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Van tim dong mach chii INSPIRIS RESILIA

Huéng dan sir dung

HVT101

Model 11500A

Mau 11500A

1. M3 ta thiét bi va vit dung di kém

1.1 M ta thiét bi
Van dong mach chu loai INSPIRIS RESILIA, mau 11500A, 13 van ba 14 (stented) v6i thanh phan
ttr mé RESILIA ciia mang tim bo duge ¢b dinh trén khung linh hoat. Van tim dugc bao quan
trong diéu kién dong goi kho va khong cin riva trude khi cdy ghép. Kich thude van tim bao gbm
19, 21, 23, 25, 27 va 29mum. Tham khao bang 1 Kich thudce thong thuong.
Md RESILIA
M6 RESILIA 12 két qua ctia cong nghé bao quan toan dién tir Edwards. Cong nghé nay két hop
véi quy trinh chéng canxi héa bing viéc ngin chin nhém aldehyde lién két véi canxi. Ngoai ra
cong nghé méi tmg dung bao quan md bing glycerol thay vi sir dyng dung dich glutaraldehyde
trong phuong phép truyén thong. Ky thudt bio quan nay nhim loai bo nhimg nhém aldehyde con
sot lai duge tim thiy trong dung dich bao quan glutaldehyde, va gitp duy tri collagen trong thoi
gian dai.
Hiéu qua cua sy két hop cdng nghé bio quén toan dién ciia Edward va glycerol hoa nhdm nang
cao d6 dan hoi ciing nhur chét lugng md. O ciru non, van tim ¢6 mé Resilia cho théy viéc gidm
thiéu déng ké vé& miic d06 canxi hda 14 van ciing nhur trong vi€c cai thién hiéu sufit huyét dong
(p=0.03) trén van tir m6 mang ngoai tim c6 ban trén thi trudng (van sinh hoc 2 14 Carpentier-
Edwards PERIMOUNT Plus, ma 6900P) [Ref | & 2]
Chu tao van.
Khung duge thiét ké véi kich thude vira vin véi dudmg kinh ciing nhw mép chd ndi cac 14 van.
Viée hd tro cac mép nham giam tai sbc tai mép van va céc 18 tu do ciia 14 van, Dudng kinh ciia
khung nham giam 4p luc [én 14 van. Thiét ké duong kinh nay dugc dua trén khéi niém sinh 1y hoc



va co hgc cta van tim ty nhién va da dugc bdo cdo dua trén kinh nghiém trong céy ghép van tim
(unstented homografls) (tham khao 4&5)
Céc khung déy nhe dugc 1am bing hop kim coban-crom chéng in mon nhim néng cao d6 dan hoi
va d6 bén cua day, ngoai ra ddy con duge phi 16p polyester.
Theo nhur san phim van déng mach chti Carpentier-Edwards PERIMOUNT Magna Ease, mé
3300TFX, dai hgp kim cobalt-chromium mong duge boc bai 16p polyester kich thude 19-25mm
cho phép bén trong 16 van mé rdng.
Trong van dong mach chi INSPIRIS RESILIA, céc ddu cia dai hop kim coban-crom duge giir
chit bdng mot dng boc polyester c6 kich thuge 19 - 25 mm dé cho phép 16 bén trong ciia van m&
rong. LGp polyester cho phép md rong mép 14 van khi van chiu tdc dgng cia lyc.
Van cting véi dai ma rong (kich thude 19-25mm) (hinh 1a) s& duy tri duong kinh én dinh tai vi tri
cly ghép va trong diéu kién bénh trong tim, dugc thé hién trong thir nghiém khang nén va kiém
tra do mon.
Vi kich thude 27 va 29mm, céc dau tu do cia dai hop kim cobalt-chromium dugc béo dam bang
cach sir dung méi han. Tham khao Hinh 1c dén le dé so sanh giita van dong mach chi INSPIRIS
RESILIA va van sinh hoe ddng mach chii Carpentier-Edwards PERIMOUNT Magna Ease. Vong
khau van silicon dugc phi bing mdt miéng véi polytetrafluoroetylen (PTFE) xdp, lién mach dugc
gén vao khung day, va tao diéu kién cho sw xdm l4n mé va dong géi. Vong khiu van déng mach
chii duge thiét ké phi hop véi gbe dong mach chi tu nhién. Vong khau van tao didu kién cho viée
két hop gitra van va cic md thudng khong déu hojc voi hoa.
P& tao diéu kién cho viéc ciy ghép & nhitng bénh nhén c6 gbe déng mach chii nhéd, ma 11500A
c6 chidu cao cdu hinh thap. Vong khau van c6 ba chi khau béng lua den cach déu nhau tai céc
dinh trung tam dé hé tro hudng dit van va vi tri khau. Su thay déi dai hop kim cobalt-chromium
and dai polyester khong anh hudéng dén vi trf khau hodic k¥ thudt ciy ghép.
Mot dung cu giit van duge gin vao van bing chi khiu dé tao diéu kién thudn loi cho viée xir Iy va
khédu van trong qua trinh céy ghép. Dung cy ndy dé dang théo 1di bai bac si phau thudt (Xem
10.4 Cay ghép thiét bi)
Tuong tu nhu cidc van sinh hoc khéc cua Edwards, day hop kim coban-crom trong méa 115004, co
thé dé dang xac dinh bing chup can quang. Didu ndy cho phép xéc dinh cac dong chay vao va ra
van,

1.2 Cdng nghé VFit
Céng nghé VFit ctia ma 11500A ¢6 sin véi kich thude 19 - 25 mm. Céng nghé nay két hop hai
tinh ndng méi dugc thiét ké cho céc quy trinh van trong van (ViV) tiém ning trong tuong lai:
danh déu kich thuée cé thé nhin thdy bang huynh quang va viing mé réng.
Déu hi¢u kich thuée ¢ thé nhin thiy bing huynh quang dugc thiét ké dé hd g béc si 1dm sang
trong viéc xac dinh kich thuéc van sau phdu thuat. Kich thudc marker tai cdc mép la cho kich
thudce 19 - 25 mm trong Hinh 1b.
CANH BAO: KICH THUGC MARKER TUONG UNG VOI VOI KICH THUGC VAN
INSPIRIS TREN NHAN VA KHONG PHAI LA THAY POI KY THUAT DO KiCH THUGC
HIEN TAT BUQC CHI DINH TRONG THU THUAT CAN THIEP. Sy da dang trong gidi phiu
bénh nhan va chét lugng hinh anh ¢ thé anh hudng dén kha ning hién thi ctia cdc déu hiéu kich
thude va din dén xdc dinh sai kich thudc van.
Viing mé rong dugc thiét ké dé giai quyét nguy co tir vong gia ting lién quan dén ViV trong cic
trudmg hop kich thudc van nhé [tham khao 6] Bé gidi quyét nhitng mi ro nay, viing mé réng cho



phép tang dudng kinh dai hop kim va I8 [6n hon cho quy trinh ViV va cdy ghép. Béi vi dién tich
16 thong thudng 16n hon véi gradient thip hon [tham khio 7], viing m& rdng c6 thé cai thién
gradient ViV sau phau thudt so v6i phuong phip ViV khéng mé réng.

Kich hoat viing m& réng c6 thé chiu duge luc tac dong 1én van ciia van qua da. Mirc dé mo rong
nay dugc mé ta trong Bang 2 dudi day.

CANH BAO: Thir nghiém van trong van dugc thire hién chi bing cac két hop van trong Bang 2.
Céc két hop khdc chua dugc ddnh gid va c6 thé din dén viéc thuyén tic cde thiét bi van qua da
hogic ddn dén v vong van.

Céc kich thude c6 thé mé rong cia van ma 11500A dé duoe thir nghiém trong céc nghién ctu vé
bench va ovine khi dugc ghép ndi véi van tim qua da Edwards SAPIEN XT, Bang tham chiéu ma
9300TFX dé do duong kinh trong cu thé va ghép van SAPIEN XT trong qua trinh thir nghiém.
Béng 2. Tém tit thir nghiém bench van trong van (ViV)

K¢t hop thir nghiém(mm)

Kich thuée
van
INSPIRIS 19 21 23 25
RESILIA, ma
11500A

Kich thudc
van lim qua
da Edwards 23 23 26 26 29
SAPIENT
XT, ma
Kich thuéce cia van dong mach chi INSPIRIS RESILIA — Pudng kinh trong ctia van trudc va
sau khi mé trong bﬁng phuong phép ViV (mm)
Dudng kinh
trong trudc 18.8 20.7 22.5 24.6
mo!

Pubdng kinh
trong sau md& 20.0 222 22.8 24.2 26.5
rﬁngl-z

D6 md rong
trung binh 1.2+02 1.6+0.5 22+06 1.7+0.6 1.9+1.0
+ 8.D.'#

I Nhimng dif liéu niy biéu thj cic phép do dai hop kim cobalt-chrominum béi Edwards duéi
huynh quang.

2 DPudng kinh trong sau khi mé réng dya trén thir nghiém biing ghé véi van tim qua da Edwards
SAPIEN XT.

Thir nghiém van trong van dugc thuc hién bing céch sir dung céic ciip van tim miu 11500A va
Edwards SAPIEN XT, mau 9300TFX, trong mét mé hinh tién 1am sang. Thir nghiém ViV di
khéng duge thye hign cho cdc kich thude 27 va 29 mm ctia ma 11500A. Bg bén khong duoe dénh
gi4 1a mot phin cia thir nghiém ViV véi ma 11500A. Téc dong cua sy xam 1dn mé dén tinh ning
mo rong cia van chua duge dénh gid. Tinh ning nong van chua duge dénh gid véi van tim qua da
tur bung, Nhing phat hién nay da khéng dwoc quan sat trong céc nghién ciru lam sang nhim thiét
1ap tinh an toan va hiéu qua ctia ma 11500A dé sir dung trong cdc quy trinh ViV. Phuong phap



nong van di khong chimg minh hiéu suét huyét dong dugc cai thién cho ViV so véi ma
3300TFX.
CANH BAO QUAN TRONG LIEN QUAN DEN BANG MO RONG:
KHONG THUC HIEN CUA THU THUAT NONG VAN PONG MACH CHU BANG BONG
TREN VAN NAY DOI VOI KiCH THUGC 19 - 25 mm, Mic dit van s& duy tri dudng kinh én
dinh khi cily ghép va trong diéu kién bén trong tim, dudng kinh ctia van ndy s& mé rong néu p
dung lwc huéng tam, nhur trong tha thuat nong van dong mach chi bing béng. Viéc nong van
cfing c6 thé 1a nguyén nhan gy ho van déng mach chu.
KHONG BIEU CHINH DUONG KiNH VAN TRONG PHAN NONG TRONG QUA TRINH
CAY GHEP VAN. Phin nong van khong duoc thiét k& dé nén hogic nong trong qué trinh céy
ghép van phiu thuat. Lam nhu vdy s& giy tén thuong cho van va c6 thé dén dén ho van dong
mach chu.

1.3 Dung cuy do kich thuée va khay dyng

Viée str dung cu do kich thude tao diéu kién cho viée lya chon kich thuéc van chinh x4c cho cay
ghép. Céc b didu chinh md ma 1133 cho phép quan sét truc tiép vong van. M&i bd bao gdm mat tay
cam ¢6 céu hinh kich & khac nhau & m3i diu (Xem Hinh 2) Mot bén ctia tay cAm 1a mét ddu hinh tru
véi vong may mé phong phan dnh hinh dang ctia van. Bén kia ctia tay cim la ¢ hinh dang tuong tu
van phan dnh hinh dang vong may ctia van ciing nhur chidu cao va vi tri cta gia d&. Dung cu do ¢6 sin
cho timg kich thudc cia ma 11500A (19, 21, 23, 25, 27 va 29 mm). Toan bd bd do kich thude duge
dit trong khay, md TRAY1133.

1.4 Dung cu giit van va tay cam

Van ma 11500A c6 mot gid d& dung mét 1an tich hop. Mot tay cam d& udn (ma 1111 hogic ma 1 1206)
duoc gén vio gid do tai thoi diém phiu thuat.

2. Chidinh siv dung

Van tim dong mach chii INSPIRIS RESILIA —mi hang 11500A chi dinh sir dung cho phau thuit thay
van tim.

Van tim djng mach chi INSPIRIS RESILIA — ma hang 11500A duge chi dinh cho bénh nhan duoc yéu
cdu thay van tim déng mach chu sinh hoc va nhin tao.

3. Chdng chi dinh

Khéng sir dung van trong trudng hop béc si phdu thudt cho ring str dung 12 trai véi loi ich t6t nhit cua
bénh nhan. Quyét dinh sir dyng van nay dya vio dénh gid ctia bac s7 phiu thudt vé tit ca c4c rii ro lién
quan dén giai phiu va bénh Iy quan sat tai thoi diém phiu thuat.

4. Canh bdo

CHI PINH SU DUNG | LAN. Thiét bj nay dugc thiét ké dé sir dyng 1 Iin. Khong duoc tiét tring lai
hodc tai sir dung. Khong cé dit li¢u ddm bao cho viée v tring, khong gay ung thu va chiic niing clia thiét
bi sau tai vo tring.



KHONG LAM LANH HOAC PE VAN TIEP XUC VOI NHIET PO KHAC NGHIET. Van sé khong thé
str dung néu dé van tiép xuc véi nhiét do khiic nghiét.

KHONG SU DUNG van trong céc trudng hop:

- Bao bi, khay hoiic n%'ip day kin md, hu héng hodc nhuém mau.

- Qua han sir dung

- Thiét bj bj roi, v& hojic xtr ly sai trong bat ky truong hop ndo. Truong hop van bj 16i trong qué
trinh cdy ghép, khéng cb ging sta van.

KHONG BE VAN TIEP XUC véi bt ky dung dich, héa chét, khéng sinh trir muéi sinh Iy da duoc tiét
triing, Tén thuong khong thé khéc phuc déi vi mé 14 van, ¢é thé khéng 16 rang dudi su kiém tra truc
quan.

KHONG DPONG GOT mé 14 van véi thiét bi hoiic nhimg vét dung gdy anh hudng dén van tim. Tham chi
nhimg 13 thing nho nhét trén 14 van cé thé 1am suy giam dang ké chite nang van.

KHONG SU DUNG KICH THUGC LON. Sir dung kich thude khong phit hop ¢6 thé anh huéng dén van
hodc dén 4p lyc co hoc téc dong 1én van, diéu ndy 1am tdn thuong tim hodic hong 14 van, bién dang gia do
van va ho van.

Bat ky thiét bi cdy ghép nao cting ¢ thé gay anh huong dén co ché dap tmg mién djch ctia bénh nhan.
Mot s6 thanh phin trong hop chét kim loai ctia miu 11500A chita cobalt, chromium, nickel,
molybdenum, manganese, carbon, beryllium va iron. Vié¢c chidm sdéc bénh nhén nén dugc thuc hién trén
bénh nhan man cam véi cdc vét li¢u ndy. Thiét bi nay khong chira latex, nlnmg duge san xuét trong méi
trudng co latex.

5. Nhitng bién ¢6 bét loi
5.1 Nhiing sy kién bét lgi quan sat duge

Ddi véi tat ca van tim nhan tao, nhimg bién ¢d bét lgi nghiém trong c6 thé xdy ra trong cdy ghép van tim
Ia tir vong. Ngoai ra, con mot sd cac bién ¢b bét loi dua vio phan tmg ctia timg bénh nhin dén nhimg thiét
bi cdy ghép hogc dén nhimg sy thay ddi vét Iy hay héa hoc trong céc thanh phan, dic biét 14 cic yéu td
sinh hoc co ban, c6 thé xay ra & cdc khoang thdi gian khac nhau (gid hodc ngay) bit bude phai md lai va
thay thé thiét bj nay.

Van déng mach chii INSPIRIS RESILIA, ma hang 11500A giong vai thiét ké cua van tim sinh hoc dong
mach chu Carpentier-Edwards PERIMOUNT Magna Ease, ma hang 3300TFX.

Nhimg bién cb bét loi dbi véi van sinh hoc Carpentier-Edwards PERIMOUNT duge thu thap tir céc tai
liéu va béo cdo nhan dugc théng qua qué trinh gidm sat san phdm theo quy dinh ctia GMP Hoa Ky, phén
820 198, bao gém hep van, hé van théng qua mat chirc ning van, thing mang ngoai tim, viém nfi tam
mac, chay mau, huyét khéi, tic nghén huyét khdi, chay mau ndi tang lién quan dén viée str dyung thube
chéng déng mau, va diéu tri mat chirc nang ciia van do bién dang tai vi tri cdy ghép, bién dang vong van,
hoge giam tinh chét vat Iy hogic hda hoc ctia cac thanh phan van. Cac truong hop suy thoai mé bao gdm
nhiém triing, voi héa, day, thiing, thoai héa, mon chi khau, tdn thuong béi céc dung cu, va 13 van bj tich
ra khoi khung van. Nhimg bién chimg 1am sang c6 thé xay ra nhu liéng théi tim bat thudng, thé ngin,



khong thé tap thé duc, kho tha, orthopnea, thiéu méu, sot, rdi loan nhip tim, xudt huyét, con thiéu mau cuc
bd thodng qua, dot quy, té liét, cung lugng tim thip, phti phdi, suy tim sung huyét, tim thit bai va nhoi
mau co tim.

5.2 Nhirng sy kién bit loi tiém 4n.
Nhimng bién ¢6 bét lgi tiém 4n trong qué trinh phau thujt va ciy ghép van tim bao gdm:

- Phan Gngdi (mg
- Pau thit nguc
- Vong van
- Boc tach dong mach
- Dodng mach chi (tén thuong, md xé, rach)
- Tén thuong gbc dong mach chu
- Vo tdm thu hodc nglmg tim
- Chay mdu
o Trudc va sau phau thuat
Thube chong dong
Chen ép mang ngoai tim
Tu mau
Mach ndo
- Mau - Thiéu mau
- Mau - Réi loan déng méu
- Mdu — Huyét tan/ thiéu mau huyét tén
- Thay déi huyét ap (ha huyét ap, tang huyét ap)
- Tim - Rbi loan nhip tim / Réi loan dan il'uyén
- Sée tim
- Tic nghén déng mach vanh
- Huyét khéi tinh mach sdu (DV)
- BPo6ng mau ndi mach lan téa (DIC)
- Thuyén tc
- Viém ndi tim mac
- Réch/ v& thue quan
- Thiéu oxy mau
- Nhim tring - tai chd, vét thuong hoic toan thin
- Réi loan chire nang da co quan (MOF)
- Nhdi mdu co tim
- Sirkién than kinh
o DBot quy (CVA)
o Con thiéu mau nio thodng qua (TIA)
- Tran dich mang tim
- Tran dich mang phdi
- Viém phdi
- Mt chire ning bd phén cdy ghép — Ho / Hep

o 0 O ©

- Phu phdi



- Giam kha nang tap thé duc
- Suy than, cép tinh
- Mt chic nang than
- Suy hé hip
- Giam tiéu cAu, (Khong HIT)
- Giam tiéu ciu, do heparin (HIT)
- Huyét khéi
o Dong mach, tinh mach, ngoai vi, trung tam.
- Rorivan
- Van bi bién dang/ mét én dinh
- Van - Réi loan chire ning phi cdu tric
o Rori tinh mach
o La van bi va cham
o Tén thuong mé l4 van (dung cu / chi khau)
o Ridich viém khop
o Khéng trang khap vét litu cdy ghép (PPM) (do kich thude khang phi hop)
o Bién dang khi cdy ghép
- Van - Réi loan chirc ning / suy giam c4u triic
- Van - Huyét khbi
- Vong van/khung bi nitt hodc bién dang

Nhimng bién chimg ndy ¢6 thé din dén:
Phau thuat lai

Léy ra

Tan tit vinh vién

Tir vong

1

6. Nghién ciru l1am sang

Hi¢u qua va an toan lam sang cua van dong mach chi INSPIRIS RESILIA, mé& hang 11500A dugc
tong hop dua trén dir liéu két qua thir nghiém cia COMMENCE.

Muc dich ctia nghién clmu nay 1a chi ra tinh an todn va hiéu qua ctia ma RESILIA, viéc dong goi va vo
tring.

COMMENCE la thir nghiém nhan mé, cé trién vong, khéng ngiu nhién, trén nhiéu trung tim ma
khdng tac ddng cting mdt Iic. Trudce pll§\1 thuat, doi tuong duoc theo déi trong mdgt nam dé kiém tra
mitc d§ an toan va hidu qua. Sau phiu thuat, bénh nhan dugc theo dai hang nam va i thidu 5 nam
sau phéu thudt. Tiép tuc theo ddi lau dai sau 5 nim.

Muc dich ctia thir nghiém COMMENCE dé xéc thuc qué trinh xir ly mé, v6 triing vn va déng géi ciia
van sinh hge dng mach chi mang ngodi tim cia Edward m hang 11000A, khong dua ra bAt cir vén
d& ndo vé vé an todn va higu qua trong c4c déi tuong dugce yéu cdu thay thé van dong mach chi tyr
than hodc nhan tao.



Quén thé thir nghiém bao gdm cac ddi twong trudng thanh (18 tudi tré 18n) duge chin doan méc bénh
vé van dong mach chi cén duoc thay van dong mach chit tir than hodic nhén tao. Cho phép phiu thuat
bac cau mach vanh déng thoi va cit bo dong mach chii trén va thay thé tir khép nbi xoang - ng ma
khéng can ngung tudn hoan.

Ung vién da phau thuat ciy ghép van nhin tao hofic vong van s& khong tham gia thir nghiém. Truong
hop stra van hodic thay van ciing lic ciing bi loai trir. Phau thudt ngodi tim khong duge cong nhén.
Nhirng bai gi¢i thiéu 1dm sang va lich sir ¢ thé 12 bi loai trir khoi thir nghiém.

Thai gian béo céo cho thir nghiém COMMENCE vé ¢y ghép van dong mach chi 14 tir thang 1 nim
2013 dén thang 9 nam 2015. Pén thoi diém khoa co sor dir lidu, sau trim bay muoi tim (678) dbi
twong dugc ghi danh vio hai muoi biy (27) trang web diéu tra dn s tai Hoa Ky va Chau Au, sau
trim bay muoi ba (673) cac dbi tuong da duoc cdy ghép thanh cong véi ma hang 11000A va ri
phong md véi thir nghiém thay van,

Béng 3 cung cép thir nghiém nhan khéu hoc, NYHA Phén loai va danh gia rai ro; Bang 4 liét ké quan
sat ty 1& nhimng bién ¢ bat lgi trong qua trinh nghién ctru; Bang 5 cung cAp dif liéu phén loai NYHA
theo dir liéu co s& va dix liéu theo d6i 1 ndm; va Bang 6 liét ké theo dai thong sé huyét dong trong 1
nam.

7. Ca nhan héa trong didu tri

Ngudi nhin van tim sinh hoc nén duge duy tri diéu trj khéang dong, trir truong hop chéng chi dinh,
trong giai doan dau sau ciy ghép duge chi dinh bdi céc béc si dya vao tinh trang ca nhén, Piéu trj
chéng dong mau hoic chdng tap két tiéu cu trong thdi gian dai nén dua vao tinh trang ctia bénh nhan
d6i véi tinh trang huyét khdi.

7.1 Ciin nhiic trong viée lya chgn van tim sinh hoc.

Quyét dinh cudi cuing lién quan dén viéc chim séc bénh nhan phai duge thue hién béi cac td chire
cham séc sire khoe va bénh nhén trong tt ca céc trudng hop duge chi dinh bai bénh nhan dé ESC /
EACTS (Tham khio 8) va AHA / ACC (Tham khao 9). Huéng dan bao gdm c4c khuyén nghi can
nhéc khi lyra chon gitra van sinh hoe vé van co hoc.

Viée lya chon nén dugc thao luén chi tiét gitra bénh nhan dwoc chi dinh, bac s tim mach va béc si
phéu thudt, dé tinh dén cac yéu td chi tiét trong huéng din ESC/EACTS. Cu thé 13, cdy ghép van sinh
hoc 14 dé nghi trong céc truong hop sau:

Theo mong mudn ciia bénh nhén

- Khi khéng déng chit luong tét 12 khéng ddp img (vén d& chi dinh; khéng ¢é sin) hoic chéng chi
dinh vi nguy co chay méu cao (chay mau trude dé; bénh di kém; khong sin sang; van dé chi dinh:
16i séng; nghé& nghiép)

- O nhiing bénh nhan c6 ti 16 phau thuat lam van lai thép.

- O nhimg phu nit tré ¢c6 mong mudn c6 thai.

- nhitmg bénh nhan c6 d§ tudi tir 60-65 phai ghép ca hai van déng mach chi déu va sy lya chon
doi hoi phai phan tich cdn than cdc yéu td khéc hon 14 tudi tac.



- O nhing bénh nhén Ién hon 65 tudi hogc nhimg ngudi c6 tudi tho thip hon dd bén ciia van tim
sinh hoc.

Thém vao do, trong méi huéng din AHA/ACC, d6 tudi hop Iy cho viéc sir dung van tim sinh hoc
dugc gidm tir 60-70 tudi xuéng 50-70 tudi (Tham khéo 9)

Edwards khuyén khich bac st phdu thudt str dun g van tim dong mach chi INSPIRIS RESILIA dugc
ciy ghép trén bénh nhan tré tudi.

. 7.2 Nhém bénh nhén dic thi,

Sy an toan va hiéu qua ctia van ma hang 11500A khéng dugce nghién ciru cho qu?in thé ddc thu sau
day

- Bé¢nh nhan mang thai;

- Mg dang trong giai doan cho con b

- Bénh nhén ¢6 co ché chuyén héa can xi bét thudng (vi du hur than cép tinh, cudng can gidp):

- Bénh nhén bj thodi héa dong mach chu (vi du: hoai tir nang, héi chimg Marfan)

- Tré em, thanh thiéu nién.

- Bénh nhin mén cam véi céc hop kim kim loai bao gbdm cobalt, chromium, nickel, molybdenum,
manages, carbon, beryllium va iron;

- Bénh nhén mén cam véi latex.

8. Twvén thong tin bénh nhin

Nén can thén va lién tuc theo doi y té (it nhét 1a tron g voug 1 ndm) cée bién chimg lién quan dén van,
diic biét 1a céc bién chimg lién quan dén vat lidu. Bénh nhan ghép van ¢6 nguy co nhiém khuén huyét
(vi dy: thyc hién cdc quy trinh nha khoa) va nén sir dung vé khang sinh dy phong. Bénh nhan nén
duge khuyén khich mang theo thé nhan dang bénh nhan moi lic va dé théng béo td chirc cham sac
sitc khée ctia ho rang ho ¢6 cdy ghép.

9. Cach thitc phin phdi.
9.1 Pong goi

Van tim dong mach chi INSPIRTS RESILIA, ma hang 115004, dugc tiét tring va khong giy sbt
trong khay duge dong géi kép. Khay ndy nim trong mdt tai dung trong thing carton. Khi nhan ducc
thiing kiém tra tinh trang hu hong phfa ngoai.

M3di van duoc déng goi trong 1 thing carton ciing vé6i bd hién thi nhiét do théng qua mdt cira s6 & bén
canh bang diéu khién. Thiét bi hién thj nhiét dd nhim xéc dinh cac san phdm da tiép xtic véi tinh
trang nhigt do bét thudmg. Khi nhin dugc van, ngay 18p tic kiém tra cdc chi s& va tham khao nhan
thiing carton dé xéc nhan mot didu kién sir dung. Trong trudng hop tinh trang sir dung khong rd rang,
khong sir dung van va lién hé véi nha cung cdp dia prong hoiic dai dién Edwards Lifesciences dé
thu xép iy quyén va thay thé.



Cénh béo: Kiém tra van cén than trudce khi cdy ghép 1am bing chimg tiép xtic v6i nhiét do bét thudng
hodc hir hao khac. Tiép x(ic ciia van véi nhiét dé khéng phit hop s€ khién thiét bi khéng sir dung
dugc.

9.2 Luwu triv

Van tim dong mach cha INSPIRIS RESILIA, ma hang 11500A, nén dugc bdo quin & 10°C dén 25°C
(50-77°F), trong tui dung déng gbi trong thung carton.

10. Huéng din s dung
10.1 Dao tao bac si

K§ thuat cdy ghép van nay tuong tu nhu nhiing loai van di dugc sir dung cho bit ky nhiing phau
thudt thay van dong mach chii. Khong ¢é nhitng déo tao dic biét cho viée sir dung ma hang nay trong
cdy ghép van,

10.2 Kich thuwde
Canh bdo: Khéng thé dinh vi manh v ciia dung cu do va tay cAm béi thiét bi hinh anh bén ngoai.

Cén trong: Khong 4p dung kich thude van cia céc haing san xuéit khac hogic kich thude cia loai van
khéc ctia Edward Lifesciences cho van INSPIRIS RESILIA ma hang 11500A.

A . A P A a . - r . v £
Cian trong: Kiém tra dung cu do c¢é cdc dau hi¢u hu mon, ciin, ran, nit trude khi sir dung. Thay thé
dung cu do néu cé bt cir ddu hi¢u xudng cip nao.

Xdc dinh kich thudce trén vong van

Budc Quy trinh

| Pdi vai vide cdy ghép trén vong van, Vong khau
van cta van dugc ddt phia trén vong van, do do
téi da héa khu wirc 16 ¢6 hiéu qua cua van, Khi
diéu chinh kich thuée cho cdy ghép trén vong
van, cdc dung cu do nén song song voi mét
phang ctia vong van va sau d6 méi thuc hign
thao tac:

a) Str dung thude do cia mi hang 1133, chon
dau hinh tru cia dudn g kinh lén nhét dung cu
do thoai mai phut hgp vai vong van ctia bénh
nhan.

b) Khi gﬁu hinh try thich hop dugc chon,‘sfr
dung dau ban sao cuia cliing dung cu do dé xéac
minh ring vong khau van s& vira vin trén dau
trang cuia annulus. Dam béo ring 16 mach vanh
khéng b che khudt v céc bai stent ciia dau ban
sao khdng can thi€p vao thanh dong mach chu &
ngd ba xoang. Néu quy trinh thuan loi, chon
kich thuréc ndy ctia van cho cly ghép.




c) Tuy chon. Xac dinh néu cdy mot van 16n hon
van c6 thé bang céch str dung cudi ban sao cuia
dung cu do 16n hon tiép theo. Pam bio ring 13
mach vanh khéng bj che khuit va céc bai stent
clia ddu ban sao khéng can thiép vao thanh dong
mach chii & nga ba xoang. Néu kich thuéc ban
sao kich thude 1édn hon pht hgp vdi bénh nhan,
hay cdy kich thuéc ctia van nay. Néu kich thuée
ban sao kich thudc 16n hon khdng vira vén, hiy
cy kich thudc van duge x4c dinh trong budc
trude do.

Xde dinh kich thwéc trong vong van

Budc

Quy trinh

I

Khi xac dinh kich thudce trong vong van, toan bo
van bao gdm véng khau van duge dit bén trong
vong van. Dau hinh try hojic ban sao clia bd
dung cy do md hang 1133 vin ¢6 thé duge sir
dung de dinh kich thudce cia trong vong van. pé
viée cay ghép trong vong van ding qui trinh, b
dung cu do Ehéi song song véi mat phang ciia
vong van, ké ca phan vong khéu van duge mé
phong nén di qua vong van.

10.3 Quy trinh chuéin bj trwde khi cdy ghép.

Cac budce

Quy trinh

1

Cinh bdo: kiém tra han str dung trén bao bi
trude khi str dung. Khong sit dung san pham qué
han.

Cinh bdo: khong md tai. Tui 13 16p bao vé duy
nhét. Khay g6i trong ciing ¢6 thé bi phoi bay.
Ciin trong: khéng mé tii géi van déng mach
chu INSPIRIS RESILIA, ma hang 11500A cho
dén khi cdy ghép.

Khi da chon kich thudc van thich hgp, hdy théo
tai gidy ra khoi thing carton. Trude khi mé,
kiém tra cdc géi cé bi hong hoic mat con dau.
M ti va thdo khay trong moéi truong khong vo
tring (Tham khdo hinh 3).

Gan ving vo tring, gitr chan dé bén ngoai
khay va bdc nip tir khay bén ngoai

Céc khay bén trong va vat dung la vo trung.
Pua khay bén trong dén trudng vé tring. Vit
dung trong khay phai duoc xir ly bing cic thiét
bi v6 trimg k§ thudt phiu thuit dé ngin ngtra
nhiém.




Cén trong: Khong mo khay trong trude khi cay
ghép va bac st phiu thuét sin sang cho viéc thay
van.

Cin trgng: Van khéng duoc an toan trong khay
trong. Nén cha  cn than khi xé nép va m& bao
nhura.

Trude khi ma, kiem tra khay trong va nfip day
céc déu hiu vé thiét hai, vét ban va bi hong
hodc con d4u bi mét Glﬂ’ chén dé clia khay bén
trong va boc nap tir khay bén trong.

Gan tay cam, ma hang 11 11 hoge ma hang 1126,
vio ngin giif van nhl.mg van dé van trong khay.
bé gén, lap tay cam vao ngin chira bing céch
can chinh tay cam voi 16 ren trang ngan chira va
xoay tay cAm theo chiéu kim déng ho cho dén
khi cam nh@n duoc luc can. (Xem hinh 4)

Cén tr ong: Khéng nim van bing tay hodc dung
cu phéu thuét.

Cén trong: Kiém tra tay cAm dé tim ddu hiéu da
qua str dung, ching han nhur xin mau, nut hodc
sot, trude khi sir dung. Thay thé xir ]y néu bt ky
sai sOt nao.

Cén trong: Khong ddy van ra xa phﬁ“n ¢6 dinh
déng mach chi trong lic gin tay cAm vao gia
do.

Cén trong: Lip rap tay cém;’gié deo duge yéu
cau trong qua trinh cay ghép va nén duge théo
roi cho dén khi van dugc may vao vong van.
Cén trong: Can can th@n dé tranh tranh vudng
vao thé mi sé cua tay cim trong thoi gian Iap
rap.

Khi tay cim duoc gin vao, thio van va dung cu
gm dong mach chui ra khoéi khay trong.

Cén trong: Duy tri dd bdm trén cd khay bén
trong va tay cam th thdo van ra khm khay bén
trong vi thé ma sd c6 thé dugc gan chit vao
khay.

B'é théo dung cu gitr dong mach chi ra khéi van,
nam dung cy gilr dong mach chi va kéo ra khoi
cum tay cam/gid d (Xem hinh 5a va 5b)

Thé mi s6 duge may vao vong khau van cia
md&i van bang chi khdu. Ma nay phai duoc xac
nhén bang sé trén bao bi va thé dir lidu ciy ghép
van. Thé ndy va chi dinh kém tuong (mg phai
dugce thio ra k1101 van khi ciy ghép.

Cﬁn trong: Néu c6 bt ky sur khéc biét vé ma
so van khéng nén duge sir dung

Cin tr ong: Can than trong dé tranh cit hodic
rach vai vong khau van trong khi thdo thé ma sé.




Can trong: D& tranh lam hong vai vong may,
cén tranh kéo nut thit cua chi khau ndi tiép qua
vong may.

10

M hang 11500A, KHONG PUGC RUA truée
khi cdy ghép.

Cén trong: Néu rira van trude khi phau thuat
ghép van, van can dugc giil trong nudc mubi
sinh ly v6 triing & ca hai bén ctia mé l4 trong
qua trinh phdu thuat. Méi 1an rira tir mét dén hai
phut.

Cén trong: Tranh dé 14 van tiép xtic véi khin,
ga trai giudng hodc cdc ngudn vét chét khac co
thé anh hudng dén 14 van.

10.4 Thiét bi cAy ghép

Van déng mach chi INSPIRIS RESILIA, ma hang 11500A, duoc thiét ké cho phdu thut ghép di

voi vi tri dat trén vong van va trong vong van.

Céc bude

Quy (rinh

1

Chuyén vién, béc s nén tim hiéu trudc ve céc
khuyén nghi cho kich thwde va vi tri thich hgp
trén vong van va/hodc trong vong van. (Xem
bang kich thudc van 10.2)

Do su phitc tap va da dang ctia phau thuét thay
van tim, viéc lua chon k¥ thuét phiu thuit nén
pht hop véi céc.

Canh bio: duoc mé ta trude do, theo quyét dinh
ctia ting bic si phiu thuat. Sau ddy cac bude
nén duoc sir dung chung;: o

|. Phau thuit loai bo |4 van ¢é van dé hoic
bi hu hong va tit ca céc phén co lién
quan Ia cén thiét.

2. Loai bo bét ky mang canxi héa tir vong
van dé dam bao vi trf vong khau van
tranh lam hong 14 van.

3. Chi st dung dyng cu do kich thudc van
tim déng mach chi ma 1133 dé do vong
van. (xem hinh 2)

Cén trong: Khi chon van cho bénh nhéan, kich
thudie, tudi va tinh trang thé chat ctia bénh nhén
li€n quan dén kich thuoc cia van phai duge xem
xét dé giam t5i thidu kha nang thu dugc két qua
huyét ddng. Tuy nhién, viéc lua chon mot van
phai dugc thue hién boi béac sT trén co s cd nhdn
sau khi can nhéic cin than tt ca céc rii ro va loi
ich cho bénh nhan.

Vi tf ghép van trén vong van

Nén thye hién k¥ thudt khau, ching han nhu k§
thuét khiu dém ndm ngang cho trudmg hop trén
vong var.




Vi tri ghép van trong vong van

Nén thyc hién k¥ thuat khiu, ching han nhu k¥
thudt khau dém chuyén déng cho trudng hop
trong vong van.

Do tmh linh hoat tuong déi cua Rhung, nén cin
than dé ngan viéc gap khiic hodc bién dang cua
gid do (stent) c6 thé din dén hé van, thay dcn
huyét déng hre va/hodc phé vé l4 van lam mét
chire ning van. Theo do6, ¢an tranh viée sir dung
qua ¢ kich thudce van.

Khoéng céch cua chi khau trong phan con lai
cua 18 van va vong khéu van phai duoc tinh toan
¢An than dé tranh nép gdp hodc méo 16. Edwards
Lifesciences da nhdn duge cac bao cdo, trong do
céc miéng dém riéng 18, trai dai tir 10 dén 15
mm, tao ra mdt hi¢u L'mg chudi day chi ¢ thé
gy nén 16 van, Khi sir dung chi khéu bi gian
doan, dlcu quan trong la phai cit chi khau gan
céc nit thit va de dam bdo riang cac diu nbi llcp
xtc s€ khong tiép xtic véi mo la.

Cin tr ong: Tranh cit hoiic lam hong cac ong
diéu stent hodc mo la mong khi dat va cit chi
khiu. Khéng gléng nhu céc van thay thé khdc,
thanh gia do mém va khéng chong lai syr ddm
xuyén ctia kim. Theo d6, viéc dit chi khdu qua
mép phai duge chi trong, can than khi may dé
tranh sy x4m nhdp cta thanh bén cia dng d&
dong mach va sy ran nitt ¢6 thé cé clia mé 4.
M&t khi cac chi khau duge gfin hoan foan, diéu
quan trong la phai ciit cc chi khau ‘gfm céc nit
thit dé ddm bao rﬁng céc ddu ndi tiép xtic s&
khéng tiép xiic véi cac mod 1a ciia van,

Nhur v6i tit ¢ cdc bd phéan gia cd 16ng mé,
thanh chéng tu do, hodic mép hd tre, can than
phai luén duge chii trong dé tranh tao ra 15 hong
hodc bat mét khau xung quanh mép, ma gia do
cua van dong mach cha la dbi xtmg, va hé trg
cdc mép 12 khoang cach déu nhau. Thanh chong
nén tuong (g voi phan con lai cua cac mép dé
khéng lam can trd 16 mach vanh.

B§ phan tach rdi va tay cam kém theo dugc lay
ra nhu mét thiét bj khi hoan thanh quy trinh
khau. (Xem hinh 6)

I. Sir dung mét con dao md, cit mét trong
ba dudng khdau 10 ra trén dinh cua gia
dé.

Chn trong: Tranh cit hodc lam hu hong dng do
dong mach hoac mé la van mong khi cat chi
khau.




2. Sau khi ba chi khiu duoc cit, hay thao
bo tay cAm/bo phén giit, cting voi chi try
giir tir van.

3. Théo tay cam khoi phan gid d& va bo gid
da.

10.5 Quy trinh v¢ sinh va tiét tring

Céc vt liéu kém theo cho van ddng mach chi INSPIRIS RESILIA, mé 1 1500A, dugc déng géi riéng
biét. Tay cam mi 1126 dwoc vo triing va chi duge sir dung mét [an. B xir Iy tay cdm ma 1111, b
dung cy do kich thude ma 1133 va ma khay 1133 c6 thé tai sir dung va phai duge tiét tring truée khi
stir dung.

10.6 Thu hdi van

Edwards Lifescience quan tam dén viéc thu hdi cac mau bénh phdm cia van dong mach chu
INSPIRIS RESILIA, ma 11500A, dé phan tich. Lién hé voi dai dién ving dé thu hdi van.

- Bao bi chira mé véi phan danh déu gidi han v trimg con nguyén: Néu tai boc hodc khay chura
duge mé, bo lai van trong bao bi géc.

- Goéi dd mé nlumg Van khéng dugc cdy ghép: Néu khay duge md, van khong con vo tring. Néu
van khéng dugc cy ghép, can dit vao mot vat ¢6 dinh md phit hop nhur 10% formalin hoic 2%
glutaraldehyde va tra v& céng ty. Tu lanh 14 khong can thiét trong nhimg truomg hop nay.

- Van dugc ldy ra: Nén dit van duoc ldy ra vao mét vit ¢ dinh mé phit hop nhu 10% formalin
hoic 2% glutaraldehyde va trd vé cong ty. T lanh 1a khong cén thiét trong nhimg trudmg hop
nay.

11. Théng tin an toan vé chup cong hudéng tir (MRI)

A MR Conditional

Thir nghiém phi lam sing da chimg minh rdng Van déng mach chi INSPIRIS RESILIA, Model
11500A, la diéu kién chup c6ng hudng tir. Mt bénh nhan thay van dong mach chu INSPIRIS
RESILIA, m# 11500A can duge chup trong diéu kién:

e T trudng tinh chi 1.5 tesla hodc 3 tesla

e Tirtrudong do déc khéng gian téi da tir 3.000 gauss / em (30 T / m) té xudng,

o Téc do hip thy riéng trung binh co thé (SAR) dugc bio co toan hé théng ciia todn ca thé 12 2
0 W / kg & ché do hoat dong binh thudng,

Du6i diéu kién chyp nhu trén, van dong mach chii INSPIRIS RESILIA, mé 11500A du kién s& tang
nhiét dg i da trong co thé dudi 2.0 tai 1.5T va dudi 2.5 tai 3T sau 15 phat quét lién tuc.

Trong thtr nghi¢m phi 1dm sang, hinh anh mé réng khoang 10 mm tir van Model 11500A khi dugc
chup béng chudi xung echo va 17 mm tir thiét bi khi duge chup véi chudi xung echo va hé théng MRI
3 tesla. VAt thé che khudt thiét bi quang.



12. Lam thé cho bénh nhén
12.1 Thé nhén dién bénh nhén

M3i bénh nhéan phiu thuat ghép van tim déng mach chi INSPIRIS RESILIA, ma 11500A d&u duoc
cung cép thé nhan dién bénh nhan.

12.2 Théng tin bénh nhin
Tai liéu thong tin bénh nhan c6 thé dugc lay tir Edwards hodic mét chuyén gia lam sang Edwards.

San phém nay duoc san xuét va phéan phéi duéi it nhat mét hodic nhidu bing séng ché U.S. sau: sb hiéu
béng U.S. 6,413,275; 7.972.376; 8,007,992; 8,202.314; 8.357.387; 8.366.769; 8,632,608; 8.679.404;
8,748,490; 9.029.418; 9.314.335; 9.320.830; 9.375.310; 9,439,762; 9,50,566; va bing sang ché nudc
ngoai twong tmg. Tuong tr, bing sang ché bd sung dang chd xir 1.

Bing 1. Kich thude

Van dong mach chu INSPIRIS RESILIA, ma 11500A

Kich thudc 19 21 23 25 27 29
min mim mm mm min mim
A, Puong kinh vong van 19 21 23 25 27 29

(dudng kinh gid d&,mm)

B. Pudng kinh trong (dudng 18 20 22 24 26 28
kinh trong, mm)

C. Chiéu cao(mm) 13 14 15 16 17 18
D. Buong kinh vong may 25 27 29 32 34 36
ngodi (mm)

Dién tich 16 van(mm?) 236 [293 [357 (424 [S500 |579

Chi y: Huéng dan do kich thudc, xem phan 10.4 Cay ghép thiét bi.

Bing 2. Tém tt thir nghiém vaan trong Van(ViV) (Cong ngh¢ Vfit)

Bang 3. Nghién ciru thir nghiém COMMENCE

Tubi tai thoi diém cay N: Mean + SD (Min — Max)
Tudi 672: 67 1+ 11 5(20—90)
Gidi tinh % (n/N)

Nir 28 6% (192/672)

Nam 71 4% (480 / 672)

Phan loai % (n/N)

Loai | 23 8% (160 / 672)

Loai 1L 49 6% (333 / 672)

Loai 11 24 9% (167 / 672)

Loai 1V 1 8% (12/672)




Piém rai ro

N: Mean = SD (Min - Max)

Nguy co tir vong STS(%)

526:20£18(03-175)

EuroSCORE II (%)

672:26+29(05-246)

Nlasé lugng doi twong c6 dir liéu kha dyng cho thong s0 da cho.

STS chi dénh gid déi tuong trai qua AVR hojic AVR+CABG

Bang 4. Nhimg sw ki¢n bat 1gi quan sit duge

Nhimg bién c6 bat lgi Som' Mudn? Mién kiém tra sau |
hodc hdu qua (N=673) ((LPY?*=445.53) nam

n,m(%) n,m(%/pt-yr) (SE)!
Ty 18 tir 8,8(1.2) 12, 12 (1.3) 0.974 (0.007)
Ty 1€ tir vong lién quan | 3, 3(0.4) 5,5(1.1) 0.987(0.005)
tGi van
Phau thuat lai 1, 1(0.1) 1, 1(0.2) 0.996(0.003)
LAy van ra 0, 0(0.0) 1, 1(0.2) 0.997(0.003)
Tic huyét khoi 12, 12(1.8) 11, 14(3.1) 0.968(0.008)
Huyét khbi tai 0, 0(0.0) 0, 0(0.0) 1.000(0.000)
Viém ndi tdm mac 0, 0(0.0) 3, 3(0.7) 0.992(0.004)
Tét ca cac truong hop | 5, 5(0.7) 6, 6(1.3) 0.98(0.006)
xudt
Xuét huyét chinh 4, 4(0.6) 4, 4(0..9) 0.987(0.005)
Ro 1 tinh mach 2, 2(0.3) 2,2(0.4) 0.994(0.003)
R0 1 tinh mach chinh 1, 1(0.1) 1, 1(0.2) 0.997(0.002)
Tén thuong ciu triic 0, 0(0.0) 0, 0(0.0) 1.000(0.000)
van

1 i véi nhimg bién cb sém (cc bién cb xdy ra trong 30 ngdy sau cAy ghép): Déi voi ‘Sém’m la s6
lugng bién ¢d; n la s6 lrgng dai trgng trai qua mdt su kién; %=n/N

2 Déi v6i nhimg bién cd mudn (cdc bién cb xay ra sau 30 ngay ciy ghép): m 1a s6 lugng sy kién; n la s6
luong doi tuong trai qua mdt sur kién; va% =m /LPY

3 LPY: Bénh nhén nhitng nim sau; LPY dugc tinh tir ngy 31 sau cdy ghép cho dén Ian tiép xiic bénh
nhén cudi cung

4 Dya trén phan tich ctia Kaplan-Meier vé thoi gian xay ra 1dn déu tién (sém hogc muén). Sai s6 chuan
(SE) dua trén céng thire Greenwood.



Béng 5. Phan logi NYHA theo chuén va trong 1 nam

Phan loai NYHA Chuan NYHA NYHA trong | nam
%(n/N?) %(n/N?)

Loai 19.8%(64/324) 78.1%(253/324)

Loai 50.6%(164/324) 20.1%(65/324)

Loai IIT 28.1%(91/324) 1.5%(5/324)

Loai IV 1.5%(5/324) 0.3%(1/324)

| S cai thién dang ké & NYHA duoc quan sat bing gid trj p <0 0001 dya trén thir nghiém vé tinh dong
nhit can bién sau khi chuyén déi phan loai NYHA thanh cdc gid trj s6 (Class 1= 1, Class I =2, Class III
=3, Class 1V = 4). Céc gi4 tri 0 duoc thay thé bing 0.5 dé tranh sy dir cta dir liéu.

2 N 1a 56 lugng dbi tugng ¢6 dir liéu trude va sau phdu thuét 1 nim.

Bing 6. Chi 56 huyét dgng trong 1 nam,

Thong 19mm 21mm 23mm 25mm 27mm
Mean + SD Mean & SD Mean & SD Mean =+ SD Mean + SD
(n') (") (n") (n') (')
EOA(cm?) 10+02 14+04(68) |15+04(80) | 18+05(59) 21406 (23)
(12)
Gradienttrung | 182+84(12) | 120+£42(68) | I03£38(81) | 88£30(60) [ 70+£22(23)
binh

1 n dai dién cho s8 luong dbi tugng cé dit liéu danh gia.
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Tbi, Vii Thi Tinh, CMND s6: 017253279 cép ngay 18/01/2011 tai Céng An Thanh Phé Ha Ngi; cam doan

dich chinh xéc gidy t&/ viin ban nay tir tiéng Anh sang tiéng Viét.

Nguwoi dich
Vii Thi Tinh

LOI CHUNG CUA CONG CHUNG VIEN

Hom nay, ngay 11 thang 10 nim 2021 (Ngay mudi mot thang mudi , mudi ndm hai nghin khong tram hai
muoi mbt).
Tai Vin phong Cong chimg Nguyén Hué, dia chi tai s6 165 Giang V&, phuong Cét Linh, quén DPébng Da,
thanh phd Ha Noi.
T6i, NGUYEN THI THUY - Céng chimg vién,trong pham vi trach nhiém ctia minh theo quy dinh cua
phap luat.

CHUNG NHAN
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INSPIRIS RESILIA Aortic
Valve, Model 11500A

Instructions for Use

HVTIO

Model 1T1500A

1. Device and Accessories Description
1.1 Device Description

The INSPIRIS RESILIA aortic valve, Model 115004, is a
stented trileaflet valve comprised of RESILIA bovine
pericardial tissue that is mounted on a flexible frame.
The valve is stored under dry packaging conditions and
consequently does not require rinsing prior to
implantation. The valve is available in sizes 19, 21, 23,
25, 27 and 29 mm. See Table 1 for nominal dimensions.

RESILIA Tissue

RESILIA tissue is created with a novel technology
called Edwards Integrity Preservation. The technology
incorporates a stable capping anticalcification process,
which permanently blocks residual aldehyde groups
that are known to bind with calcium. The technology
also incorporates tissue preservation with glycerol,
which replaces the traditional storage in liquid-based
solutions such as glutaraldehyde. The storage method
eliminates tissue exposure to the residual unbound
aldehyde groups commonly found in glutaraldehyde

Edwards, Edwards Lifesciences, the stylized E logo,
(arpentier-Edwards, COMMENCE, Edwards SAPIEN,
Edwards SAPIEN XT, INSPIRIS, INSPIRIS RESILIA,
Magna, Magna Ease, PERIMOUNT,

PERIMOUNT Magna, PERIMOUNT Plus, RESILIA,
SAPIEN, SAPIEN XT, and VFit are trademarks of
Edwards Lifesciences Corporation. All other
trademarks are the property of their respective
owners.

storage solutions, and maintains long-term protection
of collagen.

The combined impact of the Edwards Integrity
Preservation technology’s stable capping and
glycerolization features makes it a superior, resilient
tissue. In juvenile sheep, valves with RESILIA tissue
demonstrated a statistically significant reduction in
leaflet calcification (p = 0.002) and significant
improvement in hemodynamic performance (p = 0.03)
over commercially available pericardial tissue valves
(Carpentier-Edwards PERIMOUNT Plus pericardial
mitral bioprosthesis, Model 6900P) [Ref. 1 & 2].

Valve Structure

The frame is designed to be compliant at the orifice as
well as at the commissures, The compliance of the
commissure supports is intended to reduce the loading
shack at the valve commissures and free margin of the
leaflets [Ref. 3]. The compliance of the orifice is
intended to reduce the stress on the leaflets. The
compliant orifice concept is based on the physiology
and mechanics of natural heart valves and reported
experience with implantation of unstented
homografts [Refs. 4 & 5).

The lightweight wireform is made of a corrosion-
resistant cobalt-chromium alloy, chosen because of its
superior spring efficiency and fatigue-resistant
characteristics, and is covered with a polyester fabric.

Asin the Carpentier-Edwards PERIMOUNT Magna Ease
aortic bioprosthesis, Model 3300TFX a thin cobalt-
chromium alloy band and polyester support band
surround the base of the valve beneath the wireform
frame providing structural support for the orifice.

In the INSPIRIS RESILIA aortic valve, the ends of the
cobalt-chromium alloy band are secured by a polyester
shrink sleeve on the sizes 19— 25 mm to allow the
internal orifice of the valve to expand. The polyester
support band allows expansion at each commissure
when subjected to radial forces.

Valves with expandable bands (sizes 19 — 25 mm)
(Figure 1a) will maintain a stable diameter at implant
and under intracardiac conditions, which was
demonstrated during compression resistance testing
and accelerated wear testing.

In the sizes 27 and 29 mm, the free ends of the cobalt-
chromium alloy band are permanently secured using a
weld joint. Refer to Figures 1¢ through 1e fora
comparison between the INSPIRIS RESILIA aortic valve
and Carpentier-Edwards PERIMOUNT Magna Fase aortic



bioprosthesis. A silicone-rubber sewing ring that is
covered with a porous, seamless polytetrafluoroethylene
(PTFE) cloth is attached to the wireform frame, and
facilitates tissue ingrowth and encapsulation. The aortic
sewing ringis scalloped to conform to the natural aortic
root. The compliant nature of the sewing ring facilitates
coaptation between the valve and an often irregular or
calcific tissue bed.

To facilitate implantation in patients with small aortic
roots, the Model 11500A has a low profile height. The
sewing ring has three equally spaced black silk suture
markers at the cusp centers to aid in valve orientation
and suture placement. Changes to the cobalt-
chromium alloy band and polyester band do not
impact suture placement or implant technique.

A holder is attached to the valve by means of sutures
to facilitate handling and suturing the valve during
implantation. The holder is easily detached by the
surgeon. (See 10.4 Device Implantation).

Similar to other Edwards bioprosthetic valves, the
cobalt-chromium alloy wireform in the Model 115004,
is easily identified on fluoroscopy. This allows for
identification of the valve’sinflow and outflow edges.

1.2 VFit Technology

VFit technology is available on the Model 11500A sizes
19 = 25 mm. This technology incorporates two novel
features designed for potential future valve-in-valve
(ViV) procedures: fluoroscopically visible size markers
and an expansion zone.

The fluoroscopically visible size marker is designed to
aid the clinician in surgical valve size identification
after implantation. A representation of the
commissure size markers for the sizes 19— 25 mm is
shown in Figure 1b.

WARNING: SIZE MARKER CORRESPONDS TO THE
LABELED VALVE SIZE OF THE INSPIRIS VALVE AND
ISNOT A REPLACEMENT FOR CURRENT SIZE
IDENTIFICATION TECHNIQUES RECOMMENDED
FOR USE IN TRANSCATHETER PROCEDURES.
Variability of patient anatomy and imaging
quality may impact visibility of size markers and
lead to misidentification of valve size.

The expansion zone is designed to address increased
mortality risk associated with ViV in smaller surgical
valves [Ref. 6]. To address these risks the expansion
zone enables an increased band diameter and larger
otifice for ViV procedure planning and implantation.
Because a larger orifice area is generally associated

with lower gradients [Ref. 7], the expansion zone may
improve post-procedural ViV gradients compared to
ViVin surgical valves that do not expand.

Activation of the expansion zone is achieved from the
applied radial force of the transcatheter valve. The
degree of this expansion is described in Table 2 below.

WARNING: Valve-in-valve testing was
performed using only the valve combinations
shown in Table 2. Other combinations have not
heen evaluated and may result in the
embolization of transcatheter devices anchored
within or result in annular rupture.

The expandable sizes of Model 11500A valve were
tested in bench and ovine studies when paired with
the Edwards SAPIEN XT transcatheter heart valve,
Model 9300TFX, Reference Table 2 for specific internal
diameter measurements and SAPIEN XT valve pairing
during testing.

Table 2. Valve-in-Valve (ViV)
Bench Testing Summary

Tested Combinations (mm)

Surgical'da!v'e Size
INSPIRIS RESILIA, 19 21 2 | 25
Model 115007

Transcatheter
Valve Size

Edwards SAPIEN XT,
Mode! 9300TFX

BB |H6|H

Dimensions of INSPIRIS RESILIA Aortic Valve -
Internal Diameter Prior to and After
ViV Expansion (mm)

Measured Internal
Diameter prior to 18.8 20.7 22.5 | 24.6
Expansion’

Measured Internal
Diameter After 2001222 (228|242 | 265
Expansion!.2

Mean Expansion 211812218118
+5.0.1.2 +0.2[+05[+06|+06(+10

1 These data represent measurements by Edwards under
fluoroscapy at the cabalt-chromium alloy band.

2 Internal diameter after expansion is based on bench
testing with the Edwards SAPIEN XT transcatheter heart
valve,

Valve-in-valve testing was performed using the above
pairings of Model 11500A and Edwards SAPIEN XT
transcatheter heart valve, Model 9300TFX, in a



pre-clinical model. ViV testing was not performed for
sizes 27 and 29 mm of Model 115004, Long term
durability was not assessed as part of the ViV testing
with the Model 11500A. The impact of tissue ingrowth
on the expansion feature of the valve has not been
assessed. Expansion has not been assessed with self-
expanding transcatheter heart valves, These findings
have not been observed in clinical studies to establish
the safety and effectiveness of the Model 115004 for
use in ViV procedures. Expansion has not
demonstrated improved hemodynamic performance
for ViV versus the Model 3300TFX.

IMPORTANT WARNINGS RELATED TO BAND
EXPANSION:

DO NOT PERFORM BALLOON AORTIC
VALVULOPLASTY PROCEDURES ON THIS VALVE
FOR THE SIZES 19 - 25 mm. Although the valve
will maintain a stable diameter at implant and
during intracardiac conditions, the diameter of
this valve will expand if radial force is applied,
such as during a balloon aortic valvuloplasty.
This may expand the valve causing aortic
incompetence,

DO NOT ADJUST THE VALVE DIAMETER USING THE
EXPANSION ZONE DURING IMPLANTATION OF THE
SURGICAL VALVE. The expansion zone is not
designed to allow for compression or expansion
during implantation of the surgical valve. Doing
so will cause damage to the valve and may
resultin aorticincompetence.

1.3 Sizers and Tray

The use of a sizing instrument facilitates selection of the
correct size valve for implantation. The translucent
Model 1133 sizers permit direct observation of their fit
within the annulus. Each sizer consists of a handle with a
different sizing configuration at each end (See Figure 2).
On one side of the handle is a cylindrical end with an
integrated lip that reflects the valve sewing ring
geometry. On the other side of the handle is a valve
replica end that reflects the valve sewing ring geometry
as well as the height and location of the stent posts. A
sizer is available for each size of the Model 11500A valve
(19,21, 23,25, 27, and 29 mm). The complete set of
sizers is housed in a tray, Model TRAY1133.

1.4 Valve Holder and Handle

The Model 11500A valve has an integrated disposable
holder. A malleable handle (Model 1111 or Model
1126) is attached to the holder at the time of surgery.

2. Intended Use and Indications for
Use

The INSPIRIS RESILIA aortic valve, Model 11500, is
intended for use as a heart valve replacement.

The INSPIRIS RESILIA aortic valve, Model 115004, is
indicated for patients who require replacement of
their native or prosthetic aortic valve.

3. Contraindications

Do not use the valve if the surgeon believes use is
contrary to the best interests of the patient. The
decision for or against use of this valve remains with
the surgeon who must evaluate all the various risks
involved, including the anatomy and pathology
observed at the time of surgery.

4, Warnings

FOR SINGLE USE ONLY. This device is designed,
intended, and distributed for single use only. Do
not resterilize or reuse this device. There are no
data to support the sterility, non-pyrogenicity,
and functionality of the device after sterile
reprocessing.

DO NOT FREEZE OR EXPOSE THE VALVE TO EXTREME
HEAT. Exposure of the valve to extreme
temperatures will render the device unfit for use.

DO NOT USE the valve:

If the foil pouch, sealed trays or lids are
opened, damaged, or stained

+ If the expiration date has elapsed, or

Ifitis dropped, damaged, or mishandled in
any way. Should a valve be damaged during
insertion, do not attempt repair.

DO NOT EXPOSE the valve to any solutions,
chemicals, antibiotics, etc., except for sterile
physiological saline solution. lrreparable
damage to the leaflet tissue, which may not be
apparent under visual inspection, may result.

DO NOT GRASP the leaflet tissue of the valve
with instruments or cause any damage to the
valve. Even the most minor leaflet tissue
perforation may enlarge in time to produce
significant impairment of valve function.

DO NOT OVERSIZE. Oversizing may cause valve
damage or localized mechanical stresses, which



may in turn injure the heart or result in leaflet
tissue failure, stent distortion and regurgitation.

As with any implanted medical device, there is a
potential for patient immunological response.
Some components of the Model 11500A are a
metal alloy that contains cobalt, chromium,
nickel, molybdenum, manganese, carbon,
beryllium and iron. Care should be exercised in
patients with hypersensitivities to these
materials. This device was manufactured
without latex, but may have been produced in a
latex-containing environment,

5. Adverse Events
5.1 Observed Adverse Events

As with all prosthetic heart valves, serious adverse
events, sometimes leading to death, may be
associated with the use of tissue valves. In addition,
adverse events due to individual patient reaction to an
implanted device or to physical or chemical changes to
the components, particularly those of biological
origin, may occur at varying intervals (hours or days)
necessitating reoperation and replacement of the
prosthetic device.

The INSPIRIS RESILIA aortic valve, Model 115004 is
similar in design to the Carpentier-Edwards
PERIMOUNT Magna Ease pericardial aortic
bioprosthesis, Model 3300TFX.

Adverse events associated with the use of
Carpentier-Edwards PERIMOUNT pericardial
bioprostheses compiled from the literature and from
reports received through the product surveillance
system in accordance with the United States regulations
establishing Good Manufacturing Practices, section
820.198, include stenosis, regurgitation through an
incompetent valve, perivalvular leak, endocarditis,
hemolysis, thromboembolism, thrombotic obstruction,
bleeding diatheses related to the use of anticoagulation
therapy, and malfunctions of the valve due to distortion
atimplant, fracture of the wireform, or physical or
chemical deterioration of valve components. Types of
tissue deterioration include infection, calcification,
thickening, perforation, degeneration, suture abrasion,
instrument trauma, and leaflet detachment from the
valve stent posts. These complications may present
clinically as abnormal heart murmur, shortness of
breath, exercise intolerance, dyspnea, orthopnea,
anemia, fever, arrhythmia, hemorrhage, transient
ischemic attack, stroke, paralysis, low cardiac output,

pulmonary edema, congestive heart failure, cardiac
failure, and myocardial infarction,

5.2 Potential Adverse Events

Adverse events potentially associated with the use of
valves and the surgical procedure include:

Allergic reaction
+ Angina
«  Annulus (damage, dissection, tear)
Arterial dissection
«  Aorta (damage, dissection, tear)
- Aortic Root damage
- Asystole and/or cardiac arrest
+  Bleeding
«  Peri- or post-procedural
»  Anticoagulant related
«  Pericardial tamponade
Hematoma
«  Cerebrovascular
- Blood - Anemia
- Blood - Coagulopathy
«  Blood — Hemolysis/Hemolytic Anemia
« Blood Pressure alteration (hypotension,
hypertension)
- Cardiac — Arrhythmias/Conduction Disturbances
- (ardiogenic shock
- (oronary artery ostia occlusion
Deep vein thrombosis (DV)
Disseminated intravascular coagulation (DIC)
- Embolism
Endocarditis
«  Esophageal tear/rupture
Hypoxemia
- Infection — local, wound or systemic
«  Multi-system organ failure (MOF)
Myocardial infarction
Neurologic Events
- Stroke (CVA)
«  Transient Ischemic Attack (TIA)
Pericardial effusion
Pleural effusion
Pneumonia
«  Prosthetic Insufficiency —Requrgitation/Stenosis
Pulmonary edema
Reduced exercise tolerance
« Renalfailure, acute
Renal insufficiency
« Respiratory failure
Thrombocytopenia, (Non-HIT)
Thrombocytopenia, heparin induced (HIT)
Thromboembolism



«  Arterial, venous, peripheral, central
Transvalvular or Valvular Leaking
Valve dislodgement/instability
«  Valve — Nonstructural dysfunction
Paravalvular Leak
«  Leafletimpingement
Leaflet tissue damage (instruments /sutures)
«  Pannus
«  Prosthesis Mismatch (PPM) (due to
inappropriate sizing)
- Distortion at implant
»  Valve- Structural dysfunction/deterioration
- Valve - Thrombosis
«  Valve Wireform/Stent Fracture or Distortion

It is possible that these complications may lead to:
+  Reoperation
Explantation
«  Permanent disability
Death

6. Clinical Studies

The dlinical safety and effectiveness of the INSPIRIS
RESILIA aortic valve, Model 11500A was established
hased on the outcome data of the COMMENCE trial.
The purpose of this study was to assess the safety and
effectiveness of the RESILIA tissue, packaging and
sterilization.

The COMMENCE trial is an open-label, prospective,
non-randomized, multicenter trial without concurrent
or matched controls. Following a pre-surgical
assessment, subjects are followed for one year to
assess primary safety and effectiveness. Subjects are
followed annually thereafter for a minimum of five
years post-surgical experience. Long-term follow-up
beyond five years is ongoing.

The objective of the COMMENCE trial is to confirm that
the tissue processing, valve sterilization, and
packaging for the Edwards pericardial aortic
bioprosthesis Model 11000A, do not raise new
questions of safety and effectiveness in subjects who
require replacement of their native or prosthetic aortic
valve.

The trial population consists of adult subjects (18 years
or older) diagnosed with aortic valve disease requiring
a planned replacement of the native or prosthetic
aortic valve. Concomitant coronary bypass surgery and
ascending aorta resection and replacement from the
sinotubular junction without the need for circulatory
arrest are permitted.

Trial candidates with prior valve surgery which
included the implant of a prosthetic valve or
annuloplasty ring that will remain in situ are excluded.
Concomitant valve repair or replacement are excluded.
Surgical procedures outside the cardiac area are not
permitted. Various clinical presentations and histories
may cause exclusion from the trial.

The reporting period for the COMMENCE trial aortic
arm is January 2013 through September 2015. At the
time of the database lock, six hundred seventy-eight
(678) subjects were enrolled at twenty-seven (27)
investigational sites in the US and Europe. Of the
enrolled population, six hundred seventy-three (673)
subjects were successfully implanted with the Model
11000A and left the operating room with the trial
valve,

Table 3 provides trial demographics, NYHA
(lassification and Risk Scores; Table 4 lists the
observed adverse event rates during study; Table 5
provides NYHA Classification data at baseline and
1-year follow-up; and Table 6 lists hemodynamic
parameters at 1-year.

7. Individualization of Treatment

Bioprosthetic heart valve recipients should be
maintained on anticoagulation therapy, except where
contraindicated, during the initial stages after
implantation as determined by the physician on an
individual basis. Long-term anticoagulation and/or
antiplatelet therapy should be considered for patients
with risk factors for thromboembolism.

7.1 Considerations in bioprosthetic valve
selection '

The ultimate judgment regarding care of a particular
patient must be made by the healthcare provider and
patient in light of all the circumstances presented by
that patient. ESC/EACTS (Ref. 8) and AHA/ACC (Ref. 9)
Guidelines include recommendations when a choice
between a bioprosthetic vs. mechanical valve is being
considered.

Rather than arbitrary age, prosthesis choice should be
individualized and discussed in detail between the
informed patient, cardiologist and surgeon, taking
into account the factors detailed in the ESC/EACTS
Guidelines. Specifically, a bioprosthesis is
recommended in the following circumstances:

According to the desire of the informed patient



- When good quality anticoagulation is unlikely
(compliance problems; not readily available) or
contraindicated hecause of high bleeding risk
(prior major bleed; comorbidities; unwillingness;
compliance problems; lifestyle; occupation)

« In patients for whom future redo valve surgery
would be at low risk

+  Inyoung women contemplating pregnancy

«  In patients aged 60-65 who should receive an
aortic prosthesis both valves are acceptable and
the choice requires careful analysis of factors other
than age.

In patients aged > 65 years for prosthesis in aortic
position or those with life expectancy lower than
the presumed durability of the bioprosthesis

Additionally, per the AHA/ACC quidelines, the age at
which a bioprosthesis is a reasonable choice has been
lowered from 60-70 to 50-70 years of age (Ref. 9).

Edwards encourages surgeons to participate in
available registries when the INSPIRIS RESILIA aortic
valve is implanted in younger patients.

7.2 Specific Patient Populations

The safety and effectiveness of the Model 11500A
valve has not been established for the following
speific populations because it has not been studied in
these populations:

Patients who are pregnant;
Nursing mothers;

+  Patients with abnormal calcium metabolism
(e.g., chronic renal failure,
hyperparathyroidism);

«  Patients with aneurysmal aortic degenerative
conditions (e.g., cystic medial necrosis,
Marfan’s syndrome);

«  Children, adolescents, and young adults;

Patients with hypersensitivity to metal alloys
that contain cobalt, chromium, nickel,
molybdenum, manganese, carbon, beryllium
and iron;

Patients with hypersensitivity to latex.

8. Patient Counseling Information

Careful and continued medical follow up (at least by
an annual visit to the physician) is advised so that
valve-related complications, particularly those related

to material failure, can be diagnosed and properly
managed. Patients with valves are at risk from
bacteremia (e.g., undergoing dental procedures) and
should be advised about prophylactic antibiotic
therapy. Patients should be encouraged to carry their
Patient Identification Card at all times and to inform
their healthcare providers that they have an implant
when seeking care.

9. How Supplied
9.1 Packaging

The INSPIRIS RESILIA aortic valve, Model 115004, is
provided sterile and nonpyrogenic, in a double barrier
tray package, The double tray package is in a foil
pouch which is in a carton. Upon receipt of the carton,
inspect the exterior for signs of damage.

Each valve is contained in a carton with a temperature
indicator displayed through a window on the side
panel. The temperature indicator is intended to
identify products that were exposed to transient
temperature extremes. Upon receipt of the valve,
immediately inspect the indicator and refer to the
carton label to confirm a “Use” condition. If the "Use”
condition is not apparent, do not use the valve and
contact the local supplier or Edwards Lifesciences
representative to make arrangements for return
authorization and replacement.

Warning: Carefully inspect the valve before
implantation for evidence of extreme
temperature exposure or other damage.
Exposure of the valve to extreme temperatures
will render the device unfit for use.

9.2 Storage

The INSPIRIS RESILIA aortic valve, Model 115004,
should be stored at 10 °C to 25 °C (50-77 °F), in the foil
pouch and shelf carton.

10. Directions for Use

10.1 Physician Training

The techniques for implanting this valve are similar to
those used for any stented aortic surgical valve, No
specific training is required to implant the Model
11500A.

10.2 Sizing

Warning: Fragments of handles and sizers are
not radio-opaque and cannot he located by
means of an external imaging device,



Caution: Do not use other manufacturer’s valve
sizers, or sizers for other Edwards Lifesciences
valves, to size the INSPIRIS RESILIA aortic valve,
Model 11500A.

Caution: Examine sizers for signs of wear, such
as dullness, cracking or crazing, prior to use.
Replace sizer if any deterioration is observed.

Supra-annular sizing

Intra-annular sizing

Step

Procedure

Step

Procedure

1

For supra-annular implantation, the sewing
ring of the valve is placed above the annulus,
thereby maximizing the valve effective orifice
area. When sizing for supra-annular
implantation, the sizer should be parallel with
the plane of the annulus and the following
sizing technique should be used:

a) Using the Model 1133 sizer, select the
cylindrical end of the largest diameter sizer that
comfortably fits in the patient’s annulus.

b) Once the appropriate cylindrical end is
verified, use the replica end of the same sizer to
verify that the sewing ring will fit comfortably
on top of the annulus. Ensure that the coronary
ostia are not obstructed and that the stent posts
of the replica end do not interfere with the
aortic wall at the sinotubular junction. If
satisfied with the fit of the replica end, choose
this size of the valve for implant.

¢) Optional-Determine if implanting a larger
valve is possible by using the replica end of the
next larger sizer, Ensure that the coronary ostia
are not obstructed and that the stent posts of
the replica end do not interfere with the aortic
wall at the sinotubular junction. If the larger
size replica end fits comfortably above the
patient’s annulus, implant this size of the valve,
If the larger size replica end does not fit
comfortably, implant the valve size identified in
the previous step.

1

When an intra-annular technique is utilized, the
entire valve including the sewing ring is placed
inside the annulus. Either the cylindrical or
replica end of the Model 1133 sizer can be used
for intra-annular sizing,

For proper implantation of the valve in the
intra-annular position, the sizer should be
parallel with the plane of the annulus and the
entire sizer, including the simulated sewing ring
portion, should pass through the annulus.

10.3 Handling and Preparation Instructions

Step

Procedure

1

Warning: Check expiration date on
packaging before use. Do not use product
if expiration date has elapsed.

Warning: Do not open foil pouch into
sterile field. Foil pouch is a protective
cover only. The innermost package tray
may be introduced into the sterile field.

Caution: Do not open the INSPIRIS RESILIA
aorticvalve, Model 115004 package until
implantation is certain.

Once the appropriate size valve is chosen,
remave the foil pouch from the carton in the
non-sterile field. Before opening, examine the
package for evidence of damage and broken or
missing seals. Open pouch and remove tray in
the non-sterile field (See Figure 3).

Near the sterile field, hold the base of the outer
tray and peel the lid from the outer tray.

The inner tray and contents are sterile. Transfer
the inner tray to the sterile field. The contents of
the inner tray must be handled using a sterile
surgical technique to prevent contamination.




Step

Procedure

Step | Procedure

Caution: Do not open the inner package
until implantation is certain and the
surgeon is ready to place the valve.

Caution: The valve is not secured to the
inner tray. Care should he taken while
peeling the lid and opening the plastic
tab.

Before opening, examine the inner tray and lid
for evidence of damage, stains, and broken or
missing seals. Hold the base of the inner tray
and peel the lid from the inner tray.

Attach the handle, Model 1111 or Model 1126,
to the valve holder while the valve is still in the
tray. To attach, insert the handle into the holder
by aligning the handle with the threaded hole
in the holder and turning the handle clockwise
until a positive resistance is felt (See Figure 4).

Caution: Do not grasp the valve with
hands or surgical instruments.

Caution: Examine the handle for signs of
wear, such as dullness, cracking or
crazing, prior to use, Replace handle if
any deterioration is observed.

Caution: Do not push the valve off the
aortic retainer while attaching the
handle to the holder.

Caution: The handle/holder assembly is
required for implantation and should
not be removed until the valve is sutured
to the annulus.

Caution: Care should be taken to avoid
entangling the serial tag in the handle
during attachment.

9 | Aserial number tag s attached to the sewing
ring of each valve by a suture. This serial
number should be confirmed with the number
on the valve package and valve implant data
card. This tag and corresponding attachment
thread should be detached from the valve when
implantation is certain.

Caution: If any difference in serial
number is noted, the valve should be
returned unused.

Caution: Care should be exercised to
avoid cutting or tearing the sewing ring
cloth during removal of the serial
number tag.

Caution: To prevent damage to the
sewing ring cloth, avoid pulling the knot
of the serial tag suture through the
sewing ring.

10 |The Model 11500A, DOES NOT REQUIRE
RINSING prior to implantation.

Caution: If the valve is rinsed prior to
implantation, it must then be kept
hydrated with sterile physiological
saline irrigation on both sides of the
leaflet tissue throughout the remainder
of the surgical procedure. Rinsing every
one to two minutes is recommended.

Caution: Avoid contact of the leaflet
tissue with towels, linens, or other
sourcas of particulate matter that may

Once the handle is attached, remove the valve
and aortic retainer from the inner tray.

Caution: Maintain a secure grip on both
the inner tray and the handle when
removing the valve from the inner tray
as the serial number tag may be tightly
engaged in the tray.

To remove the aortic retainer from the valve,
grasp the aortic retainer and pull away from the
handle/holder assembly (See Figure 5a and
Figure 5b).

be transferred to the leaflet tissue.

10.4 Device Implantation

The INSPIRIS RESILIA aortic valve, Model 115004, is
designed for supra-annular implantation and
intra-annular implantation.



Step

Procedure

Step

Procedure

The surgeon should be familiar with the
recommendations for proper sizing and
placement in the supra-annular and/or
intra-annular position (See 10.2 Sizing).

Because of the complexity and variation of
cardiac valve replacement surgery, the choice of
surgical technique, appropriately modified in
accordance with the previously described
Warnings, is left to the discretion of the
individual surgeon. In general, the following
steps should be employed:

1. Surgically remove the diseased or damaged
valve leaflets and all associated structures
deemed necessary.

2. Surgically remove any calcium from the
annulus to ensure proper seating of the
sewing ring of the valve to avoid damage to
the delicate leaflet tissue.

3. Measure the annulus using only the aortic
sizers, Model 1133 (See Figures 2).

Caution: When choosing a valve for a
given patient, the size, age, and physical
condition of the patient in relation to the
size of the valve must he taken into
consideration to minimize the possibility
of obtaining a suboptimal hemodynamic
result. The selection of a valve, however,
must ultimately he made by the physician
on an individual basis after carefully
weighing all of the risks and benefits to
the patient,

10

Supra-annular placement

A suture technique resulting in supra-annular
placement of the valve, such as a non-everting
horizontal mattress technique, should be
employed.

Intra-annular placement

A suture technique resulting in intra-annular
placement of the valve, such as an everting
mattress technique, should be employed.

Due to the relative flexibility of the frame, care
must be exercised to prevent folding or
deformation of the stent that may lead to
requrgitation, altered hemodynamics, and/or
leaflet disruption rendering the valve
incompetent. In this regard, oversizing must be
avoided.




Step | Procedure Step |Procedure

3 | The spacing of the sutures in the remnant of the 4 |The integral holder and attached handle are
valvular orifice and the valve sewing ring must removed as a unit at the completion of the
be carefully matched to avoid folding of the suturing procedure (see Figure 6).
Il:i?ﬂm; 0{,‘:'5{9“{0" c;flhe on_ﬁa:l. , 1. Using a scalpel, cut each of the three
RS RS M R exposed sutures that are on the top of the
which individual mattress sutures, spanning a
. holder.
distance of 10 to 15 mm, produced a purse . N '
string effect causing compression of the valve Caution: Avoid cutting or damaging the
orifice. stent or delicate leaflet tissue when

o3 —_ cutting the holder sutures.
When using mterrupted sutures, it 1s |mp0rtant

to cut the sutures close to the knots and to 2. Afterall three holder sutures are cut,

ensure that exposed suture tails will not come remove the handle/holder assembly, along

into contact with the leaflet tissue. with the holder sutures, from the valve as a
. : . . unit.

Caution: Avoid cutting or damaging the

stent or delicate leaflet tissue when 3. Remove the handle from the holder and

placing and cutting the sutures. discard the holder.

Unlike rigid mechanical valves, the stentwallis |  10.5 Accessory Cleaning and Sterilization

s a"fd wilatresitngedle petmsti, The accessories for the INSPIRIS RESILIA aortic valve,

Accordingly, extreme care must he exercised Model 115004, ate packaged separately. The Model

Whe". placing_sduluresthrgughftl;}e sgdwing lof 1126 handle is provided sterile and is intended for
o b s Sl single use only. The Model 1111 handle, the Model

t_he stentand possible laceration of the leaflet 1133 sizers, and Model TRAY1133 are reusable and are
e supplied nonsterile. Refer to the Instructions for Use
Once the sutures are completely tied, it is supplied with the reusable accessories for cleaning
important to cut the sutures close to the knots and sterilization instructions.

to ensure that expnsiad suture tails *fvill not 1.6 Retiiinf Valias

come into contact with the leaflet tissue of the

valve. Edwards Lifesciences is interested in obtaining

recovered clinical specimens of the INSPIRIS RESILIA
aortic valve, Model 115004, for analysis. Contact the
local representative for return of recovered valves.

As with all prostheses that have open cages,
free struts, or commissure suppaorts, care must
be exercised to avoid looping or catchinga
suture around the commissure, which would « Unopened Package with Sterile Barrier Intact: If

interfere with proper valvular function. the foil pouch or trays have not been opened,

: : ) return the valve in its original packaging.
The stent of the aortic valve is symmetrical, and S PRt

the commissure supports (struts) are equally + Package Opened but Valve is Not Implanted: If the
spaced. The struts should correspond to the tray is opened, the valve is no longer sterile. If the
remnants of the natural commissures so as not va!ue is not implqnteq, It _Sh0U|d be placed into a4

to obstruct the coronary ostia. suitable histological fixative such as 10% formalin

or 2% glutaraldehyde and returned to the
company. Refrigeration is not necessary under
these circumstances.

- Explanted Valve: The explanted valve should be
placed into a suitable histological fixative such as
10% formalin or 2% glutaraldehyde and returned
to the company. Refrigeration is not necessary
under these circumstances,



11. MRI Safety Information

MR Conditional

Non-clinical testing has demonstrated that the
INSPIRIS RESILIA aortic valve, Model 115004, is MR
Conditional. A patient with the INSPIRIS RESILIA aortic
valve, Model 115004, can be scanned safely under the
following conditions:

Static magnetic field of 1.5 tesla or 3 tesla only.

Maximum spatial gradient magnetic field of
3,000 gauss/cm (30 T/m) or less.

Maximum MR system-reported, whole-body
averaged specific absorption rate (SAR) of
2.0 W/kg in Normal Operating Mode.

Under the scan conditions defined above, the
INSPIRIS RESILIA aortic valve, Model 115004, is
expected to produce a maximum in vivo temperature
rise of less than 2.0 at 1.5T and less than 2.5at 3T
after 15 minutes of continuous scanning.

In non-clinical testing, the image artifact extends
approximately 10 mm from the Model 115004 valve
when imaged with a spin echo pulse sequence and
17 mm from the device when imaged with a gradient
echo pulse sequence and a 3 tesla MRI system. The
artifact obscures the device lumen.

12. Patient Labeling
12.1 Patient Identification Card

A Patient Identification Card is provided to each
patient implanted with the INSPIRIS RESILIA aortic
valve, Model 11500A.

12.2 Patient Information

Patient information materials may be obtained from
Edwards or an Edwards clinical sales specialist.

This product is manufactured and distributed under at
least one or more of the following U.S. Patents:
US-Patent Nos. 6,413,275; 7,972,376; 8,007,992;
8,202,314; 8,357,387, 8,366,769; 8,632,608; 8,679,404;
8,748,490; 9,029,418; 9,314,335; 9,320,830; 9,375,310,
9,439,762; 9,504,566; and corresponding foreign
patents, Likewise, additional patents pending.

12



Table 1. Nominal Dimensions

INSPIRIS RESILIA Aortic Valve, Model 11500A

1102 | Size BlIlAIBIB|2]|D

- . mm | mm | mm | mm | mm | mm
ettt [u| 5] 5|0

B. Internal Diameter (Stent ID, mm) 1812 (2242628

(. Profile Height (mm) Bl 14151161718

D. External Sewing Ring Diameter (mm) [ 25 | 27 | 29 | 32 | 34 | 36

Geometric Orifice Area (mm?) 236 | 293 | 357 | 424 | 500 | 579

Note: For Sizing, See Section 10.4 Device Implantation

Table 2. Valve-in-Valve (ViV) Bench Testing Summary (VFit Technology Section)
Tahle 3. COMMENCE Trial Study Demographics

Age at Implant N: Mean + 5D (Min - Max)
Age (years) 672:67.1 £11.5(20—90)
Sex % (n/N)
Female 28.6% (192/672)
Male 71.4% (480 / 672)
NYHA Classification % (n/N)
(lass| 23.8% (160/672)
(fass Il 49.6% (333 / 672)
(fass Il 24.9% (167 /672)
(lass |V 1.8%(12/672)
Risk Scores N: Mean £ SD (Min - Max)
STS risk of mortality ()1 526:.2.0+1.8(0.3—-17.5)
FuroSCORE Il (%) 672:2.6 +2.9(0.5—24.6)

N is the number of subjects with availa

ble data for the given parameter.

1STS scores only calculated for subjects undergoing isolated AVR or AVR+CABG.

Table 4. Observed Adverse Events

Early! Late? Freedom-from
(N=673) (LPY3=44553) | Eventat1Year
Adverse Event or Outcome n, m (%) n, m, (%/pt-yr) (SE)*

All mortality 8,8(1.2) 12,12(2.7) 0.974(0.007)
Valve-related mortality 3,3(04) 55(1.1) 0.987 (0.005)
Reoperation 1,1(0.1) 1,1(0.2) 0.996 (0.003)
Explant 0,0(0.0) 1,1(0.2) 0.997 (0.003)
Thromboembolism 12,12(1.8) 11,14(3.1) 0.968 (0.008)
Valve thrombosis 0,0(0.0) 0,0(0.0) 1.000 (0.000)
Endocarditis 0,0(0.0) 3,3(0.7) 0.992 (0.004)
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Early! Late? Freedom-from
(N=673) (LPY3=445.53) | Eventat1Year
Adverse Event or Outcome n, m (%) n, m, (%/pt-yr) (SEY*

All bleeding 5,5(0.7) 6,6(1.3) 0.981 (0.0006)
Major bleed 4,4(0.6) 4,4(0.9) 0.987 (0.005)
All Paravalvular Leak 2,2(0.3) 2,2(04) 0.994 (0.003)
Major PVL 1,1(0.1) 1,1(0.2) 0.997 (0.002)
Structural Valve Deterioration 0,0(0.0) 0,0(0.0) 1.000 (0.000)

1 For ‘Early Events’ (events occurring thru post-implant day 30): For ‘Early’ m is the number of events; n is the
number of subjects experiencing an event; % = n/N.

2 For 'Late Events’ (events occurring after post-implant day 30): m is the number of events; n is the number of
subjects experiencing an event; and % = m/LPY.

3 LPY: Late patient-years; LPY are calculated from post-implant day 31 until the last patient contact

4 Based on Kaplan-Meier analysis of time to first occurrence (early or late). Standard Error (SE) based on
Greenwood's formula,

Table 5, NYHA Classification at Baseline and 1-Year

Baseline NYHA 1-Year NYHA
NYHA Class % (n/N?) % (n/N2)
(lass| 19.8% (64 /324) 78.1% (253 /324)
Class I 50.6% (164 / 324) 20.1% (65/324)
(lass il 28.1% (91/324) 1.5% (5/324)
Class IV 1.5% (5/324) 0.3%(1/324)

1Significant improvement in NYHA observed demonstrated by a p-value < 0.0001 based on the test for marginal
homogeneity after converting NYHA Class to numeric values ((lass | = 1, Class Il =2, Class lll = 3, Class IV = 4).
Values of 0 were replaced with 0.5 to avoid sparseness of data.

2N is the number of subjects who have both preoperative and 1year NYHA data
Table 6. Hemodynamic Parameters at 1-Year

19 mm 21 mm 23 mm 25mm 27 mm
Mean + SD Mean = SD Mean = SD Mean + SD Mean +SD
Parameter (n1) (n") (n1) (n1) (n1)
) 1.0+0.2 14404 1.5+ 04 1.8+0.5 21+06
EOA {em°) (12) (68) (80) (59) 23)
. 18.2+84 120+4.2 103+38 88430 704122
Mean Gradient (mmHg) (1) 69) (81) (60) 23)

"'n represents the number of subjects with evaluable data.
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Tablo 1. Nominal Boyutlar

INSPIRIS RESILIA Aort Kapagi, Model 115004

Boyut 192123252729
I mm | mm [ mm | mm | mm | mm
A. Doku Anulus Capi (Stent Capr,mm) [ 19 | 21 | 23 | 25 | 27 | 29
B. ¢ Cap (Stent i Capr, mm) 181202224228
C. Profil Yiksekligi (mm) Bl1M4[15]116]17]18
g D.  Harici Dikis Halkast Capt (mm) 25127 129132]34] 36
Geometrik Agiz Alani (mm?2) 236 | 293 | 357 | 424 | 500 | 579
Not: Boyutlandirma icin Bkz. Boliim 10.4 Cihaz implantasyonu
Tablo 2. Kapak i¢i Kapak (ViV) Laboratuvar Testi Ozeti (VFit Teknolojisi Boliimii)
Tablo 3. COMMENCE Calismasi Demografik Bilgileri
implantin Yapildigi Zamanki Yas N: Ortalama + SD (Min - Maks)
Yas (yil) 672:67,1+11,5(20-90)
Cinsiyet % (n/N)
Kadin %28,6 (192/672)
Erkek %71,4 (480/672)
NYHA Siniflandirmasi % (n/N)
Sinif | %23,8 (160/672)
Simifll %49,6 (333/672)
Smiflll %24,9 (167/672)
Sinif IV %1,8 (12/672)
Risk Skorlari N: Ortalama = 5D (Min - Maks)
STS dliim riski (%)’ 526:2,0 +1,8(0,3-17.,5)
EuroSCORE Il (%) 672:2,6 +2,9(0,5-24,6)
N, belirli bir parametre icin kullanilabilir verileri bulunan goniillii sayisidr.
1 STS skorlart yalnizca izole AVR veya AVR+CABG siirecinden gegen goniilliiler icin hesaplanmustur,
Tablo 4. Gozlemlenen Advers Olaylar
Erken! Geg? 1.Vilda
(N=673) | (LPY3=44553) Olaysizlik
Advers Olay veya Sonug n, m (%) n, m, (%/pt-yr) (SE)4
Tiim dliimler 8,8(12) 12,12(2,7) 0,974 (0,007)
Kapak ile ilgili limler 3,3(0,4) 550,10 0,987 (0,005)
Yeniden operasyon yapma gerekliligi 1,1(0,1) 1,1(0,2) 0,996 (0,003)
Eksplant 0,0(0,0) 1,1(0,2) 0,997 (0,003)
Tromboemboli 12,12(1,8) 11,14 3,1) 0,968 (0,008)
Kapak trombozu 0,0(0,0) 0,0(0,0) 1,000 (0,000)
Endokardite 0,0(0,0) 3,3(0,7) 0,992 (0,004)
Tiim kanamalar 55(0,7) 6,6(13) 0,981 (0,006)
Biiyiik kanama 4,4(0,6) 4,4(0,9) 0,987 (0,005)
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Erken' Geg? 1.Yilda
(N=673) | (LPY3=445,53) Olaysizlik
Advers Olay veya Sonug n, m (%) n, m, (%/pt-yr) (SE)*
Ttim Paravalviiler Sizintilar 2,2(03) 2,2(0,4) 0,994 (0,003)
Biiyiik PVL 1,1(0,1) 1,1(0,2) 0,997 (0,002)
Yapisal Valf Bozulmasi 0,0(0,0) 0,0(0,0) 1,000 (0,000)

1"Erken Ofaylar”icin (implant islemi sonrasindaki 30 giin iginde gazlemlenen olaylar): “Erken”igin m olay sayist;
n ise olayr yasayan gondllii sayisidir; % = n/N.
2Gec Olaylar”icin (implant islemini takip eden 30 giinden sonra gozlemlenen olaylar): olay sayisi; n ise olayi
¥a§ayan goniillii sayisidir ve % = m/LPY.

LPY: Geg hasta-yil; LPY degerleri, implanttan sonraki 31, giinden son hasta temasina kadar gecen siirede

hesaplanir

4 Kaplan-Meierin ilk meydana gelmesine kadar gecen siire (erken veya gec) analizine dayanmaktadr,
Greenwood formiiliine dayali Standart Hata (SE).

Tablo 5. Baslangigta ve 1. Yilda NYHA Siniflandirmasi

Baslangig NYHA's 1. Yil NYHA'
NYHA Sinifi % (n/N2) % (n/N2)
Sinifl 9%19,8 (64/324) %78,1(253/324)
Sinif 1l %50,6 (164/324) %20,1 (65/324)
Simf Il %28,1(91/324) %1,5 (5/324)
Siniflv %1,5 (5/324) %0,3 (1/324)

TNYHA Sinifinin sayisal degerlerine (Simif | =1, Sif Il = 2, Sinif Il =3, Smif IV = 4) getirdikten sonra marjinal
homojenite icin yapilan teste dayali bir p dederi < 0,0001 ile NYHA'da kayda deger oranda iyilesme

~ gozlemlenmistir.

Verilerin seyreklesmemesi icin 0 degerleri 0,5 ile degistirilmistir.

2N, hem ameliyat éncesi hem de 1. yil NYHA verileri bulunan géniillii saysidir

Tablo 6. Yilda Hemodinamik Parametreler

19 mm 21 mm 23 mm 25 mm 27 mm
Ortalama + | Ortalama+ | Ortalama* | Ortalamazx | Ortalama+
SD SD SD SD SD
Parametre (nh) (") (n1 (1 (n)
) 1,04+0,2 14+04 15+04 1,8+05 21406
EQA o) (12 (68) (30) (59) 23)
Ortalama Gradyan 18,2 + 8,4 12,0+4,2 103+338 88+3,0 70£2,2
(mmHg) (12) (68) (81) (60) (23)

U, degerlendirilebilir verileri bulunan goniillii sayisini temsil eder.
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Figure 1h m Figure 1h m Abbildung 1h ® Figura 1b = Figura 1h m Afheelding 1b
| Figur Th = Figur 1b m Etkéva 1B ® Figura 1h m Obrazek 1h m 1b. dbra.
& Rysunek 1h ® Obrazok 1h ® Figur 1b ® Kuva 1h ® Qurypa 16 ® Figura 1b
| Joonis Th ® 1h pav. m 1.h attels m Sekil 1b
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HVT92

HVT93

HVT94

Figure 1c- Model 11500A (sizes 19 - 25 mm) ® Figure 1¢- Modéle 11500A (tailles de 19 a 25 mm)
® Abhildung Tc— Modell 11500A (GroBen 19—25 mm) M Figura 1c: modelo 115004
(tamafios 19 — 25 mm) W Figura 1c- Modello 115004 (misure da 19 a 25 mm)

m Afbeelding 1c-model 11500A (afmetingen 19 — 25 mm) ® Figur 1c - model 115007
(starrelserne 19-25 mm) ® Figur 1c: Modell 11500A (storlekarna 19-25 mm)

M Ewova Ty - Movrého 11500A (peyédn 19-25 mm) | Figura 1c - Modelo 11500A
(tamanhos de 19 a 25 mm) m Obr. 1¢- Model 11500A (velikost 19-25 mm)

M ¢, dbra - 115004 tipusszam (19-25 mm méret) ® Rysunek 1c— model 11500A
(rozmiary 19-25 mm) ® Obrazok 1c - Model 115004 (velkosti 19 — 25 mm)
® Figur 1c—modell 115004 (19-25 mm) B Kuva 1c — malli 115004 (koot 19-25 mm)
B Qurypa 18 - mopgen 115004 (pasmepu 19 — 25 mm) B Figura 1c— Modelul 115007
(marimile 19 - 25 mm) ® Joonis 1c - mudel 115004 (suurused 19-25 mm)

o Tc pav. - modelis 11500A (19-25 mm dydzio) ® 1.c attéls — modelis 11500A
(izmérs: 19-25 mm) m $ekil 1c- Model 115004 (19-25 mm hoyutlarinda)
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HVT97

Figure 1d - Model 11500A (sizes 27 and 29 mm) ® Figure 1d - Modele 115004 (tailles de 27 et 29 mm)
® Abbildung 1d - Modell 11500A (GrdRen 27 und 29 mm) ™ Figura 1d: modelo 11500A
(tamafios 27 y 29 mm) | Figura 1d - Modello 11500A (misure da 27 a 29 mm)

o Afbeelding 1d - model 11500A (afmetingen 27 en 29 mm) ® Figur 1d - model 11500A
(starrelserne 27 og 29 mm) | Figur 1d: Modell 115004 (stotlekarna 27 och 29 mm)

o Eikova 16 - Movrého 11500A (peyén 27 kan 29 mm) M Figura 1d - Modelo 115004
(tamanhos de 27 a 29 mm) ® Obr. 1d - Model 11500A (velikost 27 a 29 mm)
™ 1d. abra - 11500A tipusszam (27-29 mm méret) ® Rysunek 1d — model 115007
(rozmiary 27 i 29 mm) ® Obrazok 1d - Model 11500A (velkosti 27 a 29 mm)
= Figur 1d —modell 115004 (27 0og 29 mm) ® Kuva 1d — malli 11500A (koot 27 ja 29 mm)
o Qurypa 1r - mogen 11500A (pa3mepu 27 1 29 mm) M Figura 1d - Modelul 115007
(marimile 27 mm si 29 mm) | Joonis 1d — mudel 11500A (suurused 27 ja 29 mm)

W 1d pav. - modelis 115004 (27 ir 29 mm dydzZio) ® 1.d attéls — modelis 115007
(izmérs: 27 mm un 29 mm) = $ekil 1d - Model 11500A (27 ve 29 mm boyutlarinda)
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HVT98

HVT99

HVT100

Figure Te - Model 3300TFX (sizes 19 — 29 mm) m Figure Te - Modéle 3300TFX (tailles de 192 29 mm)
m Abbildung 1e — Modell 3300TFX (GraRen 19-29 mm) M Figura Te: modelo 3300TFX
(tamafios 19 — 29 mm) | Figura 1e - Modello 3300TFX (misure da 19 a 29 mm)

m Afbeelding 1e - model 3300TFX (afmetingen 19 — 29 mm) ® Figur Te — model 3300TFX
(starrelserne 19-29 mm) ® Figur 1e: Modell 3300TFX (storlekarna 19-29 mm)
® Fikova 1€ - Movtého 3300TFX (peyédn 19-29 mm) M Figura e - Modelo 3300TFX
(tamanhos de 19 a 29 mm) ™ Obr, Te - Model 3300TFX (velikost 19-29 mm)
| 1e. abra - 3300TFX tipusszam (19-29 mm méret) ® Rysunek 1e — model 3300TFX
(rozmiary 19-29 mm) m Obrazok 1e - Model 3300TFX (velkosti 19— 29 mm)
= Figur 1e — modell 3300TFX (19-29 mm) ® Kuva 1e — malli 3300TFX (koot 19-29 mm)
m Qurypa 1n — mopien 3300TFX (pasmepu 19— 29 mm) M Figura Te — Modelul 3300TFX
(marimile 19 - 29 mm) ® Joonis 1e — mudel 3300TFX (suurused 19-29 mm)
® 1e pav. - modelis 3300TFX (19-29 mm dydZio) ™ 1.e attels — modelis 3300TFX
(izmérs: 19~29 mm) ® Sekil 1e - Model 3300TFX (19-29 mm boyutlarinda)
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(ylindrical end m Extrémité cylindrique
® Zylindrisches Ende m Extremo
cilindrico® Estremita cilindrica

m Cilindervormig uiteinde ™ Cylindrisk
ende m (ylinderande ® Kuhwdpiko
dkpo M Extremidade cilindrica

M Vilcovity konec M Hengeres vég

| 7akoriczenie cylindryczne

m Cylindricky koniec m Sylinderformet
ende M Lieriopad M Liynunapuuex
kpaii @ Capatul cilindric m Silindriline
ots M Cilindrinis galas ® ilindriskais
gals ® Silindir ucu

Handle m Poignée m Griff
® Mango ® Impugnatura
® Handgreep ® Handtag
o Handtag ™ Aafi) ® Pega
m Rukojet m Nyél

| Rekojes¢ m Rukovat

® Handtak @ Kahva

B /Ipbikka M Maner

M Kaepide ® Rankenélé

® Rokturis ™ Tutma Kolu

HVT16

Replica end m Extrémité de
copie ™ Abdruckende
 Extremo con la réplica

| Estremita della replica

| Replica-uiteinde
 Replika-ende m Kopians
dnde m Qpoiwpa dxpovu

m Extremidade de réplica

® Konec s replikou
 Replikavég m Zakoriczenie z
replika ™ Koniec s replikou

m Replikert ende m Replikapda
m Jly6nukateH kpait ® Capatul
cu replica W Jaljendots
 [mitacinis galas ® Dublikata
gals m Replika ucu

Figure 2 ® Figure 2® Abbildung 2 ™ Figura 2 ® Figura 2 ® Afbeelding 2 ™ Figur 2 ® Figur 2
® Eikéva 2 ® Figura 2 ® Obrazek 2 ® 2, dhra, ® Rysunek 2 ® Obrazok 2 ® Figur 2 ® Kuva 2
® Qurypa 2 ™ Figura 2 ® Joonis 2 @ 2 pav. M 2, attéls ® $ekil 2
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GLY001 GLX002

Figure 3 ® Figure 3 m Abbildung 3 ® Figura 3
W Figura 3 m Afbeelding 3 ™ Figur 3 m Figur 3
™ Eikova 3 ® Figura 3 m Obrazek 3 m 3, dbra.
M Rysunek 3 ®m Obrazok 3 ™ Figur 3 ® Kuva 3
® Qurypa 3 ® Figura 3 ® Joonis 3 | 3 pav.
| 3, attelsm $ekil 3

HVT70

Figure 4 m Figure 4m Abbildung 4 m Figura 4
M Figura 4 m Afbeelding 4 ® Figur 4™ Figur 4
M Etkova 4 ® Figura 4 m Obrazek 4 m 4, abra.
M Rysunek 4 m Obrazok 4 ® Figur 4 Kuva 4
W Qurypa 4 ® Figura 4 ® Joonis 4 m 4 pav,
m 4, attels m Sekil 4

W1

Figure 5a ® Figure 5a ® Abhildung 5a ® Figura 5a
M Figura 5a ® Afbeelding 5a ™ Figur 5a
M Figur 5a ® Eikéva S m Figura 5a m Obrazek 5a
M 5a. abra.® Rysunek 5a m Obrazok 5a
M Figur 5a ® Kuva 5a ® Qurypa 5a M Figura 5a
M Joonis 52 ® 5a pav. ® 5.a attéls | $ekil 5a

HVT72

Figure 5b® Figure 5b m Abbildung 5h ® Figura 5b
M Figura 5b m Afheelding 5h m Figur 5h
™ Figur 5b ™ Ewdva 50 ® Figura 5h m Obrazek 5h
W 5h. abra. m Rysunek 5hm Obrazok 5h
 Figur 5h ® Kuva 5h ® Qurypa 56 ™ Figura 5h
 Joonis 5h ® 5b pav. ® 5.b attéls m Sekil 5h

HVT36

® Figura 6 ® Afbeelding 6 ® Figur 6 ® Figur 6
M Ewcova 6 M Figura 6 ® Obrazek 6 m 6. abra.
M Rysunek 6 ® Qbrazok 6 m Figur 6 ® Kuva 6
® Qurypa 6 ® Figura 6 8 Joonis 6 M 6 pav.
| 6, attels m Sekil 6
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Symbol Legend - Légende des symboles « Zeichenerklarung

English Frangais Deutsch
Catalogue Référence Artikelnummer
Number catalogue
A (aution Avertissement Vorsicht
[:E] Consult instructions Consulterle Gebrauchsanweisung
for use mode d'emploi beachten
® Single use Ne pas réutiliser Einmalprodukt
# Quantity Quantité Menge
2 Use By Utiliser avant Verwendbar bis
E Serial Number Numéro de série Seriennummer
“‘ Manufacturer Fabricant Hersteller
| sz | Size Taille GroRe
Sterilized Using Stérilisé a Mit Ethylenoxid
STERILE [ EO : ¥ i
Ll Ethylene Oxide I'oxyde d'éthyléne sterilisiert
Do not use if Ne pas utiliser si Wenn die Verpackung gedffnet
@ package is opened I'emballage est ouvert oder beschadigt ist, darf das
or damaged ou endommagé Produkt nicht verwendet werden.
Authorised Représentant autorisé Bevollméchtigter in
[EC] REP] Representative in the dans la Communauté der Europaischen
European Community européenne Gemeinschaft

Contents sterile and

Contenu stérile et apyrogéne

Der Inhalt ist bei ungedffneter

[STRIE[SS] | nonpyrogenicif package is sil'emballage nest ni oder unversehrter Verpackung
unopened or undamaged ouvert ni endommagé steril und nicht pyrogen.
i Do not freeze — Ne pas congeler — Conserver Nicht einfrieren — Bei
/ﬂf Store between a une température comprise Temperaturen zwischen
10C 10°Cand 25 °C entre 10 et 25 °C 10 °Cund 25 °Clagern
Use o
(oK Use Utiliser Verwenden
" |Do not use
N Do Not Use Ne pas utiliser Nicht verwenden
e;rg:

Note: Not all symbols may be included in the labeling of this product. - Remarque : il est possible que certains
symboles n'apparaissent pas sur les étiquettes de ce produit. « Hinweis: Unter Umstanden sind nicht alle Zeichen

auf dem Produktetikett aufgefiihrt.
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| EC| REP|
Edwards Lifesciences Services GmbH 04/19
Edisonstr. 6 10031445001 A

85716 Unterschleissheim c € i © Copyright 2019, Edwards Lifesciences LLC
Germany 3 All rights reserved.

Manufacturer aaal Telephone 949.250.2500
Edwards Lifesciences LLC 800.424.3278
One Edwards Way FAX 949.250.2525
Irvine, CA 92614 USA

Made in USA
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