Edwards

Van hai la MITRIS RESILIA, Model 11400M

Hwéng dan st dung

THAN TRONG: Luat Lién bang (Hoa Ky) han ché bén thiét bi nay dwa trén
hoac theo don cuia bac si.

Hinh 1: Van hai Ia MITRIS RESILIA

1.0 M6 ta Thiét bj va Phu kién
1.1 M6 ta thiét bj

Van hai la& MITRIS RESILIA, model 11400M, la van tim nhan tao ba la cé
khung bao gdm md mang ngoai tim bo RESILIA. Van c4u hinh thap nay dwa
trén thiét ké van Edwards PERIMOUNT véi dang day nitinol. Van dwoc gén
trén mot vong kep c6 hé thong gia d& gén vai van. Hé thong gia d& cd mot
vong quay duoc xoay trwdc khi cdy d& cho phép céc tru dwoc gap vao
trong trong qué trinh cay.

Van duoc béo quan trong diéu kién dong goi khd va khong can rira
trwde khi cay. Van co cac kich c& 25, 27, 29, 31 va 33 mm. Xem Bang
1 dé biét kich thwéc danh nghia.

Van hai I MITRIS RESILIA chi dwoc st dung véi kiéu tay cam 1140M.
Tay cAm bao gdm moét kep c6 két ciu va mét tryc nitinol d& uén dé dé
cay.

Van hai la MITRIS RESILIA dwoc thiét ké dé& si dung véi bd dinh c&
model 1173B va 1173R.

Edwards, Edwards Lifesciences, the stylized E logo, Carpentier-Edwards,
Carpentier-Edwards PERIMOUNT Magna, COMMENCE, Magna,
Magna Mitral Ease, MITRIS, MITRIS RESILIA, PERIMOUNT,
PERIMOUNT Magna, va RESILIA la thwong hiéu cia

Edwards Lifesciences Corporation. TAt ca cac nhan hiéu khac la tai san
cla chd sé hiru twong tng.

Bang 1: Kich thwéc danh nghia cho van hai I1a MITRIS RESILIA, Model
11400M
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Kich thwéec van 25mm| 27 mm |29 mm| 31 mm| 33 mm

A: Buong kinh khung 25 27 29 31 31

(Dang day, mm)

B: Bwéng kinh tru khung 27 29 30 33 33
ngoai (dau tip, mm)

C: Bwong kinh vanh mo 275 | 295 | 315 | 335 | 335
(mm)

D: Buwong kinh vong may 36 38 40 42 44
bén ngoai (mm)

E: CAu hinh truéc hiéu qua 7 75 8 8.5 8.5
(mm)
F: CAu hinh sau hiéu qua 10 10.5 11 11.5 11.5
(mm)

G: Tdng chidu cao cdu hinh | 15 16 17 18 18
(mm)

Khu vie 16 hinh hoc (mm?) 424 499 580 653 653

Lwu y: D& biét kich thwéc, hay tham khao phan 11.2

M6 RESILIA

M6 RESILIA dwoc tao ra bng mét cong nghé méi dwoc goi 1a Edwards
Integrity Preservation. Cong nghé nay két hop mét quy trinh chéng voi hda
gi¢i han 6n dinh, giip ngan chin cac nhom aldehyde con sét lai, ma dwoc
biét la lién két véi canxi. Cong nghé nay ciing két hop bao quan mé bang
glycerol, thay thé viéc bao quan truyén théng trong céc dung dich gbc 1éng
nhw glutaraldehyde. Phwong phap bao quan gitp loai bd suw tiép xic cla
mo voi cac nhom aldehyde tw do con sét lai thwong thay trong cac dung
dich bo quan glutaraldehyde trong khi van béo vé mé.

Cau triic van

Khung nhe dwoc lam bang hop kim niken-titan (nitinol) chéng &n mon, duoc
Iwa chon vi déc tinh siéu dan hoi, cho phép gap vao trong trong qua trinh
cay va dwoc bao phi béi mot loai vai polyester.

Mot khung hop kim cobalt-crom va dai polyester bao quanh dé van bén
dwéi khung van cung c&p hé tror cu tric cho 16 thoat. Twong tw nhw
cac van nhya sinh hoc Edwards khac, khung day hop kim niken-titan va
khung hop kim cobalt-crom trong model 11400M c6 thé dwoc xac dinh
trén phwong phap soi huynh quang. Biéu nay cho phép xac dinh cac
canh dong vao va dong ra clia van dé tao diéu kién xac dinh viing diéu
ti cho cac can thiégp tiém ndng trong twong lai.
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Mot vong khau cao su silicone tuan thd duwgc phd bing Vai
polytetrafluoroethylen (PTFE) x0p, lien mach duoc gan vao khung dang
day va tao dieu kién cho mod tham nhap va bao boc.

Véng khau c6 hinh vé s doc theo phan trwéc dé phi hop véi cac bat
thwong tw nhién cda vong hai la.

Van c6 dau chd ndi sau phau thuat (mét duéng mau den), ddu ché néi
trwéc bén (hai dwong mau den), va mot dau phan doan truwdc (dau "A").
Cac dau chd ndi mau den tao didu kién thuan lgi cho viéc dinh hwéng van
va gilip tranh tAc nghén budng tdng théat trai do try khung. Ngoai ra, thiét ké
sinh Iy rdng, hinh yén cla vong bit may mé phéng vanh hai |4 nguyén ban
va phan trwéc clia van dét van ra khéi tam thét, han ché van nhd vao LVOT
cho phép dong méu chay qua van dong mach chd khong bj can tré. Didu
nay c6 thé gép phan lam gidm nguy co tic nghén LVOT néu yéu cau diéu tri
van trong van trong twong lai.

1.2 B dinh c& va Khay

Chi st dung bo dinh c& model 1173B hodc 1173R (Hinh 2) v&i van hai
|& MITRIS RESILIA model 11400M.

THAN TRONG: Khong st dung b dinh ¢& van cha nha san xuét khac,
hodc b6 dinh c& khong dworc liét ké & trén véi kich c& van hai 14 MITRIS
RESILIA model 11400M.

B6 dinh c& model 1173B duwoc st dung dé xac dinh kich thuwéc vanh
trong khi bo dinh c& model 1173R cho phép danh gia sy phu hgp cua
van hai l& MITRIS RESILIA trong vanh ctia bénh nhan. Thung b dinh c&
model 1173B cho biét dwdng kinh bén ngoai cia khung & dé. Nap cla
b6 dinh ¢c& model 1173R sao chép md phdng lai vong khau cua van, voi
phan trwéc hinh vé so va cac dau mau den.

Bo dinh c& model 1173B va 1173R dwgc dan nhan kich thwdc van. Bo
dinh c& hoan chinh dwoc dat trong khay, model SET1173, c6 thé dwoc
tai khtr tring va tai st dung.
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Hinh 2: B dinh c& thung model 1173B (trai) va B9 dinh c& sao chép 1173R (phai)

1.3 Hé théng giir van va tay cam

Mot gia d& dwgc gén vao van bang mot soi polyme mau xanh dé tao
thuén lgi cho viéc x& ly va khau van trong qua trinh cay.

Cum gia d&/tay cAm bao gdm hai thanh phan; hé thdng gia d& (Hinh 3 va
Hinh 4) dwoc gén vao van hai la MITRIS RESILIA model 11400M va mét
tay cadm (model 1140M) dwoc gan vao hé théng gia do tai thoi diém
phau thuat. Gia d& phai do bac si phau thuat tach ra. (Tham khao Phan
11.4 Céy ghép thiét bi).

Hinh 3: Hé théng gia d& MITRIS

1. Quay

2. Bo diéu hop

3. Gia d&
Chi c6 thé st dung tay cam sau (Bang 2) v&i van hai la MITRIS RESILIA
model 11400M:

Hinh 4: Van MITRIS RESILIA dwoc gén véi Gia d& va Tay cam Bang

2: Tay cAm Phu kién

At i Tdng chiéu dai .
Model | Vatliéutuc _on C6 thé tai
in cm str dung

1140M Nitinol 11.3 28.6 cé

Tay cam model 1140M c6 tryc nitinol d& udn. Tay cam duoc Edwards cung
cap khong phéi 1a loai khdng vo trung va phai dwoc vo tring trwdc khi st
dung. Sau khi v trting, tryc nitinol tré lai hinh dang thang ban dau.

mj]): o ]

Hinh 5: Tay cam Phu kién Model 1140M

2.0 Muc dich str dung va chi dinh str dung

Van hai |& MITRIS RESILIA, model 11400M, dwoc dung dé thay thé van
tim.

Van hai l4 MITRIS RESILIA, model 11400M, dwoc chi dinh dé thay thé van tim

hai 14 tw nhién hodc nhan tao.

3.0 Chéng chi dinh

Khong c6 chéng chi dinh nao véi viéc st dung van hai 14 MITRIS
RESILIA, model 11400M.
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4.0 Canh bao

CHI SU’ DUNG MQT LAN. Thiét bi nay dworc thiét ké, dw dinh va phan phéi

chi dé str dung mét 1an. Khdng vo tring lai hodc ste dung lai thiét bi nay.

Khong c6 dir liéu nao tng hd tinh vo tring, tinh khong gay nhiét va chirc

ning cla thiét bi sau khi téi xt Iy vo triing. Viéc tai vo tring c6 thé dan dén

thwong tich hodc nhiém triing, vi thiét bi cé thé khong hoat dong nhw dw

kién.

KHONG DONG LANH HOAC DE VAN O NHIET BQ QUA CAO. Viéc van tiép

x(c v&i nhiét do qua cao sé lam cho thiét bj khong thich hop dé st

dung. (Tham khao Phan 10.2 Bdo quan, dé biét cac diéu kién bao quan

duoc khuyén céo).

KHONG SU’ DUNG van néu:

+ TGi gidy bac, khay hodc nap day kin bj mé, bi héng hoc bi &

+ Hét han st dung, hodc

+ Bi roi, hw héng hodc xi Iy sai dwdi bét ky cach nao. Néu van bi
héng trong qua trinh lap vao, dirng co stra chiva.

KHONG BE VAN TIEP XUC véi bat ky dung dich, hoa chét, thuéc
khang sinh nao,... trir dung dich nwéc mudi sinh 1y vé triing. C6 thé
dan dén thiét hai khong thé khéic phuc dwoc ddi véi mo 14, ma co thé
khong thay rd khi kiém tra bang mat.

KHONG NAM CHAT mb 14 ctia van bang dung cu hodc gay ra bat ky huw
héng nao cho van. Ngay ca I8 thing md & nho nhat ciing ¢6 thé mé
réng theo thei gian gay suy giam chirc nang van dang ké.

KHONG DUNG QUA KiCH THU'OC. Kich thwéc qua khd co thé gay ra tén
thwong van hodc cac cing thang co hoc cuc bd, do d6 cé thé lam tén
thwong tim hodc dan dén suy mo |4, bién dang khung va hé van tim.

KHONG BUA ONG THONG, day dan tao nhip tinh mach hodc béat ky
dung cu phau thuat ndo qua van ngoai trir gwong phau thuat dwoc st
dung dé kiém tra thanh chéng va vj tri khau. Cac thiét bi phau thuat
khac cé thé gay tén thwong mo la.

Giéng nhw véi bat ky thiét bi y té cay ghép nao, bénh nhan co kha
nang c6 phan rng mién dich. Mét sé thanh phan cda model 11400M la
hop kim kim loai c6 chipa nitinol (hop kim cua niken va titan), coban,
crom, niken, molypden, mangan, cachon, berili va sat. Can than trong
ddi véi nhikng bénh nhan qua man cam véi cac chéat nay. Thiét bj nay
khéng dwoc |am bing mi cao su tw nhién tuy nhién c6 thé dwec san
xuat trong méi trwéng cé chira ma. Trwdc khi thwe hién cay ghép,
bénh nhan can dwoc tw van vé cac vat liéu co trong thiét bi, cling nhw
kha nang di ’ng/man cam véi céc vat lidu nay.

Tinh an toan cua van MITRIS chwa dworc thir nghiém & nhiing bénh

nhén bi di teng Nickel.

5.0 Sw kién bat |gi
5.1 C4c sw kién bat lgi quan sat dwoc

Gibng nhuw v&i tat ca cc van tim nhan tao, céc tac dung phu nghiém trong,
doi khi dan dén t& vong, c6 thé lién quan dén viéc st dung van mo. Ngoai
ra, cac bién c6 bat loi do phan (ng cda tirng bénh nhan véi thiét bi duoc
céy ghép hodc do nhiing thay di vat ly hodc héa hoc déi véi cac thanh
phan, dac biét 1a cac thanh phan cé nguén gbéc sinh hoc, c6 thé xay ra
trong cac khodng thoi gian khac nhau (gid hodc ngay) can phai phau thuat
lai va thay thé thiét bi nhan tao.

Van hai I MITRIS RESILIA, model 11400M, c6 thiét ké twong tw nhw van
sinh hoc mang ngoai tim Carpentier-Edwards PERIMOUNT Magna Mitral
Ease, model 7300TFX.

Cac su kién bét lgi lién quan dén viéc s& dung van sinh hoc mang ngoai tim
Carpentier-Edwards PERIMOUNT dwoc tdng hop tir cac tai liéu va tir cac
bao cao nhan dwogc thong qua hé théng giam sat san pham theo quy dinh
clia Hoa Ky vé& viéc thiét lap Thuc hanh San xuét Tét, muc 820.198, bao
gdm hep, h& van tim qua van khong du diéu kién, rd xung quanh, viém néi
tam mac, tan mau, huyét khdi tic mach, tic nghén huyét khéi, dai ra mau
lién quan dén viéc st dung liéu phap chéng déng mau, va truc tric van do
bién dang khi cay, gay dang day, hodc xudng cép vat Iy hodc héa hoc céc
b phan van. Cac loai hw hdng md bao gdm nhiém triing, vdi héa, day lén,
thling, thoai héa, mon vét khau, chan thwong dung cu va bong mé 14 ti cac
tru khung van. Nhitng bién ching nay c6 thé biéu hién trén 1am sang nhw
tiéng théi bat thworng & tim, khé thé, gang stec, thd déc, chinh hinh, thiéu
méu, sbt, loan nhip tim, xuat huyét, con thiéu mau cuc bd thoang qua, dot
quy, té liét, cung lwong tim thap,

phti phdi, suy tim sung huyét, suy tim, va nhdi mau co tim.
5.2 Sw kién bét |oi tiém an

Céc s kién b4t loi c6 thé lien quan dén viéc st dung van va quy trinh phau
thuat bao gom:

Phan (g di ng/phan &ng mién dich

Dau thét nguc

Vanh (hw héng, rach, nat)

Béc tach dong mach

Khong tam thu va/hoac ngirng tim

Chay méau

+ Trwéc hodc sau phau thuat

+ Lién quan dén thuéc chdng déng mau

+ Cheén ép mang ngoai tim

+ Tuméau

+ Xuét huyét

+ Mach mau nao

Mau - Réi loan déng mau

Mau - Tan mau /Thiéu mau tan huyét

Mau - Thiéu mau

Thay ddi huyét ap (ha huyét ap, tang huyét &p)
Tim mach - Loan nhip tim/Réi loan dan truyén
Séc tim

Tén thwong déng mach vanh (déng mach mii)
Huyét khéi tinh mach sau (DVT)

Bong mau ndi mach lan téa (DIC)

Thuyén tdc mach

Rach/vé thie quan

Viém néi tdm mac

Ha oxy méau

Nhiém trang - tai chd, vét thwong hoéc toan than
Nhdi mau co tim

Suy da co quan (MOF)

Sw kién than kinh

+ Dot quy (CVA)

+ Con thiéu méu cuc bd thoang qua (TIA)

Tran dich mang tim

Tran dich mang phéi

Phi phéi

Viém phéi

Chirng mét chtrc nang bd phan nhan tao — Chay mau/Hep da
Dung nap van ddng suy giam

Suy than cap tinh

Suy than

Suy ho hap

Giam tiéu cau, (Khong HIT)

Giam tiéu cau, do heparin gay ra (HIT)

Thuyén tac huyét khoi

+ Bong mach, tinh mach, ngoai vi, trung tdm
RO ri lién quan dén van hoéc qua van

Van phan tan/khong n dinh

Van - Réi loan chtrc nang phi cu triic

RO ri can van tim

Xung dot m6 l&

Tén thwong mé la (dung cu/chi khau)
Dich ri viem khép

B4t twong hop van - bénh nhan (PPM) (do dinh c& khong phii hop)
Bién dang khi cay

Van - Réi loan chirc nang/suy gidm cu triic
Van - Huyét khéi

Sw thodi hda calci hda va khong calci héa (xo hda) clia van nhan tao dwoc
béo céo khi str dung héa tri liéu d& diéu tri cac tinh trang &c tinh [Tham
khdo 2 va 3].

Nhikng bién chirng nay c6 thé dan dén:

+ Phau thuat lai

+ CAy mé khai sinh vat

+ Thuong tat vinh vién
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+ T vong

6.0 Cac nghién ctpu 1am sang

Tinh an toan va hiéu qua lam sang cla van hai |& MITRIS RESILIA,
model 11400M dwoc thiét 1ap dya trén di liéu két qua ca thi nghiém
COMMENCE, danh gid mirc dd an toan va hiéu qua cla van hai la
model 11000A (d6ng mach chd) va kiéu 11000M (hai I4).

Th& nghiém COMMENCE 1& mét thir nghiém nhan mé, tiém ning,
khong ngau nhién, da trung tam khong cé cac déi ching déng thei hodc
phtl hop. Sau khi danh gia tién phau thuat, cac déi twong dwoc theo dbi
trong mét ndm d& danh gia tinh an toan va hiéu qua chinh. Cac dbi
twong duoc theo déi hang ndm sau do véi it nhat ndm ndm sau phau
thuat.

S6 ngudi ther nghiém nhanh hai |4 bao gdm cac déi twong ngudi lon (18
tudi tré 1&n) duwoc chan doan méc bénh van hai 14 can thay theo ké hoach
b&ng van hai l4 ty nhién hodc van hai l4 nhan tao. Dwoc phép thuc hién
phéu thuat b&c cAu ndi mach vanh ddng phét va cat bo ciing nhw thay thé
dong mach cha Ién tr chd khap ndi xoang - dng ma khdng can ngirng tudn
hoan.

Céc (rng vién thi nghiém véi phau thuat van trwéc dé bao gém cay ghép
van nhan tao hodc vong van tim nhan tao sé bi loai trir tai chd. Khéng bao
gdbm stra chiva hodc thay thé van déng phat. Khong dwoc phép thuc hign
céc th thuat phau thuat bén ngoai khu vic tim. Céc bidu hién va tién st
lam sang khac nhau c6 thé bj loai khéi thi nghiém.

Khodng thoi gian bao cdo cho thtr nghiém COMMENCE la tir thang 1
ndm 2013 dén thang 8 nam 2017. Vao thdi diém khéa co s& dif lidu, 777
déi twong da dwoc ghi danh tai ba muwoi bon (34) dia diém ther nghiém &
Hoa Ky va Chau Au. Trong sb ngudi dang ky, 99,2% (771/777) déi twong
duwoc cdy ghép thanh cong van thlr nghiém. Didu nay bao gém 689 dbi
twong dwoc diéu tri bang model 11000A (déng mach ch) tai hai muwoi
bay (27) co s& va tm muoi hai (82) dbi twong duoc didu tri bing model
11000M (hai 14) tai muwoi bay (17) co so.

Bang 3 cung cAp s6 ngudi tham gia thir nghiém, Phan loai NYHA va Diém
réii ro; Bang 4 liét ké céc ty lé tac dung phu quan sat dwoc két hop trong qué
trinh nghién ctry;

Bang 5 liét ké cac ty 1& bién c6 bt loi quan sat duoc trong qua trinh
nghién cteu cda nhém van hai 14; Bang 6 cung cAp ty Ié tré tuyén tinh so
voi céc tiéu chi hoat ddng muc tiéu (OPC); Bang 7 liét ké ty 1& tré tuyén
tinh cho cac sw kién lién quan dén van so véi OPC; Bang 8 cung cap di
liéu Phan loai NYHA tai thoi diém ban dau va theo déi sau 1 ndm; va Bang
9 liét ké cac thong sb huyét dong sau 1 nam.

Trong nghién ctru l1am sang, phan tich hiéu qua dwa trén phan loai chirc
nang NYHA va di liéu siéu am tim sau mét (1) nam. Cai thién vé phan loai
NYHA t lic ban dau dén Ian thdm kham sau mét ndm da duoc quan sat
dwa trén céc dbi twong c6 dir liéu s&n c6 & ca hai khoang théi gian. Dya
trén cac danh gia cla phong thi nghiém siéu am tim Echocardiographic
Core Lab, 88,9% (64/72) bénh nhan thyc hién cAy model 11000M khéng c6
sw kién nao cao thé phat hién dwoc hodc hé van tim hai |4 khéng dang ké
sau mot ndm. Dya trén cac danh gia chinh trong phong thi nghiém vé d
liéu siéu am tim, dién tich 16 théng hiéu qua trung binh (EOA) va céc d6 déc
trung binh phi hop véi tai liéu hién tai vé cac chudi sinh hoc dong mach cha
c6 khung khéc cling nhw cho biét hiéu sudt huyét dong hoc cé thé chép
nhan dwoc cla hé thdng sinh hoc hai 14 mang ngoai tim Edwards, model
11000M.

Két qua tlr thir nghiém lam sang COMMENCE cho thay ty 18 hu héng
van cAu tric (SVD) la 0,1%, véi khoang tin cay trén 95% la 0,7%, theo
théng ké dwéi 1% sau 1 nam theo déi. TAt c& céc tac dung phu duoc
xac dinh theo tiéu chi hoat dong muc tiéu (OPC) déu thap hon tiéu
chuan d4 thiét 1ap gap doi Tiéu chi hoat dong muc tiéu ctia FDA dbi voi
van nhan tao, ngoai trir tat ca cac trwdng hop chdy mau va chay mau
nhiéu. Trong nhém déng mach chd va van hai la két hop COMMENCE,
gi6i han tin cay trén 95% ddi vai ty Ié tuyén tinh héa cho tit ca cac
trwong hop chdy mau 1a 3,3% va chay méau nhiéu 1a 1,8%. Riéng déi voi
nhém van hai 14, gi6i han tin cay trén 95% ddi véi ty 1& tuyén tinh héa
cho t&t ca cac trwong hop chay mau la 10,1% va chay mau nhiéu &
6,6%, vuot qua tiéu chi chia FDA la gap do6i OPC (tét ca véi trudng hop
chay méu: 2,8% va chdy mau nhidu: 1,8%.). Tuy nhién, phan tich chi tiét
céc bién cb chay mau nhiéu khong cho thdy dau hiéu ré rang rang céc
bién ¢ chay mau nhidu lién quan tryc tiép dén van model 11000A hodc
model 11000M. C4c sv kién lién quan dén van dwa trén CEC duwoc cung
cép trong Bang 6.

Bang 3: Nhan khau két hop nhém déng mach cha va hai van

Nghién cteu thte nghiém COMMENCE

Chi danh cho nhém hai l&

Do tudi lic cay

N: Trung binh £ SD (Min - Max)

N: Trung binh + SD (Min - Max)

P tudi 771: 67.2 £ 11.4 (20.0, 90.0) 82:68.9+ 9.4 (47.0, 86.0)
Giéi tinh % (n/N) % (nIN)
NG 31.4% (242/771) 58.5% (48/82)

Nam

68.6% (529/771)

41.5% (34/82)

Phan loai NYHA

% (nIN)

% (nIN)

Loai | 21.9% (169/771) 6.1% (5/82)

Loai Il 48.4% (373/771) 35.4% (29/82)

Loai IV 29.7% (229/771) 58.5% (48/82)

Loai Ill 26.2% (202/771) 41.5% (34/82)

Loai IV 3.5% (27/771) 17.1% (14/82)

Diém rai ro N: Trung binh + SD (Min - Max) N: Trung binh £ SD (Min - Max)

Nguy co t&r vong STS (%)*

578:2.2 2.3 (0.3, 23.3)

40:4.8+4.7(0.6,23.3)

EuroSCORE Il (%)

771:3.1£ 4.0 (0.5, 36.0)

82:8.0£7.5(0.7, 36.0)

N la sé déi twong c6 san dir liéu déi véi tham sé da cho.

1 piém STS chi dwoc tinh cho dbi twong nhanh dong mach chd thuc hién AVR hodc AVR+CABG cb 1ap va déi twong nhanh hai l4 trai qua MVR hodc

MVR+CABG.
Bang 4: Céc sw kién c6 hai dwoc quan sat - Nhém két hop gitva dong mach cha va van hai la
Sém? Mudn?
’ ’ (N=771) (LPY3 = 1671.84) Khéng cd sw kién nao sau 1 nam

Sw kién hoac ket qua bat |gi n, m (%) n, m, (%/pt-yr) (POD 390) (SE)*
Tét ca trwong hop td vong 9,9 (1.2%) 63, 63, (2.3%) 0.972 (0.006)

Tl vong lién quan dén van 4, 4, (0.5%) 12,12, (0.4%) 0.989 (0.004)
Phau thuat lai 1,1, (0.1%) 10, 10, (0.4%) 0.996 (0.002)
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Sém?

Mudn?

: . (N=771) (LPY3 = 1671.84) Khong c6 sw kién nao sau 1 nam
Sw kién hoac ket qua bat |gi n, m (%) n, m, (%/pt-yr) (POD 390) (SE)*
C4y mé khdi sinh vat 0,0, (0.0%) 8,8, (0.3%) 0.997 (0.002)

Thuyén téc huyét khdi

18,19, (2.3%)

41, 46, (1.7%)

0.962 (0.007)

Huyét khéi van 0, 0, (0.0%) 1,1, (0.0%) 1.000 (0.000)
Tt ca trwong hop chay mau 7,7, (0.9%) 65, 74, (2.8%) 0.946 (0.008)

Chay mau nhiéu 6, 6, (0.8%) 34,37, (1.4%) 0.972 (0.006)
Tét ca trwong hop rd ri hé can van tim 2,2,(0.3%) 3,3,(0.1%) 0.996 (0.002)

PVL I&n 1,1, (0.1%) 2,2, (0.1%) 0.997 (0.002)
Viém noi tam mac 0, 0, (0.0%) 12, 13, (0.5%) 0.995 (0.003)
Tan mau 0,0, (0.0%) 1,1, (0.0%) 1.000 (0.000)
Suy gidm van cAu tric 0, 0, (0.0%) 1,1, (0.1%) 0.999 (0.001)

1 pdi véi 'S kien Sém' (cac sw kién xay ra cho dén ngay 30 sau khi cdy): D6i véi 'S kién sém’ m 1a s6 s kién; n 1a sé ddi twong trai qua sw kién; % =n/N.
2 pdi véi 'S kién muon' (sw kién xay ra sau ngay 30 sau khi cy): m 1a sb sw kién; n la sé déi twong trai qua s kién; va % = m/LPY.

3 LPY: Bénh nhan mudn nhiéu nm; LPY duoc tinh tir ngay 31 sau khi ciy cho dén khi bénh nhan cubi cling tiép xc.
4 Dya trén phan tich Kaplan-Meier vé thoi gian xay ra lan dau tién (sém hodc muon). Li tiéu chun (SE) dwa trén cong thirc clia Greenwood.

Bang 5: CAc sw kién bat lgi dwoc quan sét - déi véi nhom van hai la

Mudn?
Séml (LPY3 = 114.65) Khong c6 sw kién nao sau

Sw kién hodc két qua bét lgi (N=82)n, m (%) n, m, (%/pt-yr) 1 nam (SE)*
T4t ca nguyén nhan tl vong 1,1(12) 9,9 (4.3%) 0.938 (0.027)

Tl vong lién quan dén van 11(12) 1,1(0.5%) 0.988 (0.012)
Phéau thuat lai 0,0(0.0) 3,3 (1.4%) 0.986 (0.013)
Chy mo khéi sinh vat 0,0(0.0) 2,2 (1.0%) 0.986 (0.013)
Thuyén t&c huyét khéi 2,3(24) 4,4(1.9%) 0.963 (0.021)
Huyét khéi van 0,0(0.0) 1,1 (0.5%) 1.000 (0.000)
Tét ca trwong hop chay mau 1,1(12) 13,14 (6.7%) 0.912 (0.032)

Chay mau nhiéu 1,1(1.2) 8,8(3.8%) 0.937 (0.027)
T4t ca trwong hop ro 1 hé can van tim 0,0(0.0) 0,0(0.0%) 1.000 (0.000)

RO 1 h& can van tim nghiém trong 0,0(0.0) 0, 0(0.0%) 1.000 (0.000)
Viém ndi tam mac 0,0(0.0) 1,1(0.5%) 1.000 (0.000)
Tan mau 0,0(0.0) 0, 0 (0.0%) 1.000 (0.000)
Suy giam van cau tric 0,0(0.0) 1,1(0.5%) 0.987 (0.013)

1 pdi véi 'S kien Sém' (cac sw kién xay ra cho dén ngay 30 sau khi cdy): D6i véi 'Sw kién sém’ m 1a s6 s kién; n 1a sb ddi twong trai qua sw kién; % =n/N.
2 pbi véi 'Sy kién muon' (sw kién xay ra sau ngay 30 sau khi cy): m 1a sb sw kién; n la sé déi twong trai qua sy kién; va % = m/LPY.

3 LPY: Bénh nhan mudn nhidu nam; LPY dwoc tinh tir ngay 31 sau khi ciy cho dén khi bénh nhan cudi cling tiép xuc.
4 Dya trén phan tich Kaplan-Meier vé thoi gian xay ra lan dau tién (sém hodc mudn). L3i tiéu chuén (SE) dwa trén cong thirc clia Greenwood.

Bang 6: Ty |é tré tuyén tinh so véi OPC - Két hgp nhém déng mach cha va van hai l4

Sw kién hodc két qua bat lgi

Muén! (LPY2=1671.84)
n, m, (%/pt-yr)

95% UCL®

2X OPC*

Thuyén téc huyét khéi

41, 46, (1.7%)

2.2%

5.0
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Mudn® (LPYZ= 1671.84)
Sw kién hodc két qua bat lgi n, m, (%/pt-yr) 95% UCL3 2X OPC*
Huyét khéi van 1,1, (0.0%) 0.1% 0.4
Tét ca trwdng hop chay mau 65, 74, (2.8%) 3.3% 2.8
Chay mau nhiéu 34,37, (1.4%) 1.8% 1.8
Tét ca trwéng hop rod 1 hé can van tim 3,3,(0.1%) 0.3% 2.4
RO ri hé can van tim nghiém trong 2,2,(0.1%) 0.2% 1.2
Suy gidm van cAu tric 12, 13, (0.5%) 0.7% 2.4

1 Pdi véi 'S kién muon' (sw kién xay ra sau ngay 30 sau khi cy): m 1a sb sw kién; n la sé ddi twong trai qua sw kién: va % = m/LPY.

2 LPY: Bénh nhan mudn nhiéu nim; LPY dwoc tinh tir ngay 31 sau khi ciy cho dén khi bénh nhan cuédi ciing tiép xc.
3 UCL Ia Gi6i han tin cay trén 95% mot phia déi véi ty |& tuyén tinh hoa.
4 Tiéu chi Hiéu suat Muc tiéu ciia FDA dbi véi van mé nhu duwgc mé ta trong Bang R.1 cda EN I1SO 5840: 2009, Phu luc R.1.

Bang 7: Ty lé tré tuyén tinh ddi véi cac bién cd lién quan dén van so véi OPC - Nhém két hep déng mach chii va van hai 14

Sw kién muoén
sau pt-yrs =1671.84
Sw kién OPC n, m (%l/pt-yr) Trén 95% ClI 2X OPC
Thuyén téc huyét khéi 3,3(0.1) 0.3 5.0
Chay méau 0,0(0.0) 0.1 2.8
Chay mau nhiéu 0,0(0.0) 0.1 1.8
RO ri hé cén van tim 3,3(0.2) 0.3 24
RO ri h& can van tim nghiém trong 2,2(0.2) 0.2 1.2
Viém ndi tdm mac 12,13(0.5) 0.7 2.4
Van huyét khéi 1,1(0.0) 0.1 0.4
S kién OPC 18,20 (0.7) 1.1 -

'n' [a sé ddi twong gép phai sw kign. 'm' 1a sb sw kién.

RO ri PV nghiém trong la bét ky su kién ro i PV nao dan dén can thiép phau thuat hodc duoc phan loai la SAE.
Ro ri PV nhe 1a +3 hodc +4 trong phong thi nghiém chinh phan xa ddi véi déi twgng khéong bi ro ri PV nghiém,trong. Con sc“')’phén xa dau tjén +3/+4 dwoc coi la sw
kh&i dau clia ro ri PV nhe. R0 i PV +2 trén phan xa phong thi nghiém chinh ciing dwoc coi la mét ro ri nhe néu lién quan den AE tan huyét.

Bang 8: Phan loai NYHA lic bat dau va sau 1 ndm

Nhém Loai NYHA Bat de’;l’J\‘ 1l;lYHA %(n Sau 1( :/é:l)NYHAZ %
Két hop dong mach chd va van hai la Loail 21.8% (155/712) 82.7% (589 / 712)
Loai Il 49.2% (350 / 712) 15.7% (112 / 712)
Loai Ill 26.1% (186 / 712) 1.3% (9/712)
Loai IV 2.9% (21/712) 0.3% (2/712)
Chi van hai 14 Loai | 5.5% (4/73) 90.4% (66 / 73)
Loai ll 38.4% (28/73) 9.6% (7/73)
Loai Il 43.8% (32/73) 0.0% (0/73)
Loai IV 12.3% (9/73) 0.0% (0/73)

1N 1a sb dbi twong c6 ca dir liéu NYHA trwéc phau thuat va sau 1 nam.
2Sy cai thién & NYHA quan sét théy duoc chirng minh bang gia tri p <0,0001 dya trén kiém tra tinh dong nhét bién sau khi chuyén déi Loai NYHA sang
gid tri s6 (Loai | = 1, Loai Il = 2, Loai lll = 3, Loai IV = 4). C4c gia tri 0 duoc thay thé bing 0,5 dé tranh di¥ liéu thwa thot.

Bang 9: Cac thong sé huyét dong sau 1 ndm - Chi danh cho nhém van hai l4

Tham sé 25mm 27 mm 29 mm 31 mm 33 mm
Trung binh £ SD (N%) Trung binh £ SD (N%) Trung binh £ SD (N Trung binh £ SD (N%) Trung binh £ SD (N%)
D6 déc trung binh 53+14(5) 4.1+1.4(26) 4.1+15(20) 3.8+19(13) 33+14(6)
(mmHg)
EOA (cm?) 12+03(5) 1.2+0.3(24) 1.5+0.6 (20) 1.5+0.5(13) 15+0.7 (6)
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Tham sé

25mm
Trung binh £ SD (N%)

27 mm
Trung binh £ SD (N%)

29 mm
Trung binh + SD (NY)

31 mm
Trung binh +SD (N%)

33mm
Trung binh +SD (N%)

IN dai dién cho sb déi twong véi di¥ lidu cé gia tri cho kich thwéc van duwoc chi dinh.

7.0 Quan ly sau phau thuét

Nhitng ngudi nhan van hai la MITRIS RESILIA phai dwoc duy tri diéu tri
chbng déng mau, triy trwéng hop c6 chdng chi dinh, trong giai doan dau
sau khi cdy theo quyét dinh clia béc si trén co s& ca nhan va theo huéng
dan [Tham khao 1]. Diéu tri khang déng va/hodc khang tiéu cau lau dai
phai duwgc xem xét cho nhirng bénh nhan c¢é céc yéu t6 nguy co huyét
khéi tdc mach.

8.0 Lwa chon bénh nhan

Phan quyét cudi cung lién quan dén viéc chdm séc mot bénh nhan cu thé
phéi dwoc nha cung cAp dich vu chim séc strc khde va bénh nhan dwa ra
dua trén tat ca cac trwdng hop ma bénh nhan dé trinh bay. Khuyén nghi
ding bao t& sinh hoc cho MVR & bénh nhan moi Iira tudi néu liéu phép
chéng ddng mau bj chéng chi dinh, khéng thé quan Iy thich hop hoic khéng
duwoc mong mudn. Su wa thich clia bénh nhan 13 mét can nhéc hop Iy khi
Iwa chon phau thuat van hai l4 va phuc hinh van. Nén diing bd phan nhan
tao co hoc dbi véi MVR & nhitng bénh nhan dwéi 50 tudi khong cé chéng
chi dinh chdng déng mau. Béi véi bénh nhan tir 50 dén 70 tudi, can ct theo
Iya chon ca nhan vé& phuc hinh van co hoc hodc van sinh hoc trén co sé
céc yéu t6 va sé thich clia tirng bénh nhan, sau khi thao luan day di vé cac
can bang lién quan. Nén xem xét bao t& sinh hoc ddi véi nhirng bénh nhan
chon d&t van nay dé can nhéc vé 16 séng sau khi thao luan chi tiét vé nguy
co khang déng so véi kha nang can thiét phai c6 MVR thi hai [Tham khao
1va?z2].

8.1 Sb lwong bénh nhan cu thé

Tinh an toan va hiéu qua ctia van model 11400M chwa dwoc thiét lap cho
céac bénh nhan cu thé sau vi né chwa dwoc nghién civu trong cac ddi
twong nay:

Bénh nhan dang mang thai;

Phu ni¥ dang cho con bu;

Bénh nhan c6 chuyén hda canxi bat thwong (vi du, suy than man tinh,
cwdng tuyén can giap);

Bénh nhan bj chirng thodi hdéa dong mach chid do phinh dong mach chu
(vi dy, hoai t&r trung gian dang nang, hoi chirng Marfan);

Tré em, thanh thiéu nién va thanh nién;

Bénh nhan qua man cam véi hop kim kim loai ¢6 chira coban, crom,
niken, molypden, mangan, cacbon, berili va s&t;

Bénh nhan qua man véi latex.

9.0 Théng tin tw van cho bénh nhan

Nén theo ddi y té can than va lién tuc (it nhat bing cach dén gap bac si dé
tham kham hang nam) dé c6 thé chdn doan va xi tri thich hop céc bién
chirng lién quan dén van, dac biét Ia nhirng bién ching lién quan dén hu
héng vat liéu. Bénh nhan gén van cé nguy co b nhiém khuan huyet (vi du,
dang trdi qua céc thd thuat nha khoa) va can duoc tw van vé liéu phap
khéng sinh dy phong. Bénh nhan nén luén mang theo Thé di¥ liéu cay/Thé
nhan dang bénh nhan va thong bao cho nha cung cAp dich vu chim séc
strc khde réng ho c6 cy van khi tim kiém dich vu cham séc.

10.0 Céch cung cép

10.1 Bao bi

Van hai Ia MITRIS RESILIA, model 11400M, dwoc cung cp vé tring va
khong gay di (rng, trong mdt géi khay can kép. Van dwoc khir tring bang
ethylene oxide. Géi khay déi dwoc dung trong mot tdi gidy bac trong thiing
carton. Khi nhan thing nay, hay kiém tra bén ngoai xem cé dau hiéu hw
hdng khong.

M®6i van dwoc dng trong mét thiing carton véi chi béo nhiét do duwoc hién
thi théng qua mat ctra sd trén bang didu khién bén canh. Chi bao nhiét do
nham xac dinh cac san pham tiép xtic véi nhiét d6 qua cao. Khi nhan dwoc
van, ngay 1ap ttrc kiém tra chi béo va tham khao nhan thiing carton dé xéc
nhan tinh trang "S& dung". Néu diéu kién "Str dung" khéng rd rang, thi
khong st dung van va lién hé voi nha cung cap dia phwong hodc dai dién
clia Edwards Lifesciences d& sép x&p cho phép tra lai va thay thé van
khac.

CANH BAO: Kiém tra can than van trwéc khi cly dé xem co tiép xic
véi nhiét d6 qua cao hodc cac hw héng khac khong. Viéc van tiep
x(c véi nhiét dd qua cao sé 1am cho thiét bi khdng thich hop dé st
dung.

10.2 Bao quan

Van hai la MITRIS RESILIA, model 11400M, phai dwoc bao quan & nhiét do
ttr 10 °C dén 25 °C (50-77 °F), trong tli giay bac va thung carton c6 ké.

11.0 Hwéng dan stv dung
11.1 Pao tao bac si

Céc ky thuat cAy van nay twong tw nhw céc kj thut duoc st dung cho bat
ky phau thuat van hai la c6 khung nao. Khdng can dao tao cu thé hoac co
s& dac biét nao ngoai quy trinh phau thuat tim dé& cay model 11400M.

D6i twong st dung chinh & bac si phau thuat tim thyc hién cac ca thay
van nay va cac nhan vién (y ta va ky thuat vién phong mo) chiu trach
nhiém chuan bi va cdy ghép van dong mach chl va van hai la.

11.2 Pinh co

CANH BAO: Gia d& van va cac manh v& clia tay cam ciing nhw b dinh
¢& khong phai la mang bam phdng xa va khong thé dinh vi dwoc bang
thiet bj hinh anh bén ngoai.

THAN TRONG: Khong st dung bé dinh c& van cta nha san xuat khéc,
hodc b dinh c& khong dwoc liét ké & trén, dé dinh c& van hai 14 MITRIS
RESILIA.

THAN TRONG: Kiém tra cac bd dinh c& dé tim cac dau hiéu hao mon,
chang han nhw xin mau, nit hodc ran trwéc khi sie dung. Thay thé bo dinh
c® néu quan sét thay bét ky hw héng nao.

Bo dinh c& model 1173B duwoc s& dung dé& dinh c& vanh trong khi bd
dinh c& model 1173R duwoc si dung dé& danh gia do vira van cla van
hai |4 MITRIS RESILIA trong vanh. Thung b dinh ¢c& model 1173B cho
biét dwong kinh bén ngoai cta khung & dé. Nap cla bd dinh c& sao
chép model 1173R tai tao vong may cua van.

Pinh c& vé&i thung bé dinh c@ model 1173B:

Dé dinh c& voi thing bo dinh c& model 11738, hay chuyén phan thing
cta b dinh ¢& qua vanh van hai la. Dam béo phan thung nam tryc tiép
trén mat phang cta vanh hai 1a (Hinh 6).

Hinh 6

Danh gia sw phu hop véi bo dinh cé sao chép model 1173R:

Dé& danh gia do viva khit ca van, hay dua phan thiing clia b dinh c& sao
chép model 1173R qua vanh hai I dé dau cta b dinh c&, mé phong phan
vong may cua ong bao t& sinh hoc, nam trén canh vanh cao hon (Hinh 7).
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Hinh 7

Mot sé ky thuat nhu s& dung miéng gac, 1am ran mé 14, hodc bdo quan
vanh dw6i van hai 14 c6 thé lam gidm thém kich thwéc cta vanh hai 14, cé
thé dan dén yéu cau phai cdy mot bao ttr sinh hoc nhé hon. Khi s& dung
céc ky thuat nay, nén dinh lai kich thwéc clia vanh dé tranh bao t& sinh hoc
6 kich thwée qua lon.

B6 dinh c& model 1173B va 1173R duoc lam bang vat ligu trong subt dé
cho phép nhin thay vanh dwéi van trong qua trinh dinh c&. Dam béo khong
c6 day nao can tré céac thanh chong.

THAN TRONG: Thec hién dac biét can than khi st dung céc ky thuét bao
quan dung cu dwi van dé tranh day bi cudn vao.

CANH BAO: Tranh bao tir sinh hoc c6 kich thwéc qua Ién. Kich thwéce qua
khé co thé gay ra tén thwong cho bao ti sinh hoc hodc ing suét co hoc
cuc bo, tir d6 co thé lam tén thwong tim hodc dan dén suy mo 4, bién
dang khung va hé van tim.

11.3 Hwéng dan X ly va Chuén bi

CANH BAO: Kiém tra ngay hét han trén bao bi trwéc khi siv dung. Khong
stp dung san pham néu da qua ngay hét han.

CANH BAO: Khong mé tui gidy bac vao trwéng vo trung, tai gidy bac
chi 1a ndp bao vé. Cé thé dwa khay bao bi trong cling vao trwéong vo
tring.

THAN’TRQNG: Khdng mé bao bi van hai la MITRIS RESILIA, model 11400M
cho den khi chac chan viéc cay ghép.

Model 11400M, KHONG CAN RUA trwéc khi cay.

THAN TRONG: Néu van dwoc riva sach trwéc khi cdy, thi van phai dwoc
gitk nwéc bang nwéc mudi sinh 1y v tring twéi vao cé hai mét cua mo 1a
trong‘suét thei gian con lai cta quy trinh phau thuat. Nén riva 1 - 2 phat
mat lan.

THAN TRONG: Tranh dé mo |4 tiép xtc véi khan tam, khin tréi giwong
hodc céc ngudn hat khac cé thé dwoc chuyén sang mo 14.

Buwéc

Quy trinh

X&c minh TagAlert:

Xéac minh TagAlert, c6 thé nhin thdy qua thing
gidy trén k&, cho biét van c6 thé si dung dwoc
hay khong. Chi st dung van néu TagAlert ghi
“OK” nhw trong Hinh 8.

Hinh 8

Kiém tra hép Carton trén ké: )
Kiém tra bao bi dé xem c6 cac hu héng va dau niém
phong c6 bi rach hodc mat hay khéng (Hinh 9).

/) e
\ s

Hinh 9

M@ hép Carton va loai bé tii gidy bac:
Khi da chon dwgc van véi kich thwéce thich hop, hay
mé& hop va |4y tli gidy bac ra khéi hop trong trudng
khong tiét tring (Hinh 10).

Hinh 10

Kiém tra tdi gidy bac & xem c6 hu hong va dau
niém phong c6 bi rach hodc mat hay khéng.

Lwu y: Xem lai ca hai mat cia tui gidy bac bao gém
nhan mau vang md ta cac bwéc chuyén vo triing cho
van (Hinh 11).
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Bwéc

Quy trinh

Hinh 11

Buwéc

Quy trinh

M& TUi gidy bac va Théo Khay ngoai:

M®& tdi gidy bac va lay khay bén ngoai ra trong moi
trwong khong dwoc khi triung. Kiém tra khay bén
ngoai d& xem c6 bj hu hdng va d&u niém phong c6
bi rach khéng (Hinh 12).

Hinh 12

Hinh 14

Xac minh nhan bac:
Xac minh rang so sé-ri trén nhan bac khop voi thing
carton trén ké va Thé di liéu cay ghép (Hinh 15).

Hinh 15

THAN TRONG: Néu c6 bét ky sw khac biét nao vé sé
sé-ri hoac kich thwéc dwoc ghi nhan, phai tra lai van
va khéng st dung.

Mé khay ngoai:
Gan trwong vo trung, gitr phan dé cla khay ngoai va
bdc nap khaéi khay ngoai (Hinh 13).

Hinh 13

Chuyén vo tring:

Khay bén trong va dd bén trong duoc vé tring.
Chuyén khay bén trong vao treérng vo tring (Hinh 14).
Db clia khay bén trong phai dwoc xt Iy bang ky thuat
phau thuat v tring dé tranh nhiém ban.

Mé& khay trong:

Trwéc khi mé, héy kiém tra khay va ndp bén trong dé
xem c6 bi hu hang, b&n va dau niém phong c6 bj rach
hoac thiéu khong. Git» phan dé cua khay bén trong va
boc nép khdi khay bén trong (Hinh 16).

R

THAN TRONG: Khong mé& géi bén trong cho dén
khi chac chan viéc cay ghép va bac si phau thuét
da san sang dé dat van.

THAN TRONG: Khong gan chat van vao khay bén
trong. Can cén than trong khi mé nép lai.

THAN TRONG: Khdng can ngam van. Néu van dwoc
riva sach trwéc khi cay, thi van phai dwoc gitr nwéc
bang nwéc mudi sinh ly vo tring twéi vao ca hai mit
clia m6 14 trong sudt thoi gian con lai cta quy trinh
phau thuat. Nén riva 1 - 2 phit mét 1an.

Ngay phat hanh: 14/06/2021
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9 Théo van khéi khay trong (Hinh 17).
Hinh 17
THAN TRONG: Khong ¢é |ap tay cAm vao mat quay
(Hinh 18).
Hinh 18
10 Gép vi tri chd néi:

Khi gitk vong kep, xoay mét quay theo chiéu kim déng
hd (Hinh 19) d& gép cac tru stent (Hinh 20). Phai quay
mét quay cho dén khi hinh tam giac trén mat quay ndm
& khu vuc ha canh trén vong kep va cam thay mot
didm dirng cirng.

Lwu y: Binh thwong sé nghe thay tiéng lach céach va
cam thay mét sé lwc can khi xoay mat quay.

Hinh 19

10

Bwécc Quy trinh
L1 — 1 1
TH =
wlINY|
— Sher|
Hinh 20
11 Théao mat quay:

Théo mat quay bang cach kéo thang Ién trén mét
quay(Hinh 21).

Mét quay sé chi dwgc théo ra khi hinh tam giac trén
mat quay nam trong vung ha canh trén vong kep.

Hinh 21

Ngay phat hanh: 14/06/2021

Ngay in: 14/09/2021
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Gan tay cam:

Gén tay cAm model 1140M. D& gén, can chinh tay cAm
v&i bd diéu hop trén gia d& van va xoay theo chiéu kim
ddng hd cho dén khi cam thay lyc can (Hinh 22).

Hinh 22

THAN TRONG: Khdng ném van bang tay hoéc dung cy
phau thuat.

THAN TRONG: Chi st dung tay cdm Edwards model
1140M.

THAN TRONG: Kiém tra tay cam dé xem c6 dau hiéu
mon, chang han nhw xin mau, Nt hodc ran hay khong
trwde khi ste dung. Thay tay cdm néu quan sét thay c6
bat ky hw héng nao.

THAN TRONG: Can c6 cum tay cam/gia d& dé cy va
khong dwec thao ra cho den khi van dwoc khau vao
vanh.

13

Théo vong kep:

Gi* phan dé cla tay cdm model 1140M va kéo
vong kep ra xa béng cach ndm vao rénh trén canh
hep cta vong kep (Hinh 23).

Hinh 23

11

11.4 Céy thiét bi

Buw¢

Quy trinh

c
1

Bac si phau thuat phai hidu rd cac khuyén nghi vé
dinh c& va dat phu hgp & vi tri trén vanh (Tham khaol
phan 11.2 Binh c&).

Do s phirc tap va bién ddi cia phau thuat thay van
hai 14, viéc Iwa chon ky thuat phau thuat, duoc stra ddi
thich hop theo cac Canh bao da mo ta trwec day, la
tiy thudc vao quyét dinh cla tirng bac si phau thuét.
N6i chung, phai thwc hién cac buérc sau:

a) Cét bo theo quy trinh phau thuat cac la van bi
bénh hoac bj hdng va tAt ca cac cAu tric lién
quan dwoc cho la can thiét. Ngoai ra, c6 thé
thye hién cac ky thuat bao quan day.

THAN TRONG: Thyc hién dic biét can than khi
stp dung cac ky thuat bao quan thiét bi dwéi van
dé tranh day bj mac ket vao thanh chéng.

b) Loai bd canxi theo quy trinh ky thuat khdi vanh
dé dam bao dinh vi thich hgp vong khau cla
van.

c) Chi do vanh bang céch st dung bd dinh c& van
hai 14, model 1173B va 1173R (Xem Hinh 2).

d) Dat chi khau qua vong bit may. Bam bao dinh vi
phu hgp van hai la MITRIS RESILIA.

e) Budc chi khau véi gia d& cb dinh dé giam kha
nang xay ra khau vong hodc vwdng day.

f) Examine the bioprosthetic leaflets for distortion
after removal of the holder.

THAN TRONG: Khi chon van cho mét bénh nhan cu
thé, phai can nhéac dén kich thwéc, tudi tac va tinh
trang thé chét cta bénh nhan lién quan dén kich
thwée cia van dé giam thiéu kha niang dan dén két
qué huyét dong dwéi mirc téi wu. Tuy nhién, viéc lwa
chon kich thwéc van cudi cung phai do chinh bac si
thwe hién sau khi can nhéc can than tat ca cac rai ro
valgi ich cho bénh nhan.

THAN TRONG: Phai thwc hién loai bé day da can
canxi khéi vanh cua bénh nhan trwéc khi cay dé tranh
|am tdn thwong mé 1a bao tir sinh hoc méng manh do
tiép x(c véi can canxi. Chén bo dinh c& vao vanh van
hai 1a. Thuing ctia b¢ dinh c& phai luén vira van thoai
mai trong vanh (Xem phan Dinh co).

THAN TRONG: Chi str dung van dinh c& model 1173B
hodc 1173R trong qua trinh lwa chon kich thwéc van;
bé dinh c& khac c6 thé dan dén viéc lwa chon van
khong phu hep (Tham khao Phan 1.2 Bd dinh c& va
khay). Giéng nhw cac bao tir sinh hoc van hai 14 khac,
van hai la MITRIS RESILIA, model 11400M thwong
dwoc cdy bang cach st dung chi khau dém c6 cé
dinh. Khuyén céo nén dinh c& vanh sau khi da dat chi
khau, vi chi khau cé thé 1am giam kich thwéc clia bao
tl sinh hoc dwoc cay ghép.

Dinh hwéng dung van hai la MITRIS RESILIA:

Khung dang day clGa van hai 1a MITRIS RESILIA,
model 11400M la ddi x(rng va ba (3) tru stent dat cach
déu nhau. Cac diém danh ddu mau den trén vong may
nham hd tro' dinh hwéng thich hop vi vong may dwoc
thiét k& cho mét hwong van cu thé. Phan hinh vé so
clia vong khau, gitka hai phan nhé ra, phai duoc dat
ngang qua phan trwéc lién mang ndo clia vanh va nim
ngang voi dwdng ra clia tam that trai.

Trwéce khi khau van hai 1& MITRIS RESILIA, hdy dinh
hwéng van sao cho dau "A" mau den phu hop véi
phan trwéc cda vanh van hai l4, diém danh dau méi ndi
don gan ding véi méi néi gitka sau, va diém danh dau
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mbi néi kép gan dung voi mbi néi trudc bén. St
dung céc cong cu hé trg dinh hwéng nay, cét thir bal
sé roi vao vj tri tw nhién trong hoac xung quanh gikaj
mo |& phia sau.

Hinh 24

Lwu y: Khoang cach giiva ché néi khac nhau tuy theo
bénh nhan va cac diém danh dau ché néi mau den cho
biét cac hwéng gan ding.

THAN TRONG: Can phai dic biét than trong dé tranh
dat céc try chd ndi trwére dwong dan lwu thét tréi, vi
né c6 thé lam giam hiéu suét huyét dong lau dai.

Dat chi khau qua vong bit may.

St dung tay cAm dé dé dang tha va dinh vj van trén
vanh van hai la. Duy tri do cang trén chi khau khi
bao t sinh hoc dwoc ha xudng vanh; diéu nay giadm
thidu kha nang hinh thanh céc vong khau cé thé
quén vao md 14.

Duy tri vi tri van hai [& MITRIS RESILIA trén vong thét
b&ng cach nhe nhang dat kep hoic tay deo géng lén
gia d&. Cat soi polyme mau xanh lam con lai & mét
trwoc clia bd chuyén ddi bang dao md (Hinh 25). Diéu
nay cho phép thao tay cam va bo diéu hop khéi van
nhw mot bo.

Tranh cat hodc lam héng khung hodc mé 14 khi cét chil
polyme mau xanh.

Hinh 25

12
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Théo tay c&m va b diéu hop tay cam béng cach
kéo tay cam ra khoi dé gitv (Hinh 26).

Hinh 26

THAN TRONG: Cn giir phan con lai cia gia d& dé cay
va khong dworc thdo ra cho den khi cac vet khau dwerc
buédc chat.

Budc cac nit khau dé cb dinh van vao vanh va
cat chi khau phia trén nut that.

THAN TRONG: Tranh thét hoac bat mét vét khau
xung quanh céac tru khung cua van hai 14 MITRIS]
RESILIA, didu nay sé& anh hwong dén chirc ning
van tim thich hop. D& giam thiéu kha nang xay ra
khau vong dweng khau, diéu can thiét 1a dé nguyén
gia d& da trién khai cho dén khi tat ca cac nat dworc
that chit.

THAN TRONG: Néu cac sei chi dinh kém cla gia do
da trién khai bj cat trweéc khi cac chi khau dwoc budc
xudng, thi gia d& sé khong con giam thiéu kha ning
khau vong cta dwong khau xung quanh céc tru
khung méi ndi.

THAN TRONG: Khi st dung chi khau gian doan,
diéu quan trong & phai cat chi khau sat nat that va
dam bao rang phan dudi chi khau 16 ra sé khong
tiép xdc véi mo 14,

THAN TRONG: Tranh dat chi khau vanh sau vao
mo |an can dé tranh loan nhip tim va dén truyén
bét thwéng hodc tranh lam ton thwong hé thong
dan truyén.

Ngay phat hanh: 14/06/2021

Ngay in: 14/09/2021
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8 Cé}t soi polyme mau xanh con lai trén dé gia do tai
diém cat duy nhat & méat trvedc ctia de. Dieu nay m&
ra cac try khung mai noi (Hinh 27).

Hinh 27

THAN TRONG: Diém cat duy nhét chiva ba (3) soi
polyme mau xanh lam. Dam bao tat ca ba (3) sgi
polyme mau xanh lam dwoc cat dé cho phép thao gia
d& khoi van. Khong cét cac sgi polyme mau xanh lam
& bat ky vi tri ndo khac.

9 St dung kep dé pém thanh phan mau xanh
lam cla gia d& nham thao gia d& va gil lai sgi
polyme mau xanh lam khdi van (Hinh 28).

Hinh 28

Sau khi thao gia d&, kiém tra cac mo la dé xem co
bién dang va/hoic dudng khau vong quanh thanh
chéng khong. Nén dit mét tAm gwong phau thuat qua
cac md 14 sau khi thao gia d& dé kiém tra tirng thanh
chéng va vi tri khau thich hop.

Hinh 29 cho th&y van MITRIS RESILIA dwoc céy vao.

Hinh 29

11.5 Lam sach va Khtr trung Phu kién

Cac phu kién cho van hai [4 MITRIS RESILIA, model 11400M, c6 thé tai st
dung va dong goi riéng. Tay cam model 1140M va tay cdm model 1173B va
1173R dwoc cung cap vO trung va phai dwgc lam sach, khir trung va tiét
tring & dé khay va nép truéc méi lan s dung. Tham khao Hwéng dan st
dung di kém voi c&c phu kién cé thé tai st dung dé biét hwong dan 1am
sach va tiét trung.

11.6 Tralai van

Edwards Lifesciences quan tam dén viéc &y cac mau vat lam sang phuc héi

clia van hai la MITRIS RESILIA, model 11400M, de phan tich. Lién hé véi

dai dién dia phwong dé tra lai cac van da thu hoi.

+ Bao bi chua m¢ véi rao chén vo triing con nguyén ven: Néu tai hoc
khay giay bac chwa dwgc mé, hdy tréd van lai trong bao bi ban dau.
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Bao bi & mé nhwng van chua dwoc cdy: Néu khay bén trong bj mé, van
khéng con vo tring. Néu van chwa dwoc cy, van phai dwoc dat vao mot
chét cé dinh md hoc thich hop nhw 10% formalin hodc 2% glutaraldehyde
va tra lai cho nha san xuét. Khdng can thiét phai 1am lanh trong nhitng
trwdng hop nay.

Van d4 dwoc cy: Van bj nd phai dwoc dit vao mét chét cé dinh md hoc
thich hgp nhw 10% formalin hodc 2% glutaraldehyde va tra lai cho nha
san xuét. Khong can thiét phai lam lanh trong nhitng trwdng hop nay.
11.7 Thai bé thiét bi

Céc thiét bj da qua s dung c6 thé dwoc x( Iy va thai bd theo cach
twong tw nhw chat thai bénh vién va cac v?t liéu nguy hiém sin’h
hoc. Khdng c6 rui ro dac biét nao lién quan dén viéc thai bd cac thiét
bi nay.

12.0 Théng tin An toan MRI

MR c6 diéu kién

Thir nghiém phi 1am sang d& ching minh [éng van m6 hinh 11400M
la MR c6 diéu kién. Bénh nhén dwgc gan voi thiég bi nay cé thé
dwoc quét an toan trong hé thong MR dap (ng cac dieu kién sau:

+ Tl trweong tinh chi 1,5T va 3,0T

+ Truong gradient khong gian téi da 3000 gauss/cm (30 T/m) tré xudng

+ Ty |é hép thu riéng trung binh toan co thé (SAR) téi da theo bao céo cla hé

thdng MR 1 2,0 W/kg méi 15 phiit quét (téc [a mbi chudi xung)
+ Ché dd hoat dong binh thwdng ctia hé théng MR cho ca SAR va gradient.
Trong céc diég kién quét & trén, van mau 11400M dy kién sé tao ra
nhiét d6 tang t6i da la 2 °C sau 15 pht quét lién tuc.
Trong th& nghiém phi lam sang, hinh anh tao ra do thiét bj nay kéo dai
khoang 20 mm tlr van model 11400M khi dwoc chup béng chudi xung phan

xa gradient va hé théng MRI 3.0 tesla. Nén téi wu héa cac théng sé hinh
anh MR.

13.0 Ghi nhén bénh nhan
13.1 Thé nhan dang bénh nhan

Thé Nhan dang Bénh nhan duoc cung cip cho méi bénh nhan duoc cy
van hai la MITRIS RESILIA, model 11400M.

13.2 Thdong tin bénh nhan

Tai lidu thong tin bénh nhan c6 thé duoc Iy tir Edwards hodc chuyén gia
ban hang lam sang cta Edwards.

14.0 Tai liéu tham khao

1. Nishimura, RA et al. 2017 AHA/ACC Focused update of the 2014
AHAJ/ACC Guideline for the management of patients with valvular
heart disease, Journal of the American College of Cardiology (2017),
doi: 10.1016/j.jacc.2017.03.011

2. Candice Baldeo et al. Does chemo-radiation predispose to structural
valve deterioration? International Journal of Cardiology 211 (2016)
53-54

3. Syed Wamique Yusuf, et al., Radiation-induced heart disease: a
clinical update, Cardiol. Res. Pract. (2011), 317659, 9 pages

San pham nay dwoc san xut va phan phdi theo it nhat mét hodc nhidu
Bang sang ché sau clia Hoa Ky: Bang sang ché cta Hoa Ky sb 7,972,376;
8,007,992; 8,357,387; 8,366,769; 8,632,608; va c4c bing sang ché nuéc
ngoai twong trng.
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cuia béc si.
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Lwu y: Nhan clia san pham nay c6 thé khong chira moi ky hiéu duwoc mé ta trong bang ch thich nay.
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MITRIS RESILIA Mitral Valve, Model 11400M

Instructions for Use

CAUTION: Federal (USA) Law restricts this device to sale by or on the
order of a physician.

Figure 1: MITRIS RESILIA Mitral Valve

1.0 Device and Accessories Description

1.1 Device Description

The MITRIS RESILIA mitral valve, model 11400M, is a stented tri-leaflet
prosthetic heart valve comprised of RESILIA bovine pericardial tissue. This
low-profile valve is based on the Edwards PERIMOUNT valve design with
a nitinol wireform. The valve is mounted on a retainer with a holder
system attached to the valve. The holder system has a dial that is turned
prior to implantation to allow the posts to be folded inward during
implantation.

The valve is stored under dry packaging conditions and does not require
rinsing prior to implantation. The valve is available in sizes 25, 27, 29, 31
and 33 mm. See Table 1 for nominal dimensions.

The MITRIS RESILIA mitral valve can only be used with the handle model
1140M. The handle consists of a textured grip and a malleable nitinol
shaft for ease of implantation.

The MITRIS RESILIA mitral valve is designed to be used with sizers model
1173Band 1173R.

Edwards, Edwards Lifesciences, the stylized E logo, Carpentier-Edwards,
Carpentier-Edwards PERIMOUNT Magna, COMMENCE, Magna,

Magna Mitral Ease, MITRIS, MITRIS RESILIA, PERIMOUNT,

PERIMOUNT Magna, and RESILIA are trademarks of

Edwards Lifesciences Corporation. All other trademarks are the property
of their respective owners.

Table 1: Nominal Dimensions for MITRIS RESILIA Mitral Valve,
Model 11400M

Valve Size 25mm [ 27 mm |29 mm | 31 mm | 33 mm
A: Stent Diameter 25 27 29 31 31
(Wireform, mm)

B: External Stent Post 27 29 30 33 33

Diameter (Tip, mm)

C: Tissue Annular Diameter 27.5 29.5 315 335 335
(mm)

D: External Sewing Ring 36 38 40 42 44
Diameter (mm)

E: Effective Profile Anterior 7 7.5 8 8.5 8.5
(mm)

F: Effective Profile Posterior 10 10.5 11 11.5 11.5
(mm)

G: Total Profile Height (mm) 15 16 17 18 18
Geometric Orifice Area 424 499 580 653 653
(mm?)

Note: For Sizing, Refer to Section 11.2

RESILIA Tissue

RESILIA tissue is created with a novel technology called Edwards Integrity
Preservation. The technology incorporates a stable-capping
anticalcification process, which 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 storage solutions.

Valve Structure

The lightweight wireform is made of a corrosion-resistant nickel-titanium
alloy (nitinol), chosen because of its superelastic characteristics, allowing
it to fold inward during implantation, and is covered with a polyester
fabric.

A cobalt-chromium alloy band and polyester band surround the base of
the valve below the wireform frame providing structural support for the
orifice. Similar to other Edwards bioprosthetic valves, the nickel-titanium
alloy wireform and cobalt-chromium alloy band in the model 11400M
can be identified on fluoroscopy. This allows for identification of the
valve's inflow and outflow edges to facilitate identifying the landing zone
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for potential future transcatheter interventions. A compliant 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 sewing ring is scalloped along its anterior portion to conform to the
natural irregularities of the mitral annulus.

The valve has a posteromedial commissure mark (single black line), an
anterolateral commissure mark (double black line), and an anterior
segment mark ("A" mark). The black commissure markers facilitate the
orientation of the valve and help avoid obstruction of the left ventricular
outflow tract by stent posts. In addition, the wide, saddle-shaped
physiologic design of the sewing cuff mimics the native mitral annulus
and the anterior portion of the valve positions the valve out of the
ventricle, limiting protrusions of the valve into the LVOT allowing for
unobstructed flow of blood through the aortic valve. This may contribute
to lower LVOT obstruction risk if valve-in-valve therapy is required in the
future.

1.2 Sizers and Tray

Use only sizers model 1173B or 1173R (Figure 2) with the model 11400M
MITRIS RESILIA mitral valve.

CAUTION: Do not use other manufacturers' valve sizers, or sizers not
listed above to size the model 11400M MITRIS RESILIA mitral valve.

Sizer model 1173B is used for sizing of the annulus while sizer model
1173R allows to assess the fit of the MITRIS RESILIA mitral valve within the
annulus of the patient. The barrel of the sizer model 1173B indicates the
external stent diameter at the base. The lip of the replica sizer model
1173R replicates the sewing ring of the valve, with its scalloped anterior
portion and black markings.

The sizers model 1173B and 1173R are labeled with the valve size. The
complete set of sizers is housed in a tray, model SET1173, which can be
resterilized and reused.

Figure 2: Model 1173B Barrel Sizer (left) and 1173R Replica Sizer
(right)

1.3 Valve Holder System and Handle

A holder is attached to the valve by means of a blue polymer thread to
facilitate handling and suturing the valve during implantation.

The holder/handle assembly consists of two components; the holder
system (Figure 3 and Figure 4) that is mounted to the model 11400M
MITRIS RESILIA mitral valve, and a handle (model 1140M) that is attached
to the holder system at the time of surgery. The holder is detached by the
surgeon. (Refer to Section 11.4 Device Implantation).

Figure 3: MITRIS Holder System

1. Dial
2. Adapter
3. Holder

Only the following handle (Table 2) may be used with the model 11400M
MITRIS RESILIA mitral valve:

Figure 4: MITRIS RESILIA Valve attached to Holder and Handle

Table 2: Accessory Handles

- Overall Length
Model Shaft.Mate Reusable
rial in cm
1140M Nitinol 1.3 28.6 Yes

The model 1140M handle has a malleable nitinol shaft. The handle is
supplied by Edwards non-sterile and must be sterilized prior to use. After
sterilization, the nitinol shaft returns to its original straight shape.

Figure 5: Model 1140M Accessory Handle

2.0 Intended Use and Indications for Use

The MITRIS RESILIA mitral valve, model 11400M, is intended for use as a
heart valve replacement.

The MITRIS RESILIA mitral valve, model 11400M, is indicated for the
replacement of native or prosthetic mitral heart valves.
3.0 Contraindications

There are no known contraindications with the use of the MITRIS RESILIA
mitral valve, model 11400M.
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4.0 Warnings

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

DO NOT FREEZE OR EXPOSE THE VALVE TO EXTREME HEAT. Exposure
of the valve to extreme temperatures will render the device unfit for
use. (Refer to Section 10.2 Storage, for recommended storage
conditions).

DO NOT USE the valve if:

« The foil pouch, sealed trays or lids are opened, damaged, or
stained

- The expiration date has elapsed, or

- Itis 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. Irreparable
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.

DO NOT PASS CATHETERS, transvenous pacing leads, or any surgical
instrument across the valve with the exception of a surgical mirror
used to examine struts and suture placement. Other surgical devices
may cause leaflet tissue damage.

As with any implanted medical device, there is a potential for the
patient to develop an immunological response. Some components
of the model 11400M are a metal alloy that contains nitinol (an alloy
of nickel and titanium), cobalt, chromium, nickel, molybdenum,
manganese, carbon, beryllium and iron. Care should be exercised in
patients with hypersensitivities to these materials. This device was
not made with natural rubber latex but may have been produced in
a latex-containing environment. Prior to implantation, patients
should be counseled on the materials contained in the device, as
well as potential for allergy/hypersensitivity to these materials.
Safety of the MITRIS valve has not been tested in patients with
Nickel allergy.

5.0 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 MITRIS RESILIA mitral valve, model 11400M, is similar in design to the
Carpentier-Edwards PERIMOUNT Magna Mitral Ease pericardial
bioprosthesis, model 7300TFX.

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 at implant, 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/immunological response

- Angina

« Annulus (damage, dissection, tear)

- Arterial dissection

Asystole and/or cardiac arrest
- Bleeding

+ Peri- or post-procedural
» Anticoagulant related
« Pericardial tamponade
+ Hematoma
+ Hemorrhage
+ Cerebrovascular
- Blood - Coagulopathy
+ Blood - Hemolysis/Hemolytic Anemia
« Blood - Anemia
- Blood Pressure alteration (hypotension, hypertension)
« Cardiac - Arrhythmias/Conduction Disturbances
- Cardiogenic shock
« Coronary artery (circumflex) injury
« Deep vein thrombosis (DVT)
- Disseminated intravascular coagulation (DIC)
« Embolism
« Esophageal tear/rupture
« Endocarditis
- Hypoxemia
« Infection - local, wound or systemic
« Myocardial infarction
«+ Multi-system organ failure (MOF)
« Neurologic Events

« Stroke (CVA)
- Transient Ischemic Attack (TIA)
« Pericardial effusion
« Pleural effusion
« Pulmonary edema
« Pneumonia
« Prosthetic Insufficiency -Regurgitation/Stenosis
+ Reduced exercise tolerance
+ Renal failure, 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
« Patient Prosthesis Mismatch (PPM) (due to inappropriate sizing)
- Distortion at implant
« Valve - Structural dysfunction/deterioration
« Valve - Thrombosis
Calcific and non-calcific (fibrotic) degeneration of bioprosthetic valves is

reported with use of chemoradiotherapy to treat malignant conditions
[Ref 2 and 3].

It is possible that these complications may lead to:

« Reoperation
« Explantation
« Permanent disability



« Death

6.0 Clinical Studies

The clinical safety and effectiveness of the MITRIS RESILIA mitral valve,
model 11400M was established based on the outcome data of the
COMMENCE trial, which assessed the safety and effectiveness of the
model 11000A (aortic) and model 11000M (mitral) valves.

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.

The trial population in the mitral arm consisted of adult subjects (18
years or older) diagnosed with mitral valve disease requiring a planned
replacement of the native or prosthetic mitral 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 is January 2013 through
August 2017. At the time of the database lock, 777 subjects were
enrolled at thirty-four (34) investigational sites in the US and Europe. Of
the enrolled population, 99.2% (771/777) of the subjects were
successfully implanted with a trial valve. This includes 689 subjects
treated with the model 11000A (aortic) at twenty-seven (27) sites and
eighty-two (82) subjects treated with the model 11000M (mitral) at
seventeen (17) sites.

Table 3 provides trial demographics, NYHA Classification and Risk Scores;
Table 4 lists the combined observed adverse event rates during study;

Table 5 lists the observed adverse event rates during study for the mitral
cohort only; Table 6 gives the linearized late rates compared to the
objective performance criteria (OPC); Table 7 lists linearized late rates for
valve-related events compared to the OPC; Table 8 provides NYHA
Classification data at baseline and 1-year follow-up; and Table 9 lists
hemodynamic parameters at 1-year.

In the clinical study, the analysis of effectiveness is based on NYHA
functional classification and echocardiography data at one (1) year.
Improvement in NYHA classification from baseline to the one-year visit
was observed based on subjects with available data at both time
intervals. Based on Echocardiographic Core Lab assessments of
echocardiography data, 88.9% (64/72) of model 11000M patients have
no detectable or trivial mitral regurgitation at one year. Based on core lab
assessments of echocardiography data, mean effective orifice areas (EOA)
and mean gradients are consistent with current literature regarding other
stented aortic bioprostheses and indicate acceptable hemodynamic
performance of the Edwards pericardial mitral bioprosthesis, model
11000M.

The results from the COMMENCE clinical trial demonstrate a 0.1%
observed rate of structural valve deterioration (SVD), with a 95% upper
confidence interval of 0.7%, which is statistically less than 1% after 1-year
of follow-up. All objective performance criteria (OPC)-defined adverse
events are lower than the established standard of twice the FDA's
Objective Performance Criteria for a bioprosthetic valve, with the
exception of all bleeding and major bleeding. In the COMMENCE
combined aortic and mitral cohorts, the upper 95% confidence limit for
the linearized rate for all bleeding was 3.3% and major bleeding was
1.8%. For the mitral cohort alone, the upper 95% confidence limit for the
linearized rate for all bleeding was 10.1% and for major bleeding was
6.6% which exceeds the FDA criterion of twice the OPC (all bleeding:
2.8% and major bleeding: 1.8%). However, detailed analysis of the major
bleeding events showed no clear indication that the major bleeding
events were directly related to model 11000A or model 11000M valves.
The CEC adjudicated valve-related events are provided in Table 6.

Table 3: Demographics Combined Aortic and Mitral Cohorts

COMMENCE Trial Study

Mitral Cohort Only

Age at Implant N: Mean x SD (Min - Max) N: Mean x SD (Min - Max)
Age (years) 771:67.2 +11.4(20.0, 90.0) 82:68.9 + 9.4 (47.0, 86.0)
Sex % (n/N) % (n/N)

Female 31.4% (242/771) 58.5% (48/82)

Male 68.6% (529/771) 41.5% (34/82)
NYHA Classification % (n/N) % (n/N)

Class | 21.9% (169/771) 6.1% (5/82)

Class I 48.4% (373/771) 35.4% (29/82)

Class lll/IV 29.7% (229/771) 58.5% (48/82)

Class Il 26.2% (202/771) 41.5% (34/82)

Class IV 3.5% (27/771) 17.1% (14/82)

Risk Scores N: Mean * SD (Min - Max) N: Mean * SD (Min - Max)

STS risk of mortality (%)’

578:2.2+2.3(0.3,23.3)

40:4.8 +4.7 (0.6, 23.3)

EuroSCORE Il (%)

771:3.1£4.0(0.5, 36.0)

82:8.0+7.5(0.7,36.0)

N is the number of subjects with available data for the given parameter.
1STS scores only calculated for aortic arm subjects undergoing isolated AVR or AVR+CABG, and mitral arm subjects undergoing MVR or MVR+CABG.

Table 4: Observed Adverse Events - Combined Aortic and Mitral Cohort

Early' Late?
(N=771) (LPY3 =1671.84) Freedom-from Event at 1 Year
Adverse Event or Outcome n, m (%) n, m, (%/pt-yr) (POD 390) (SE)*
All mortality 9,9, (1.2%) 63,63, (2.3%) 0.972 (0.006)
Valve-related mortality 4,4,(0.5%) 12,12, (0.4%) 0.989 (0.004)
Reoperation 1,1, (0.1%) 10, 10, (0.4%) 0.996 (0.002)




Early' Late?
(N=771) (LPY3 =1671.84) Freedom-from Event at 1 Year

Adverse Event or Outcome n, m (%) n, m, (%/pt-yr) (POD 390) (SE)?

Explant 0,0, (0.0%) 8,8, (0.3%) 0.997 (0.002)
Thromboembolism 18,19, (2.3%) 41, 46, (1.7%) 0.962 (0.007)
Valve thrombosis 0,0, (0.0%) 1,1, (0.0%) 1.000 (0.000)
All bleeding 7,7,(0.9%) 65,74, (2.8%) 0.946 (0.008)

Major bleed 6, 6, (0.8%) 34,37,(1.4%) 0.972 (0.006)
All Paravalvular Leak 2,2,(0.3%) 3,3, (0.1%) 0.996 (0.002)

Major PVL 1,1,(0.1%) 2,2,(0.1%) 0.997 (0.002)
Endocarditis 0,0, (0.0%) 12,13, (0.5%) 0.995 (0.003)
Hemolysis 0,0, (0.0%) 1,1, (0.0%) 1.000 (0.000)
Structural Valve Deterioration 0,0, (0.0%) 1,1,(0.1%) 0.999 (0.001)

' 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 frst occurrence (early or late). Standard Error (SE) based on Greenwood's formula.

Table 5: Observed Adverse Events - Mitral Cohort Only

Late?
Early’ (LPY3 = 114.65) Freedom-from Event at 1

Adverse Event or Outcome (N=82) n, m (%) n, m, (%/pt-yr) Year(SE)*
All-cause mortality 1,1(1.2) 9,9 (4.3%) 0.938 (0.027)

Valve-related mortality 1,1(1.2) 1,1(0.5%) 0.988 (0.012)
Reoperation 0,0 (0.0) 3,3(1.4%) 0.986 (0.013)
Explant 0,0(0.0) 2,2 (1.0%) 0.986 (0.013)
Thromboembolism 2,3(24) 4,4 (1.9%) 0.963 (0.021)
Valve thrombosis 0,0(0.0) 1,1 (0.5%) 1.000 (0.000)
All bleeding 1,1(1.2) 13,14 (6.7%) 0.912 (0.032)

Major bleeding 1,1(1.2) 8,8 (3.8%) 0.937(0.027)
All paravalvular leak 0,0(0.0) 0,0 (0.0%) 1.000 (0.000)

Major paravalvular leak 0,0(0.0) 0,0(0.0%) 1.000 (0.000)
Endocarditis 0, 0(0.0) 1,1 (0.5%) 1.000 (0.000)
Hemolysis 0,0(0.0) 0,0 (0.0%) 1.000 (0.000)
Structural Valve Deterioration 0,0(0.0) 1,1(0.5%) 0.987 (0.013)

' 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 frst occurrence (early or late). Standard Error (SE) based on Greenwood's formula.

Table 6: Linearized late rates compared to the OPC - Combined Aortic and Mitral Cohort

Late' (LPY2=1671.84)
Adverse Event or Outcome n, m, (%/pt-yr) 95% UCL3 2X OPC*

Thromboembolism 41,46, (1.7%) 2.2% 5.0




Late! (LPY?=1671.84)
Adverse Event or Outcome n, m, (%/pt-yr) 95% UCL3 2X OPC*4
Valve thrombosis 1,1,(0.0%) 0.1% 0.4
All bleeding 65,74, (2.8%) 3.3% 2.8
Major bleeding 34,37, (1.4%) 1.8% 1.8
All paravalvular leak 3,3,(0.1%) 0.3% 24
Major paravalvular leak 2,2,(0.1%) 0.2% 1.2
Endocarditis 12,13, (0.5%) 0.7% 24

T 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.

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

3 UCL is the one-sided 95% Upper Confdence Limit for the linearized rate.

4 FDA Objective Performance Criteria for tissue valves as described in Table R.1 of EN ISO 5840:2009, Annex R.1.

Table 7: Linearized late rates for valve-related events compared to the OPC - Combined Aortic and Mitral Cohort

Late Events
Late pt-yrs =1671.84

OPC Event n, m (%/pt-yr) Upper 95% CI 2X OPC
Thromboembolism 3,3(0.1) 0.3 5.0
Bleeding 0,0 (0.0) 0.1 2.8

Major Bleeding 0,0 (0.0) 0.1 1.8
Paravalvular Leak 3,3(0.1) 0.3 24

Major Paravalvular Leak 2,2(0.1) 0.2 1.2
Endocarditis 12,13(0.5) 0.7 24
Valve Thrombosis 1,1(0.0) 0.1 0.4
OPC Event 18,20(0.7) 1.1 -

'n'is the number of subjects with the event.

'm' is the number of events.

Major PV leaks are any PV Leak events resulting in surgical intervention or classified as an SAE.

Minor PV leaks are +3 or +4 on an echo core lab for a subject without a major PV leak. The first echo reading of +3/+4 is considered the onset of the minor PV

leak. A +2 PV leak on a core lab echo is also considered a minor leak if associated with a hemolysis AE.

Table 8: NYHA Classification at Baseline and 1-Year

Cohort NYHA Class Basel(i:7 m{)HA % 1-Yea;:; I;lL';I)AZ %*

Combined Aortic and Mitral Class | 21.8% (155/712) 82.7% (589/712)
Class Il 49.2% (350/712) 15.7% (112/712)
Class Il 26.1% (186 /712) 1.3%(9/712)
Class IV 2.9% (21/712) 0.3%(2/712)

Mitral Only Class | 5.5% (4/73) 90.4% (66 / 73)
Class I 38.4% (28/73) 9.6% (7/73)
Class Il 43.8% (32/73) 0.0% (0/73)
Class IV 12.3%(9/73) 0.0% (0/73)

" N is the number of subjects who have both preoperative and 1-year NYHA data.

2 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 (Class I = 1, Class Il = 2, Class lll = 3, Class IV = 4). Values of 0 were replaced with 0.5 to avoid sparseness of data.

Table 9: Hemodynamic Parameters at 1-Year - Mitral Cohort Only

PETETTCRT 25 mm 27 mm 29 mm 31 mm 33 mm
Mean £ SD (N') Mean £ SD (N') Mean £ SD (N') Mean £ SD (N") Mean £ SD (N')

Mean Gradient (mmHg) |5.3+1.4(5) 4.1+£1.4(26) 4.1+£1.5(20) 3.8+1.9(13) 33+1.4(6)

EOA (cm?) 1.2+0.3(5) 1.2+0.3(24) 1.5+ 0.6 (20) 1.5+0.5(13) 1.5+0.7 (6)




25 mm 27 mm

Parameter Mean = SD (N7) Mean +SD (N")

29 mm 31T mm 33 mm
Mean + SD (N")

Mean £ SD (N") Mean + SD (N")

N represents the number of subjects with evaluable data for the specified valve size.

7.0 Post-Operation Management

MITRIS RESILIA mitral 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 and as per guidelines [Ref 1]. Long-term anticoagulation
and/or antiplatelet therapy should be considered for patients with risk
factors for thromboembolism.

8.0 Patient 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. A bioprosthesis is
recommended for MVR in patients of any age for whom anticoagulant
therapy is contraindicated, cannot be managed appropriately, or is not
desired. Patient preference is a reasonable consideration in the selection
of mitral valve operation and valve prosthesis. A mechanical prosthesis is
reasonable for MVR in patients under 50 years of age who do not have a
contraindication to anticoagulation. For patients between 50 and 70
years of age, it is reasonable to individualize the choice of either a
mechanical or bioprosthetic valve prosthesis on the basis of individual
patient factors and preferences, after full discussion of the tradeoffs
involved. A bioprosthesis is reasonable for patients who elect to receive
this valve for lifestyle considerations after detailed discussions of the risks
of anticoagulation versus the likelihood that a second MVR may be
necessary [Ref 1 and 2].

8.1 Specific Patient Populations

The safety and effectiveness of the model 11400M valve has not been
established for the following specific 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.

9.0 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 Implant Data Card/Patient Identification Card at all times and to
inform their healthcare providers that they have an implant when
seeking care.

10.0 How Supplied

10.1 Packaging

The MITRIS RESILIA mitral valve, model 11400M, is provided sterile and
nonpyrogenic, in a double barrier tray package. The valve is sterilized by
ethylene oxide. 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.

10.2 Storage

The MITRIS RESILIA mitral valve, model 11400M, should be stored at 10 °C
to 25 °C (50-77 °F), in the foil pouch and shelf carton.

11.0 Directions for Use

11.1 Physician Training

The techniques for implanting this valve are similar to those used for any
stented mitral surgical valve. No specific training or special facilities
beyond that required for cardiac surgical procedures are required to
implant the model 11400M.

The primary intended users are cardiac surgeons who perform these
valve replacements and the staff (operating room nurses and
technicians) responsible for preparation and implant of aortic and mitral
valves.

11.2 Sizing

WARNING: Valve holders and fragments of handles and sizers are
not radiopaque and cannot be located by means of an external
imaging device.

CAUTION: Do not use other manufacturers' valve sizers, or sizers not
listed above, to size the MITRIS RESILIA mitral valve.

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

Sizer model 1173B is used for sizing of the annulus while sizer model
1173Ris used to assess the fit of the MITRIS RESILIA mitral valve within
the annulus. The barrel of the sizer model 1173B indicates the external
stent diameter at the base. The lip of the replica sizer model 1173R
replicates the sewing ring of the valve.

Sizing with barrel sizer model 1173B:

To size with barrel sizer model 1173B, pass the barrel portion of the sizer
through the mitral annulus. Ensure the barrel portion is directly in plane
of the mitral annulus (Figure 6).

Figure 6

Assessing the fit with replica sizer model 1173R:

To assess the fit of the valve, pass the barrel portion of the replica sizer
model 1173R through the mitral annulus so that the tip of the sizer,
which simulates the sewing ring portion of the bioprosthesis, rests on the
superior aspect of the annulus (Figure 7).



Figure 7

Some techniques such as use of pledgets, leaflet reefing, or mitral
subvalvular apparatus preservation may further reduce the size of the
mitral annulus which can result in the need for a smaller bioprosthesis to
be implanted. When using these techniques, it is recommended to re-
size the annulus to avoid oversizing of the bioprosthesis.

Sizers model 1173B and 1173R are made of a transparent material to
allow visualization of the subvalvular apparatus during sizing. Ensure no
chord will be in the way of the struts.

CAUTION: Exercise special care when using sub-valvular apparatus
preservation techniques to avoid chordae entrapment by a strut.

WARNING: Avoid oversizing the bioprosthesis. Oversizing may cause
bioprosthesis damage or localized mechanical stresses, which may
in turn injure the heart or result in leaflet tissue failure, stent
distortion and regurgitation.

11.3 Handling and Preparation Instructions

WARNING: Check expiration date on packaging before use. Do not
use product if expiration date has passed.

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

CAUTION: Do not open the MITRIS RESILIA mitral valve, model
11400M package until implantation is certain.

The model 11400M, 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 1 - 2 minutes is recommended.

CAUTION: Avoid contact of the leaflet tissue with towels, linens, or
other sources of particulate matter that may be transferred to the
leaflet tissue.

Step Procedure
1 Verify the TagAlert:
Verify that the TagAlert, visible through the shelf
carton, indicates the valve is okay to use. Use the
valve only if the TagAlert reads “OK” as shown in
Figure 8.
Figure 8
2 Examine the Shelf Carton Box:
Examine the package for evidence of damage and
broken or missing seals (Figure 9).
Figure 9
3 Open Carton Box and Remove Foil Pouch:

Once the appropriate size valve is chosen, open the
carton and remove the foil pouch from the carton in
the non-sterile field (Figure 10).

Figure 10

Examine the foil pouch for evidence of damage and
broken or missing seals.

Note: Review both sides of the foil pouch
including the yellow label describing aseptic
transfer steps for the valve (Figure 11).




Step

Procedure

Figure 11

Step

Procedure

Open Foil Pouch and Remove Outer Tray:

Open the foil pouch and remove the outer tray in
non-sterile field. Examine the outer tray for evidence
of damage and broken seals (Figure 12).

Figure 12

Figure 14

Silver Label Verification:

Verify that the serial number on the silver label
matches with the shelf carton and Implant Data Card
(Figure 15).

Figure 15

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

Open the Outer Tray:
Near the sterile field, hold the base of the outer tray
and peel the lid from the outer tray (Figure 13).

Figure 13

Aseptic Transfer:

The inner tray and contents are sterile. Transfer the
inner tray to the sterile field (Figure 14). The contents
of the inner tray must be handled using a sterile
surgical technique to prevent contamination.

Open the Inner Tray:

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 (Figure 16).

Figure 16

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 be taken while peeling back the
lid.

CAUTION: The valve does not require soaking. 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 1 - 2 minutes is
recommended.




Step Procedure
9 Remove valve from the inner tray (Figure 17).
Figure 17
CAUTION: Do not try to insert the handle into the
Dial (Figure 18).
Figure 18
10 Fold the Commissure Posts:

While holding the retainer, turn the dial clockwise
(Figure 19) to fold the stent posts (Figure 20). The dial
should be turned until the triangle on the dial is at
the landing zone on the retainer and a hard stop is
felt.

Note: It is normal to hear a clicking noise and feel
some resistance when turning the dial.

Figure 19
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Figure 20
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Remove the Dial:
Remove the dial by pulling straight up on the dial
(Figure 21).

The dial will only be able to be removed when the
triangle on the dial is within the landing zone on the
retainer.

Figure 21
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Attach the Handle:

Attach the model 1140M handle. To attach, align the
handle with the adapter on the valve holder and turn
clockwise until resistance is felt (Figure 22).

Figure 22

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

CAUTION: Use only Edwards model 1140M
handle.

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

Hold the base of the model 1140M handle and pull
the retainer away by grasping the ridge on the
narrow edge of the retainer (Figure 23).

Figure 23
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11.4 Device Implantation
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1

The surgeon should be familiar with the
recommendations for proper sizing and placement in
the supra-annular position (Refer to Section 11.2
Sizing).

Because of the complexity and variation of mitral
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:

a) Surgically remove the diseased or damaged
valve leaflets and all associated structures
deemed necessary. Alternatively, techniques of
chordal preservation can be performed.

CAUTION: Exercise special care when using
sub-valvular apparatus preservation
techniques to avoid chordae entrapment by a
strut.

b) Surgically remove any calcium from the annulus
to ensure proper seating of the sewing ring of
the valve.

¢) Measure the annulus using only the mitral sizers,
model 1173B and 1173R (See Figure 2).

d) Place sutures through the sewing cuff. Ensure
proper seating of the MITRIS RESILIA mitral valve.

e) Tie sutures with the holder in place to minimize
the potential for suture looping or chordal
entrapment.

f) Examine the bioprosthetic leaflets for distortion
after removal of the holder.

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 be taken into consideration to minimize the
possibility of obtaining a suboptimal
hemodynamic result. The size selection of a valve,
however, must ultimately be made by the
physician on an individual basis after carefully
weighing all of the risks and benefits to the
patient.

CAUTION: Adequate removal of calcium deposits
from the patient's annulus must be performed
before implantation to avoid damage to the
delicate bioprosthesis leaflet tissue as a result of
contact with calcium deposits. Insert the sizer into
the mitral annulus. The barrel of the sizer should
always fit comfortably in the annulus (See Sizing).

CAUTION: Use only sizers model 1173B or 1173R
during the selection of the valve size; other sizers
may result in improper valve selection (Refer to
Section 1.2 Sizers and Tray). Like other mitral
bioprostheses, the MITRIS RESILIA mitral valve,
model 11400M is usually implanted using
pledgeted mattress sutures. It is recommended to
size the annulus after the sutures have been
placed, as sutures may decrease the size of the
bioprosthesis that can be implanted.

Proper orientation of the MITRIS RESILIA mitral
valve:

The wireform frame of the MITRIS RESILIA mitral
valve, model 11400M is symmetrical, and the three
(3) commissure stent posts are equally spaced. The
black commissure markers on the sewing ring are
intended to aid in proper orientation as the sewing
ring is designed for a specific orientation of the valve.
The scalloped part of the sewing ring, between the
two protrusions, should be placed across the inter-
commissural anterior portion of the annulus and
straddle the left ventricular outflow tract.

Prior to suturing the MITRIS RESILIA mitral valve,
orient the valve such that the black "A" marking
aligns with the anterior portion of the mitral annulus,
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the single commissure marker approximates the
posteromedial commissure, and the double
commissure marker approximates the anterolateral
commissure. Using these orientation aids, the third
post should naturally fall in place in or around the
middle of the posterior leaflet.

Figure 24

Note: The intercommissural distance varies from
patient to patient and the black commissure
markers indicate approximate orientations.

CAUTION: Special care must be exercised to avoid
placing commissure posts in front of the left
ventricular outflow tract, as it may impair long-
term hemodynamic performance.

Place sutures through the sewing cuff.

Use the handle to facilitate parachuting and
positioning of the valve on the mitral annulus.
Maintain tension on the sutures as the bioprosthesis
is lowered onto the annulus; this minimizes the
potential for the formation of suture loops that might
entrap a leaflet.

Maintain the MITRIS RESILIA mitral valve placement
on the annulus by gently placing forceps or gloved
hands onto the holder. Cut the retaining blue
polymer thread on the anterior side of the adapter
with a scalpel (Figure 25). This enables removal of the
handle and the adapter from the valve as one unit.

Avoid cutting or damaging the stent or leaflet tissue
when cutting the blue polymer thread.

Figure 25
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Remove the handle and handle adapter by pulling
handle away from the holder base (Figure 26).

Figure 26

CAUTION: The remaining part of the holder is
required for implantation and should not be
removed until the sutures are tied.

Tie the suture knots to secure the valve onto the
annulus and cut the sutures above the knots.

CAUTION: Avoid looping or catching a suture
around the commissure stent posts of the MITRIS
RESILIA mitral valve, which would interfere with
proper valvular function. To minimize the
potential for suture looping, it is essential to leave
the deployed holder in place until all knots are
tied.

CAUTION: If the deployed holder attachment
threads are cut before the sutures are tied down,
the holder will no longer minimize the potential
for suture looping around the commissure stent
posts.

CAUTION: When using interrupted sutures, it is
important to cut the sutures close to the knots

and to ensure that exposed suture tails will not
come into contact with the leaflet tissue.

CAUTION: Avoid placement of annular sutures
deep into the adjacent tissue to avoid
arrhythmias and conduction abnormalities or
avoid damage to the conduction system.
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8 Cut the retaining blue polymer thread on the holder
base at the single cut point at the anterior side of the
base. This unfolds the commissure stent posts (Figure
27).

Figure 27

CAUTION: The single cut point contains three (3)
blue polymer threads. Ensure all three (3) blue
polymer threads are cut to allow the holder to be
removed from the valve. Do not cut blue polymer
threads at any other location.

9 Use forceps to grasp the blue component of the
holder to remove the holder and retaining blue
polymer thread from the valve (Figure 28).

Figure 28

After removing the holder, examine the leaflets for
distortion and/or suture looped around a strut. It is
recommended to place a surgical mirror through the
leaflets after the holder removal in order to examine
each strut and proper suture placement.

Figure 29 shows the MITRIS RESILIA valve implanted.

Figure 29

11.5 Accessory Cleaning and Sterilization

The accessories for the MITRIS RESILIA mitral valve, model 11400M, are
reusable and packaged separately. Handle model 1140M and sizer model
1173B and 1173R are supplied nonsterile and must be cleaned,
disinfected, and sterilized in the tray base and lid before each use. Refer
to the Instructions for Use supplied with the reusable accessories for
cleaning and sterilization instructions.

11.6 Return of Valves

Edwards Lifesciences is interested in obtaining recovered clinical
specimens of the MITRIS RESILIA mitral valve, model 11400M, for analysis.
Contact the local representative for return of recovered valves.

« Unopened Package with Sterile Barrier Intact: If the foil pouch or trays
have not been opened, return the valve in its original packaging.
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« Package Opened but Valve is Not Implanted: If the inner tray is opened,
the valve is no longer sterile. If the valve is not implanted, it should be
placed into a suitable histological fixative such as 10% formalin or 2%
glutaraldehyde and returned to the manufacturer. 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 manufacturer. Refrigeration is not necessary under
these circumstances.

11.7 Device Disposal

Used devices may be handled and disposed of in the same manner as
hospital waste and biohazardous materials. There are no special risks
related to the disposal of these devices.

12.0 MRI Safety Information
MR Conditional

Non-clinical testing demonstrated that the model 11400M valve is MR
conditional. A patient with this device can be safely scanned in an MR
system meeting the following conditions:

- Static magnetic field of 1.5T and 3.0T only

« Maximum spatial gradient field of 3000 gauss/cm (30 T/m) or less

+ Maximum MR system-reported, whole-body-averaged specific
absorption rate (SAR) of 2.0 W/kg per 15 minutes of scanning (i.e. per
pulse sequence)

« Normal mode operation of the MR system for both SAR and gradients.

Under the scan conditions above, the model 11400M valve is expected to

produce a maximum temperature rise of 2 °C after 15 minutes of
continuous scanning.

In non-clinical testing, the image artifact caused by the device extends
approximately 20 mm from the model 11400M valve when imaged with
a gradient echo pulse sequence and a 3.0 tesla MRI system. Optimization
of MR imaging parameters is recommended.

13.0 Patient Labeling
13.1 Patient Identification Card

A Patient Identification Card is provided to each patient implanted with
the MITRIS RESILIA mitral valve, model 11400M.

13.2 Patient Information

Patient information materials may be obtained from Edwards or an
Edwards clinical sales specialist.
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This product is manufactured and distributed under at least one or more
of the following U.S. Patents: US-Patent Nos. 7,972,376; 8,007,992;
8,357,387, 8,366,769; 8,632,608; and corresponding foreign patents.



Symbol Legend

ISO Reg. English
No."
2493 Catalogue Number
0434A Caution
N/A MR Conditional
1051 Do not re-use
# N/A Quantity
2607 Use-by date
2497 Date of manufacture
2498 Serial Number
2724 Non-pyrogenic

Note: The labeling of this product may not contain every symbol depicted in this legend.

11SO 7000 Graphical symbols for use on medical equipment - Registered symbols
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ISO Reg. English
No.!
SZ N/A Size
2501 Sterilized using ethylene oxide
2606 Do not use if package is damaged
Caution: Federal (USA) law restricts this device
N/A .
to sale by or on the order of a physician.
1641 Consult instructions for use on the website
3082 Manufacturer
0632 Temperature limit
N/A Use product if indication is shown
N/A Do not use product if indication is shown
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