graft
failure with the aim of increasing physician awareness in
the identification of possible failure modes, early recogni-
tion, and prompt treatment.

METHODS

Trial design and clinical and imaging follow-up
extension. The patients identified with type Illb endo-
leaks and other imaging findings were a part of the
Valiant Evo U.S. and international clinical trials (Clinical-
Trials.gov identifiers, NCT02625324 and NCT02652949).
In brief, the trials were prospective, single-arm in-
vestigations of the Valiant Navion stent graft system for
the treatment of pathologies, including descending
thoracic aortic aneurysms (DTAAs) and penetrating
atherosclerotic ulcers. More details on the trial design
and the 30-day and 1-year outcomes have been previ-
ously reported."? All the sites conducted the study in
accordance with the clinical investigation protocol and
received institutional review board or ethics committee
approval. as applicable. All the patients in the trials pro-
vided written informed consent, and the trials were
compliant with the Declaration of Helsinki (October
2013) and the laws and regulations of the countries in
which the clinical trials were conducted.
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ARTICLE HIGHLIGHTS

» Type of Research: A multicenter, prospective, non-
randomized trial

Key Findings: Eleven patients with a descending
thoracic aortic aneurysm from the Valiant EVO clin-
ical trial were identified with structural failure in their
thoracic stent grafts. Five patients had experienced
type illb endoleaks, with four having stent fractures
and loss of seam integrity, and six patients had stent
ring enlargements.

Take Home Message: Late structural failures were
identified with the thoracic stent graft in the Valiant
Evo clinical trial. These can present as type llib endo-
leaks, stent fractures, and stent ring enlargement.
Lifelong surveillance using computed tomography
angiography is important to allow structural failures
to be promptly identified and appropriately treated.

The trials were originally designed with clinical and im-
aging follow-up, including independent core laboratory
analysis (Syntactx, New York, NY) through 1 year. A total
of 100 patients were enrolled between April 2016 and
March 2018. With the recent observations of type Ilib
endoleaks, the sponsor initiated an investigation in
which all sites were asked to submit their follow-up im-
aging studies beyond 1 year to the core laboratory for re-
view, including from patients who had withdrawn from
the study. The request for the retrospective imaging re-
view was made possible in the United States under a
Health Insurance Portability and Accountability Act
exception, given the urgency to assess patient safety,
and was communicated to the related institutional re-
view boards through the unanticipated adverse device
effects letter. For the sites outside the United States,
the unanticipated serious adverse device effects letter
sent to the ethics committees included language
regarding the core laboratory review of imaging studies
from all the study patients in the interest of patient safety
and specified how data privacy would be ensured for the
patients who had withdrawn from the trial.

Valiant Navion thoracic stent graft design and rele-
vance to imaging findings. The Valiant Navion stent graft
is constructed from a sheet of multifilament polyester
sewn into a cylindrical shape, resulting in a seam line
running along the length of the graft (Fig 1). The graft
also has a series of stent rings that are formed by joining
two ends of a stent ring with a cylindrical crimp sleeve.
The stent rings are formed at a larger diameter (~20%)
than that of the graft fabric diameter and sewn to the
outer surface of the graft fabric such- the- cnmp
sleeve on each stent ring is onent/er/i *«-I@E}E f?om the

seam line (Fig 1). )(/__. *
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Fig 1. A, Construction of the Valiant Navion stent graft with the cross-section view showing the stent rings sewn
with the crimps located ~180° from the graft seam. Also, a radiopacue side marker is nearly equidistant between
the seam and crimps (red circle). B, View of a graft with the seam running down the length of the graft (blue
arrows). C, View showing a line of crimps on the other side of the graft (green arrows).

The stent graft has three radiopaque proximal
markers placed 120° from each other at the proximal
end of the fabric. One radiopaque side marker is sewn
between the third and fourth stent rings, with two radi-
opaque markers at the distal end of the fabric. Both the
side marker and the crimps can be identified using
high contrast-enhanced computed tomography (CT)
or radiography. Together, they can be used to deter-
mine the location of the seam because the side marker
is approximately equidistant between the crimps and
the seam.

Core laboratory image analysis. All core laboratory re-
views were performed on fully de-identified images.
The core laboratory assessed the images for evidence of
type llib endoleaks, stent ring fractures, and stent ring
enlargement, which were required to meet the following
criteria:

e Type lllb endoleak: defined as blood flow through a
fabric disruption with confirmation with CT angiog-
raphy (CTA)

e Stent fracture: stents were considered fractured if a
visible gap was present in the ring, with be confirma-
tion by CT or radiography

e Stent ring enlargement: defined as an increase of the
diameter of a nitinol stent ring >1 mm of the nominal
graft diameter as measured by CT; the most conserva-
tive threshold was chosen to detect all possible events,
with the understanding that false-positive results could
also be identified

RESULTS

Through 1 year, no structural failures or type llib endo-
leaks were detected.? Of the 100 patients originally
enrolled, the core laboratory assessed the imaging
studies at =1 year for 83 patients, including some pa-
tients who had withdrawn from the clinical trials.
Through the retrospective core laboratory review, four
patients who had been treated for a DTAA were identi-
fied with late type llib endoleaks concomitant with stent
fracture and stent ring enlargement detected 36 to
49 months after the initial TEVAR implantation (Table ).
Two of the four patients were asymptomatic and had un-
dergone a complete relining procedure that successfully
excluded their endoleak. One of the four patients was
asymptomatic and the reintervention had been sched-
uled. Patient 1 underwent a relining procedure that suc-
cessfully excluded the type lllb endoleak: however, the
patient died 4 days later. According to the investigator
review, the death was likely secondary to aortic rupture
at the level of the distal TEVAR extension, which had
been landed in a previously dissected aortic segment.
However, the cause of death could not be confirmed
because the family refused an autopsy.

Patient 5 did not have any stent fractures but experi-
enced a type Illb endoleak that the core laboratory sus-
pected had resulted from fab/u;wear near a region of
calcification. The patient ungderw ﬁ\lﬁj su(:cgssful second-

R
ary procedure to treat t‘yp‘\t_§ e?fhipieak but died
3 months later of non—&Adttic-related causé’s
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Fusiform

ype lllb endoleak
ture (multiple)
Ring enlargement
Type IllIb endoleak
Fracture
Ring enlargement
Type lllb endoleak
Fr wiltiple)

Fusiform 63

Fusiform

Table I. Core laboratory—reported baseline characteristics and outcomes of subjects with imaging findings
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Relining with thre
Navion stent grafts

43 69 Yes Carotid to carotid
27 64 No bypass 1 week before
No complete relining®

Relining”

Ring enlargement
Type lllb endoleak
Fracture (multiple}
Ring enlargement

Fusiform 58

Saccular Type llib endoleak

49 59 No Scheduled for
49 59 No additional imaging
49 59 No and endovascular

reintervention®
Relining®

Fusiform Ring enlargement

NA
None

Saccular
Fusiform
Fusiform

Ring enlargement
Ring enlargement
Ring enlargement

None
l-}‘trll'[:

Fusiform
Fusiform

Ring enlargement®
Ring enlargement

the

Finally, six patients with a DTAA were identified with
stent ring enlargement without any stent fracture or
type lllb endoleak. The stent ring enlargements
measured by the core laboratory were all beyond the
margin of error that could have resulted from imaging
modality limitations or interobserver variability. Patient
6 underwent successful reintervention for type la and
Ib endoleaks within the first year.” and the core labora-
tory reported no endoleaks after the secondary proced-
ure. However, patient 6 experienced had persistent
aneurysm expansion and died of unknown causes. The
other five patients have continued to be monitored
without reinterventions planned. None of the patients
treated for a penetrating atherosclerotic ulcer presented
with signs of structural failure of the graft at the last
follow-up examination.

Patient 1 {type lllb endoleak, stent fractures along
seam line, stent ring enlargement). Patient 1 was a 66-
year-old man and had a saccular DTAA with a diameter
of 59 mm. The patient was treated with a Valiant Navion
stent graft (40 mm, 40 mm, 225 mm) successfully

NA
NA

communication because the information was not entered in the

ii‘Ln_ri'ar trial; thus, © =1 year were either not available or
nic case repo cts.
naging nr

5 enlargement, although both

advanced and deployed in zone 4 The completion
angiography showed a type Ib and type Il endoleak that
was resolved by balloon dilation. One day later, the pa-
tient presented with acute back pain. The CTA scan
revealed a focal aortic dissection at the distal end of the
graft that extended distally for 4.6 cm. The stent graft still
appeared to be positioned normally, without a sign of an
endoleak. Because the patient's pain resolved without
further treatment, he was discharged 10 days after
procedure.

The patient was admitted 44 months after the index
procedure for acute left chest pain. CTA showed a type
lllb endoleak (Fig 2. A) and an aneurysm sac increase of
=1 cm. Angiography confirmed blood flow outside of
what should have been the cylindrical stent graft bound-
ary (Fig 2, B). A secondary procedure was performed to
reline the graft, and the type Illb endoleak was success-
fully excluded with no evidence of any endoleaks. Four
days after the secondary proceduy
found unresponsive after a /~ o
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Fig 2. Patient 1. A, Computed tomography angiography (CTA) at 44 months after treatment showing contrast
outside the stent graft profile (blue arrow) indicative of a type lllb endoleak. B, Angiogram showing the side
marker (red circle) identified and crimps evident along the inner curvature (green arrows). These findings indicate
the graft seam is on the outer curvature and coincident with the location of the fractured stents (blue arrows).

determined that the aortic rupture was likely related to
placement of the distal TEVAR extension device in a pre-
viously dissected and fragile portion of the aorta
(Supplementary Fig 1. online only).

From the combination of CTA scans and angiography, it
was evident that the stent graft fractures coincided with
the location of the seam line of the graft. On the angio-
gram (Fig 2, B), the side marker was identified in the mid-
dle of the aorta, with the crimps visible along the inner
curvature. This confirmed that the seam line was on
the outer curvature where the stents had fractured. The
three-dimensional CTA reconstructions (Fig 3), per-
formed between 24 and 41 months after the index pro-
cedure, showed that four stent rings had fractured,
with an additional stent ring fracture that occurred be-
tween 41 and 44 months. Stent ring enlargement had
occurred as early as 24 months after initial treatment.

Patient 3 (type lllb endoleak, stent fractures along
seam line, stent ring enlargement). The details and im-
ages from patient 3 are shown in Supplementary Fig 2
{online only).

Patient 4 (type lllb endoleak, distal stent fractures
along seam line, stent ring enlargement). Patient 4 was
a 74-year-old woman with a fusiform DTAA with a
diameter of 56 mm. The patient was implanted with two
Valiant Navion stent grafts (proximal device, 34 mm,
34 mm, 225 mm:; distal device, 43 mm, 43 mm, 175 mm)
with a zone 3 proximal landing. The patient tolerated the
procedure well and was discharged in 2 days. The CTA

imaging studies at 1 and 12 months showed that the
distance between the distal end of the graft and the
distal edge of the celiac artery had increased by 17 mm
(from 19 mm to 36 mm: Fig 4, A and B). The core labo-
ratory did not consider this a distal migration owing to
the corresponding increase in the centerline length of
the thoracic aorta.

At 49 months, the patient had new findings of pulmo-
nary malignancy and was referred for further evaluation.
In the 49-month imaging study (Fig 4, C), stent rings 9, 10,
and 11 of the distal graft were found to have fractured,
coincident with the location of the graft seam line. The
findings was further confirmed by the 51-month chest
radiograph (Fig 4. D). Because the patient elected to un-
dergo partial pneumonectomy and adjuvant therapy.
reintervention for the stent fractures and type lllb endo-
leak was deferred. At the last follow-up visit, the patient
was scheduled for additional imaging studies and a
planned endovascular reintervention.

Patient 11 (single stent ring enlargement). Patient 11
was an 84-year-old man with a fusiform DTAA with a
diameter of 60 mm. The patient had two Valiant Navion
stent grafts placed with the proximal device (43 mm,
43 mm, 225 mm) landed in zone 3 and the distal device
{46 mm, 46 mm, 175 mm) in zone 4. The patient tolerated
the procedure well and was discharged in 2 days. Be-
tween 12 and 48 months, stent nng enlargement was
suspected because, although the .was“::@htamed
within the boundary of the stent £ r\kqﬁn"é%@mém\hng
detachment from the fabric *the upper edg& wa§
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Stent Ring Diameters (mm) over Time

Ring no. 1mo 12 mo 24mo 41 mo 44 mo

!
42

7
Subjectreceived 40mm-40mm-225mm stent graft, "4 1mo CTimagingwithou 3
Fig 3. Patient 1. Three-dimensional computed tomogra-
phy angiography (CTA) reconstructions over time with the
stent rings numbered starting from the proximal end of
the graft and showing no stent fractures at 24 months. At
41 months, four stent fractures {red numbers) were found,
coincident with the seam line, with an additional stent
fracturing by 44 months. The individual stent ring di-
ameters over time showed ring enlargement (yellow
numbers) as early as 24 months,

observed (Fig 5). The patient was asymptomatic with no
detected endoleaks, and further monitoring was
planned.

DISCUSSION

Type llib endoleaks are serious adverse events owing to
repressurization of the aneurysm sac, which puts pa-
tients at an increased risk of rupture.'® In the literature,
the incidence of type Ililb endoleaks has been reported
to be <2%."'° At the time of the present analysis of the
Valiant Evo clinical trial, five patients had been identified
with late type Illb endoleaks. Four of these patients had
stent fractures coincident with the seam and the fifth
endoleak was attributed to calcium erosion. The observa-
tions of stent fractures and type lllb endoleaks led the
manufacturer to initiate a voluntary global recall of the
Navion devices in the interest of patient safety.

Althoug type lllb endoleaks require immediate atten-
tion, the existing data have shown that type Illb endo-
leaks can often be successfully treated
endovascularly.?®?? At the time of our report, four pa-
tients had undergone a relining procedure, and all rein-
terventions had successfully sealed the type b
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endoleak. However, for patient 1, the distal end of the
relining graft might have induced aortic rupture,
because the distal landing was in a previously dissected
and fragile aortic segment (Supplementary Fig 1, online
only).

The multiple stent fractures in line with the seam was a
different pattern from the typical description of stent
ring fractures from case reports of other grafts.*'™*
From this image analysis, one could hypothesize that
the finding of stent fractures along the same longitudinal
line as the seam, opposite the stent crimps, is highly sus-
picious for the loss of integrity of the seam. A significant
loss of seam integrity might allow for unanticipated
loading and/or displacement of the stent rings, which
might, in turn, result in an increased risk of stent ring frac-
ture. Although previous reports have also concluded that
excessive mechanical stress can make stent rings more
prone to failure.”*“ this does not explain the cause of
the loss of seam integrity, which is still under
investigation.

Stent ring enlargement was also identified as a failure
mode in our retrospective analysis and believed to result
from detachment of the stent from the surface of the
graft material. Although it is not common practice to
measure stent ring enlargement, we would emphasize
the importance of assessing the stent ring sizes along
the length of the graft from the cross-sectional CT im-
ages (Fig 5). The detachment of stent rings from grafts af-
ter suture breakage has been previously reported with
other grafts.®'®?° and the additional movement of a de-
tached ring could result in stent fracture.”*** Although
no cause has been identified for stent ring enlargement,
one possibility is the loss of suture fixation integrity.
Because suture failure could lead to the development
of endoleaks,” compliance with follow-up imaging
recommended.

We would emphasize that the root cause analysis of the
structural failures is still ongoing. and the results will be
reported when available. A number of engineering
design factors can contribute to structural failure,
including the design, material, construction, and use of
the component. Several different design elements, mate-
rials, and manufacturing methods are unique to the
Valiant Navion device compared with those used in pre-
vious generations of devices such as the Valiant Captivia
(Medtronic Inc). No cases of stent fracture or type lllb
endoleak were reported through 5 years in the VALOR
Il {the Valiant thoracic stent graft system clinical study),”'
Dissection,”” and RESCUE (study to determine if the
Valiant stent graft is safe and effective in treating patients
who have a blunt thoracic aortic injury)*® clinical trials
with the Valiant Captivia device.

Strict adherence to lifelong surveillance with a mini-
mum of annual CTA is important for t F




Journal of Vascular Surgery
Volume m. Number m

‘_‘.,‘

Verzini et al 7

12mo CT (4
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Fig 4. Patient 4. A,B, Three-dimensional computed tomography angiography (CTA) reconstruction showing the
distance between the distal edge of the graft and distal edge of the celiac artery had increased by 17 mm by the
12-month imaging follow-up. The bottom three stent rings had fractured by the 49-month CTA study (C), and the
fractured stents were also clear on the 51-month chest radiography (D).

interrogation is required to assess for type lllb endoleaks.
Strict imaging follow-up with CTA should be suggested
for patients found with a single stent fracture without
endoleaks and for patients identified with single stent
ring enlargement. In accordance with the Society for
Vascular Surgery guidelines,”’*® lifelong surveillance is
warranted because a single stent fracture and suture
breakage can lead to fabric degradation over time.®*
Finally, a retrospective review of previous imaging studies
might be beneficial because the patterns of graft failure
we have described are difficult to assess and could be
overlooked initially.

To detect these late graft structural failures (Table I1), we
would recommend high quality CTA imaging studies,
and, ideally, the stent diameter should be sized in planes
orthogonal to the graft's main longitudinal axis to assess
for stent ring enlargement. Using these same images, the
outside of the stent graft boundaries should be carefully
examined for any presence of contrast. Moreover, three-
dimensional reconstructions with the centerline should
be obtained from CTA scans to identify stent
breakage.®*® These can also be found by careful

evaluation of plain radiographs of the graft,’"*? although
overlapping stents can sometimes render the fractures
difficult to ascertain. Although digital subtraction angi-
ography is the most accurate method to differentiate
the types of endoleaks, it is generally not used because
it is invasive.****

The guidelines at present recommend treatment for
type | and Il endoleaks or type Il endoleaks with aneu-
rysm expansion.?®2°3% |f an endovascular aortic reinter-
vention is planned for any disease progression in a
patient previously implanted with a Valiant Navion stent
graft, we would suggest relining the previously treated
areas, even without the diagnosis of other failures. In
contrast to the reported data in which type Illb endo-
leaks are often treated with spot relining using cuffs or
limb extensions to exclude the endoleak.*® we would
suggest complete relining of the graft similar to the
method used by Lemmon et al*’ to avoid future poten-
tial complications.

Finally, the distal seal has generally been discussed in
the context of type Ib endoleaks.?*2% "‘\A@%@ported
studies have also suggested t *I§S$\F'WﬁRe;)|;ék);§\-and
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1mo
diameter=41.4mm

12mo
diameter=43.9mm
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48mMo

diameter = 46.6mm

| Contrais llill! 37 689, 419228

Fig 5. Patient 11. Computed tomography angiography (CTA) showing stent ring enlargement that occurred be-
tween 12 and 48 months. The stent appears to have detached from the fabric, although this did not lead to a type
litb endoleak. The nominal stent graft diameter was 43 mm:; the seam location is marked by blue arrows.

Table Il. Imagmg recommendat|ons for evaluatlon of stent graft structural failures

con nr,ﬂln tion to look fe for
Type llib endoleak

3 mﬂ'uﬂ'}‘ indicative of complication
Retrospecnve review of previous imaging studies

Lifelong surveillance with a minimum of annual high quality CTA imaging studies
Further interrogation of any presence of contrast outside stent graft boundaries or irregular, noncircular

lumen margins, which might indicate fabric defects in accordance with society guidelines

Retrospective review of previous imaging studies
Lifelong surveillance with a minimum of annual high quality CTA imaging studies

Failure of stent rings or
fabric seam

26,2930

Sizing of stent diameters in pianes orthogonal to the graft main longitudinal axis to assess for ring

enlargement

Careful evaluation of three-dimensional reconstructions or plain radiographs to identify stent fractures
Identification of seam line using CT scans of visible crimps and radiopaque markers

CT, Computed tomography: CTA computed tomography angiography.

migration will result in increased movement of the graft
and fatigue stress on the stent rings.>*” Aortic elongation
will be more pronounced at the distal end of the thoracic
aorta,"®! and the morphologic changes in the anatomy
will affect the structural integrity of grafts.”* Further-
more, angulation is a well-discussed risk factor for graft
migration and a compromised seal.**“* All these factors
could have played a role in the structural failures seen in
our patient 4. Consistent with the present guidelines,
which recommend endovascular treatment of all type
Il endoleaks,?4%°*° we believe it is imperative to have a
good seal zones to minimize the risk of further
complications.

Study limitations. One limitation of the present retro-
spective analysis was that the original trial protocol
was concluded at 1 year. Thus, clinical information on
secondary procedures and mortality was not available
for patients who had withdrawn from the study despite
the core laboratory assessing the images from 83 pa-
tients. Also, if the CT images are not orthogonal to the
main axis of the graft. a margin of error will be

introduced into the calculation of the stent ring diam-
eter. The 1-mm threshold beyond the nominal graft
diameter as the definition for stent ring enlargement
was conservatively chosen to identify all possible events,
with the understanding that potential false-positive re-
sults would be found. Although a 1-mm threshold might
be too strict a criterion to apply in the clinical setting
because of imaging modality limitations or interob-
server variability, stent ring enlargement resulting from
detachment from the graft material can be expected to
be >1 mm owing to the oversizing of the stent rings
relative to the stent fabric. Likewise, without explanted
devices to examine, the structural graft failures identi-
fied using the various imaging techniques could not be
fully confirmed.

CONCLUSIONS

In the present preliminary analysis, several late struc-
tural graft failures occurred in the Valiant Evo LS. and in-
ternational clinical trials. We have describgg; e*lmaghg
patterns associated with the type | ndbﬁggﬁ’?&ght

|
26 in t

fractures, and stent ring enlargerffients seen

168 40,4 4&
I 40@,1/7'? B
(53 Hr 3,
W& % /e « 5
\Goa{// /\q Q;//



Joumal of Vascular Surgery
Volume m. Number

present study and appear to be related to the loss of
seam integrity or detachment of the stent rings from
the surface of the graft fabric. In accordance with society
guidelines*®*? lifelong surveillance for these imaging
trends should be performed with CTA to allow structural
failures to be promptly identified and treated. The com-
plete understanding of the mechanisms of failure re-
quires further investigation, which is underway.
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Supplementary Fig 1 (online only). Patient 1. Additional details surrounding the rupture at the level of the distal
thoracic endovascular aortic repair (TEVAR) extension. A, One day after the initial TEVAR procedure, the patient
complained of acute back pain. The three-dimensional reconstruction and cross-sectional computed tomogra-
phy (CT) images confirmed a focal aortic dissection at the distal end of the graft. which extended distally for
4.6 cm. The stent graft still appeared to be positioned normally without signs of an endoleak. Because the pa-
tient’s pain had resolved without further treatment, the patient was discharged home 10 days after procedure. B,
Imaging study performed at 44 months after index procedure and before the relining procedure showing false
lumen (FL) of the previously dissected section of the aorta appeared to have thrombosed and the true lumen (TL)
volume had increased. C, A secondary procedure was performed to reline the graft, and the type llib was suc-
cessfully excluded with no evidence of endoleaks. Completion angiogram showing the distal end of the relining
graft landed at the level of the previously dissected and fragile aorta. Four days after the secondary procedure, the
patient was found unresponsive after an episode of left flank pain and pronounced dead of suspected aortic
rupture at the level of the distal TEVAR extension.
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y 24mo
Stent Ring Diameters {mm) over Time
Ring no. 1mo 12mo 24mo 36mo
4 38 38 40 43
s 36 38 42 Fractured
6 kT 38 39 Fractured
7 38 38 40 Fractured
8 37 38 38 Fractured
9 23 29 38 42

Subjectreceived 37mm-37mm-225mm stent graft

24mo 36mo

31 Stent
location fracture

~

Subjectreceived 37mm-37mm-225mmstent graft

Supplementary Fig 2 (online only). Patient 3 (type llib endoleak, stent fractures along seam line, and stent ring
enlargement). The patient was a 65-year-old woman with a fusiform descending thoracic aortic aneurysm (DTAA)
with diameter of 62 mm. The patient underwent implantation with a single Valiant Navion stent graft (37 mm.
37 mm, 225 mm) and a zone 3 proximal landing. On the 24-month imaging study. no endoleaks, stent fractures, or
aneurysm enlargement was observed. However, the diameters of stent rings 4, 5. 6, and 7 had enlarged. A, Be-
tween the 24- and 36-month imaging studies. stent rings 5. 6, 7. and 8 had fractured. and stent rings 4 and 9
showed stent ring enlargement. B, The seam of the graft was identified at the inner curvature, and the fractures
were in line with the graft seam shown on the cross-section computed tomography (CT) scan. At last follow-up,
the patient was scheduled for an endovascular reintervention.
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