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Carpentier-Edwards PERIMOUNT Magna Mitral Ease Bioprothesis

(P1036 51

* Van tim 2 I sinh hoc Magna Mitral Ease Pericardial Model 7300TFX
Chi str dung mét lin duy nhit
Chi béan theo chi dinh cua béac si

1. M0 ta thiét bj
= Téntrang thiét bj y té: Van tim 2 I4 sinh hoc
= Ching logi: Carpentier - Edwards® PERIMOUNT® Magna Mitral Ease™ Pericardial Bioprosthesis

[mitral]
- Ma san pham: 7300TFX (7300TFX25, 7300TFX27, 7300TFX29, 7300TEX31, 7300TFX33) /
= Quy cdch dong goi: 25, 27, 29, 31 and 33 mm

Van tim nhén tao lam tir ngoai tim mac bo PERTMOUNT Magna Mitral Ease duoc cdu tao dya trén khung
ddy va la van nhu cdc ma PERIMOUNT trude (6900, 6900P, 6900TFX va 7000T FX)(tham khdo 1). Van
cé céc kich thuée va duomg kinh vong khau van nhu trong hinh 1 (huéng dan str dung). Van gbm 1 vong
khéu van dugc thiét ké dic biét cho vi tri van hai l4 va 1 van 2 14 nhan tao diu tién dugc thiét ké tir 3 14
van riéng biét gin trén 1 khung hop kim.

Ngoai tim mac bo dugc chon dé san xuét 14 van nher vao tinh chit cia nd, dac biét 1a giau collagen (tham
khéo 2) va chju duge Iyc bé cong t6t (tham khdo 3). M6 ngoai tdm mac bd duoc lién két chéo théng qua 1
quy trinh ¢b dinh ms, trong dé mé sé& dwoc dit vao 1 bdn dung dich dém glutaraldehyde khéng dp luc. Van
sau d6 dugc xir ly qua quy trinh ThermaFix, lién quan dén phuong phap xir Iy mé bang nhiét trong
glutaraldehyde va str dung ethanol véi Polysorbate — 80 (chét hoat tinh). Gluteraldehyde duroc bidt dén vé
vi€c gidm tinh antigen cta mé ngoai lai va gitip 6n dinh mo (tham khdo 4&5). Gluteraldehyde riéng biét
van chua thé hi¢n dwoc hiéu qua trong viée giam ti 1& canxi héa & van,

Bg day ciia mé duge do cho méi van véi kich thude khic nhau va céc 14 van duge it cin thin tr nhimg vi
tri chon lgc trong nguyén mang ngoai tim mac bo. 3 14 van sé giéng nhau vé do day va tinh dan hdi. L4 van
dugc gin vao dudi khung dé giam 4p luc 1én phan mép.

Vit ligu lam khung déy: hop kim Coban-chromium chong &n mon, chéng bién dang. Khung nay tuong
thich-véi 16 van ciing nhur mép van. Khung dugc phu béi | I6p vai dét polyester va soi



polytetrafluoroethylene. Khung van nhan tao sinh hoc Magna Mitral Ease ¢4 ciu tric déi ximg va hd tro 3
mép van (chéan van) cich déu nhau.

I vong Elgiloy/polyester mong tai phdn nén ciia khung day gitp hé tro cdu tric khung néi chung va cho
phép xac dinh dudi hinh anh phéng xa. Thém vao dé dé duy tri hinh dang 18 van trong phiu thuat, dai bang
h6 tro mét diém gin vao vong khau.

Dinh véi khung 13 vong khiu van bing cao su silicon mém dugc phu boi 16p PTFE bén ngoai dé tao diéu
kign cho sur phét trién ciia m6 trén b& mat. Vong khau van ctia Magna Mitral Ease 2 14 dugc thiét ké dic
biét dé vién quanh phén phia tru6e va mé phong hinh dang yén ngua tu nhién ciia van. Chi lua den dugc
khau & phén truéce ctia van dé xéc dinh vi trf cia van va trénh dé khung lam tic nghén dudng ra thit trai.
C6 thém 1 dudng chi Iya den quanh vong khau van. Khau chi ngoai dudng chi lua s& gidp giam bét lye khi
khau. Céu tric ndy duge thidt ké rdng theo phan sau cia van, didm canxi hoa hodic céu tric bit thudng ciia
van hai la thudng xuyén xay ra (Tham khao 6). Piéu nay dén dén mgt vong khau phi hop véi cu tric van,
dé thyc hién viée tiép xac két giita vong khau va khung m@ hai Ia. Chiéu rong ciia vong may cho phép che
pht mot vong hai I khong déu hojic bj véi hoa.

H¢ théng tay cAm Tricentrix duge thidt ké dé giam thiéu kha néng bj ket gitra chi khau va day ching, gitp
dé dua vao va dé& nhin 14 van hon. Dung cu tay cdm bao gdm 3 thanh phén chinh: mot tay cim xam, mot
¢t gilt mau tréng va mét bé chuyén ddi mau xanh lam dé khéa an toan cho van nhén tao sinh hoc véi chi
xanh. Van tim nhan tao sinh hoc va dung cu gitr kém theo dugce treo bﬁng kep va éng boc bén trong lo kin
¢ chira dung dich déng géi glutaraldehyde. Van tim nhén tao sinh hoc dugc vé tring cubi cing trong
glutaraldehyde.

2. Chi dinh khi s dung
Van nhén tao Magna Mitral Ease 7300TFX dugc chi dinh cho bénh nhan can dugc thay van 2 14 nhén tao.
3. Chbng chi dinh

Khong str dung néu bac si phdu thudt tin ring didu dé sé trai véi loi ich tét nhit cda bénh nhan. Quyét dinh
thye té cho viée sir dung hodc khong st dung van tim nhin tao sinh hoc ndy phai thuge vé bac s7 phiu thudt,
ngudi ma cé thé dénh gid tAt ca cac rui ro khic nhau, bao gbm ca giai phdu va bénh ly da quan sat dugc tai
thoi diém phiu thuat,

4. Canh bio

CHI SU DUNG MOT LAN DUY NHAT. Thiét bj dugc thiét ké, chi dinh cho 1 in sir dung. Khéng tiét
triing va sir dung lai thiét bi. Chua c6 di¥ liéu nao lién quan dén viée tiét tring, khong gdy sét va chirc
nang ciia thiét bj sau khi duge sir dung lai. Van hoic dé dung tiép xlic tia xa, hoi nude, ethylene oxide,
hodc cdi chét tiét tring khéc s& lam cho van nhén tao khong con thich hop dé sir dung.

KHONG PONG LANH VA TIEP XUC VAN NHAN TAO VO DO NONG LON. Van nhin tzo tiép xic
véi d§ néng I6n sé lam cho van nhan tao khéng con thich hop dé st dung. Vui léng tham khao phén Bao
bi (10.2) dé duoc huéng din thém.

KHONG SU DUNG van nhén tao sinh hoc néu qua han,

KHONG SU DUNG sén phdm néu d3 dung bi 1617, hur héng, holic dung dich gluaraldehyde khéng phu
hodn toan san phim.




KHONG TIEP XUC sin phim véi bét ki dung dich, héa chét va khéng sinh v.v ngoai trir dung dich dung
va dung dich muéi sinh ly dé tiét tring vi 14 van cé thé sé ¢6 nhiing hur hong khong thé khéc phuc duoc va
khdng nhin thay ré dugc.

KHONG CHO PHEP dé mé van khé. Phai giir Am van mi ltc. Gitr m6 am bing dung dich muéi sinh Iy
& ca 2 mit coa van.

KIONG PUA ONG THONG, chi dién cyc qua tinh mach, hofic cde dung cy phiu thuat ndo qua van trir
kinh phau thujt dé nhin r& khi khau van vi cic dung cu 6 thé lam hong mé van.

KHONG SU DUNG van nhan tao néu né bi r6t xuéng, hu hang, va cdm 16n bing moi cach. Khéng ¢
stra khi van nhan tao bj hu khi dang dua vao.

KHONG CAM MO ciia 14 van béng bét cir dung cu ndo vi ¢6 thé 1am hur ma.

KHONG SU DUNG VAN QUA C0. Ding van qué ¢ ¢6 thé lam hu van, téng ap luc tap trung va co thé
din dén tén thuong trdi tim va lam humé 14 van, bao mon khung va hé van.

Hié¢n chua c6 dir lidu 1am sang vé tinh an toan va hi¢u qua cia van nhan tao sir dung cho bénh nhin dudi
20 tudi; vi viy, cin than trong khi sir dung cho bénh nhan tré tudi. Véi bt cir thit bi cAy ghép nao, déu
¢6 kha nang phan tmg mién dich (xem trong phin mé ta thiét bi).

Quyét dinh vé viéc sir dung van tim nhén tao sinh hoc duoc lya chon béi bac si dua trén tinh trang timg cé
nhan sau khi ddnh gia cin than nhing rdi ro va loi ich ngén, dai han va xem xét vé céc phuong phép chira
tri khac.

Van nhén tao vin chua dugc chimg minh v& d bén l4u dai.Nhiing sy kién bat lgi nghiém trong déi khi
dén t6i viée thay van hofic tir vong cé thé lign quan dén viéc sir dung van nhdn tao (xem phin 6. Phan (mg
bt loi). Nén gidi thich dﬁy di vé riito va lgi ich cho bénh nhan trude khi phau thudt.
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Cha ¥: Van nhén tao nén duoc sur dung can than khi ¢6 triéu chimg cia ting 4p hé thong hoiic tién lugng
song clia b¢nh nhan qué tudi tho ctia van nhan tao (xem phan 7. Nghién ciru 1am sang). Cin phai kiém tra
ste khde dinh ki (it nhat 1 nim) dé chin doan va chiia tri nhimg bién chimg lién quan dén van nhén tao,

déc biét Ia tir sy hur 6n ciia vat ligu van.

Bénh nhan phiu thust thay van tim dang lam thi thudt nha khoa nén duge didu tri bang khéang sinh dy
phong dé giam thidu kha ndng nhiém triing bo phén cay ghép. Nhimg ngudi nhdn van tim nhin tao sinh
hoc nén duoc duy tri dieu tri bing thube chéng déng méu (trir trudng hop chéng chi dinh) trong giai doan
dau sau phau thut, khodng 2 dén 3 thang. Sau d6 thude chéng dong nén duge ngimg trong khoang thoi
gian 10 ngdy, ngoai trir nhitng bénh nhan durge chi dinh udng thuée chéng ddng v thoi han, tc 13, trong
trudng hop khong 6 nhip xoang va & nhiing bénh nhan bi gidn nhf tri, voi héa véch lién nhi hodc tién sir
bénh huyét khéi nhf trude. Tuy nhién, liéu phap chdng déng mau thich hop phii duoc xde dinh bai béc st
trén o s& ¢4 nhan (Tham khao 7).

Rira sach ddy du bing nuée mudi sinh 1y 13 bit bugc trude khi cdy dé giam ndng do glutaraldehyde (xem
I'1.4 Huéng dan Xir Iy va Chudn bi). Khong dugc thém dung dich, thube, hoa chét, khéng sinh, v.v. nao
khéc vao glutaraldehyde hodic dung dich ria, vi c6 thé din dén tén thuong khong thé khic phuc duoc déi
v6i mo 14 van, c6 thé khéng thdy & khi kiém tra bing mt.

5. Thén trong




Khong tiét tring véi dung cu do mé [173B, 1173R, va tay cAm 1111, 11 17, hodic 1173 trong hép dung.

Chi sir dung khay tiét triing trong SET1173 dé tigt trang dung cu do va tay cim.

Bén ngoai hp khéng duge vé tring va hép khéng duge dit trong khu vire vo {ring.

Dé tranh nhidm khuén chéo, tranh m& hop van trir khi chic chén s& ciy ghép.

Phai stc rira diy du bin g nuée mudi sinh Iy trude khi cdy dé gidm néng do glutaraldehyde.

Tranh tiép xtic md 14 van hogc dung dich rita bing khan, vai v.v vi ¢6 thé gdy 4nh huéng dén mé
14 van.

Khéng dé mé van cham vao ddy hoiic canh bdn rifa,

Glutaraldehyde c6 thé gdy kich tmg da, mét, mii va cé hong. Tranh tiép xtic kéo dai hogic 1ap di lap
lai hogc hit thé phéi dung dich. Chi sir dung khi théng gié day du. Néu tiép xtic véi da Xay ra, rira
ngay ving bj anh hudng bing nuéc: trong trudng hop tiép xiic voi mét, can duge chiam sée y té
ngay lap tirc. Dé biét thém théng tin vé phoi nhiém glutaraldehyde, vui long tham khao Bang dir
ligu an toan thiét b ¢6 sén tir Edwards Lifesciences.

Luén trién khai hé théng tay cAm Tricentrix ddy di dé giam nguy co ket chi,

Theé s sé-ri dugc gin vao vong may (sewing ring) ctia mdi van tim nhén tao sinh hoc bing chi
khau. S6 sé-ri ndy phai dugc kiém tra ddi chiéu v6i s§ sé-ri trén hii va teén thé dir liéu dung cy
céy ghép; néu co bét ky su khéc biét nao duge ghi nhén, khéng duge sir dung van tim nhan fao
sinh hoc d6. Khong dugc 1ay thé ndy ra khéi van tim nhan tao sinh hoc cho dén khi sdp cdy ghép.
Nén thyc hién cin thin dé tranh 1am vong khau van bj cét holic bi rdch trong khi g& bo.

Cén xir Iy nhe nhang tét ca cdc thiét bi cdy ghép. Néu van nhén tgo sinh hoc bj roi, hu héng hodc
xir 1y sai theo bt ky cach nao, khéng duge st dyng né dé ciy ghép cho nguoi.

Dé tranh lam hu mé cia 14 van nhén tao, cAn phai xir Iy, loai bo phan thira b canxi héa trén vong
van.

Chi tién hanh thao tac van tim nhan tao sinh hoc bang céc dung cu ctia Edwards Lifesciences. Chi
nén st dung thude do van tim ctia Edwards tron g qua trinh lya chon kich thudc van tim; cic thude
do kich ¢ van tim khac c6 thé din dén lyra chon sai kich thude van tim nhén tao sinh hoc.

Phai tranh kich thude qua khd vi né 6 thé gdy ra ton thirong van nhén tao sinh hoc hojc cac tic
ddng co hoc cuc bg, tir do ¢6 thé 1am tén thuong tim hofic dén dén suy mé 14 van, bién dang stent
va trdo ngugc (sa van).

Nén chii ¥ cén thin va thue tép trude khi sir dung ky thuét gitr lai gan tim dé trénh lam ket khung
van vao gin tim

Do tinh linh hoat twong déi ciia khung van, cin phai thyre hién thit can than dé ngan chin sy gép
hodc bién dang cuia 2id da (stent).

Phdu thudt vién phai quen thude véi kich ¢ van va phuong phdp dat van kém v6i phuong phép
khéu van can phai sir dung (xem phan 11.5 Cdy ghép thiét bi).

Héu hét van nhan tao ¢6 vong khau duge thiét ké gitip phau thuat vién dinh huéng vi trf. Phin hinh
V0 s cuia vong khdu, gitra céc diém danh ddu chi khiu mau den, phai duoc dit ngang qua phin
trude cla vong van va ndm ngang véi duong ra ciia tim that tréi.

Phéi dic biét cin thin dé trdnh diit chan van trude dudng ra thét tdi (LVOT), vi didu ndy c6 thé
lam suy gidm lau dai hiéu sudt huyét dong,

Nhur véi tat ca ede van tim nhén tao ¢6 16ng md; chan van tir do hodc gia do ddy bugc, can phai cn
than dé tranh 1am méc ket chi vao cdc mép clia van nhan tao, diéu ndy sé& anh hudng dén chic ning



ctia van tim. D& giam thiéu kha niing chi khau quﬁn vdo chan van, can thiét 1a phdi giit nguyén gid
d& da trién khai cho dén khi tét ca cdc niit thét duge thit chit.

Néu doan ndi véi tay cam bj cit trudc khi chi khau budc van vao thi tay cim khéng con tac dung
trong viéc tranh ket chi.

Khi théo nhimg doan chi cta tay cim, cin phai cdt chi & gin doan thit nit va dam bao dubi chi
khong dung vio md van.

Nhiing bién ¢6 bit 1¢i

Bién cd bt lgi quan sat durge

Van tim nhén tao sinh hoc tir mang ngoai tim bo Carpentier-Edwards PERIMOUNT Magna Mitral
Ease 7300TFX sir dung cting mét khung dang déy va phan dinh kém 14 van nhu cdc mdu van tim
nhén tao sinh hoc hai 14 tir mang ngoai tim bo Edwards Lifesciences 6900, 6900P, 6900PTFX va
7000TFX. Ba (3) nghién ctru lam sing da trung tdm, khong ngau nhién, c4c nghién ciru 1am sang
tiém ndng ngoai Hoa Ky dé duge thuc hién véi mau van nhan tao sinh hoc hai 14 tir mang ngoai tim
bo 6900,

Ba trdm mét (301) bénh nhéan dugc thay van hai la (MVR) vé 62 bénh nhén dugc thay 2 van (DVR),
trong dé van déng mach chi dugc thay bang van dong mach chi sinh hoc tir mang ngoai tim bo
Carpentier-Edwards PERIMOUNT. Trong nghién ciru dau tién, khf sinh hoc duoc cdy vao giira
nam 1984 va 1986; trong nghién ctru thir 2, van nhén tao sinh hoe duge céy tir ndm 1989 dén nam
1994; va trong nghién ciu thir ba, van tim sinh hoc dugc céy vao giita nim 1996 va 1997. Bénh
nhén dugce danh gid trude md, trong mé / khi xuét vién, 1 nm va hang niim sau d6. Céc sy kién bét
lgi d& dugc ghi lai trong sudt thoi gian hau phiu. Bang 1 trinh bay cdc ty 1& quan sét duge di véi
céc bién ¢6 som (<30 ngdy ddi v6i cic bién cb bt loi lién quan dén van), ty 18 tuyén tinh déi véi
cée bién ¢b mudn (> 30 ngdy sau phdu thudt), va ty 1& bién ¢ bt lgi tinh todn & 1, 5 va 8 nim sau
phau thudt d6i véi miu van 6900. Ty 1€ tic dung phu dua trén 363 bénh nhén tai chin trung tdm.
Thoi gian theo doi tich liy la 1100 ndm bénh nhan véi thai gian theo di trung binh 12 3,0 ndm (SD
= 2,4 ném, pham vi = 0 dén 8,2 nam). Nhan khau hoc bénh nhan trude phau thuat va phiu thuat
dugc trinh bay trong Bang 3 va 5. Két qua vé hiéu qua dugce trinh bay trong Bang 7 va 9.

Mt (1) nghién cru 14m sang tién ctru quic té da trung tam, khéng ngdu nhién, di duge thye hién
v6i nhitng bénh nhan dugc cdy ghép van tim sinh hoc hai 14 tir mang ngoai tim bo Carpentier-
Edwards PERIMOUNT Plus 6900P. M§t tram bay muoi ldm (175) bénh nhan dugc thay thé van
tim hai 14 (MVR) va 34 bénh nhén duoc thay 2 van tim (DVR), trong d6 van ddng mach chi duoc
thay bing van dong mach chii tir mang ngoai tim bd PERIMOUNT Carpentier-Edwards. Trong
nghién cimi ndy, bénh nhan dugc ciy ghép tir nim 1999 dén nam 2007. Bénh nhan dugc danh gia
truéc mo, trong mé khi xudt vién, 1 ndm va hang ndm sau d6. Céc su kién bét loi di duge ghi lai
trong sudt thoi gian hau phiu. Bang 2 trinh bay nhimg quan sat ty 1& cho céc bién ¢b sém (<30 ngay
déi véi cac bién cd bat lgi lign quan dén van), ty 1€ tuyén tinh hoa cho cdc bién ¢6 mudn (> 30 ngay
sau phéu thudt) va ty 1¢ bién cb bit loi tinh todn & thoi diém 1 va 5 niim sau phiu thuat déi véi van
6900P. Ty 1€ téc dyng phu dya trén hai trdm chin (209) bénh nhén tai bay trung tim, Thoi gian theo
doi tich Ity 1a 873,18 ném bénh nhén vdi thoi gian theo doi trung binh 13 4,2 ndm (SD = 2,3 niim,
pham vi =0 dén 8,2 nam). Nhan khdu hoc bénh nhén trude phéu thuat va phiu thuat duoc trinh bay
trong Bang 4 va 6. Két qua vé hidu qua duoc trinh bay trong Béang 8 va 10.

6.2 Bién cb bit lgi tidm An



Céc bién cb bt loi cé kha ning lién quan dén viée sir dung van tim nhén tao sinh hoc bao gdm:

o Dau thit nguc

e Rbi loan nhip tim

e Viém ndi tdm mac

e Nhiém tring tai chd va / hoic toan thin
e Suy tim

o Tuyét tin

o Thiéu mau huyét tan

o Xuit huyét

o Nhdi méu co tim

e L4 van nhan tao bi méc lai (syr va cham)
o R&i loan chirc nang phi cdu triic ciia van
e  Dich ri van nhin tao

e RO ri xung quanh van sinh hoc

e Hd van nhan tao

e  Suy giam céu tréic van nhan tao

o Huyét khbi trong van

e Dot quy

o Huyét khdi tic mach

C6 thé nhimg bién chimg nay s& din dén:

o  Tai phiu thuit

° thly ra
e Tan tit vinh vién
e Tl vong

Céc tac dung phu khac lién quan dén viéc sir dung van tim sinh hoc hai 14 tir ngoai tim mac bod
Carpentier-Edwards PERIMOUNT 6900 dugce tbng hop tir cdc tai liéu va tir cée bao cdo nhén dugc
thong qua hé théng xir 1y khiéu nai ctia Edwards Lifesciences bao gdm: hep, trdo nguoc do van
khong hoan chinh, thung tam thét do tru dit stent, mét chitc nang van do bién dang khi cdy ghép
va gy khung van.

Nghién ciru lim sang

Céc tiéu chi an toan thu dugc trong cac nghién ctu theo thdi gian 14 cdc tdc dung phy; phén tich
méu duoc sir dung dé x4c nhén sur ving mit hodic hién dién ciia mot s6 tic dung phu. Két qua an
toan cho van tim 6900 dugc cung cp trong Bang 1 va cho van tim 6900P trong Bang 2. Nhan khau
hoc bénh nhén truée phiu thuat cho van tim ma 6900 digc cung cép trong Bang 3 va cho van tim
mé 6900P trong Bang 4. Nhan khéu hoc bénh nhan phéu thuét cho van tim ma 6900 duge cung cép
trong Bang 5 va déi véi mé hinh 6900P trong Bang 6. Céc tiéu chi hiéu qua 14 phén loai chirc ning
ctia Hiép hoi Tim mach New York (NYHA) dugc tom tit trong Bang 7 cho m hinh 6900 va Bang
8 cho mé hinh 6900P va cac dénh gid siéu am tim duoc tom tit trong Bang 9 cho md hinh 6900 va
Bang 10 cho mé hinh 6900P.



Hién tai, khong c6 dir ligu Iam sang nio chimg minh viéc tdng kha ning chdng lai qu trinh canxi
héa cta van tim sinh hoe tir ngoai tim mac bo PERIMOUNT Magna Mitral Ease ctia Carpentier-
Edwards 7300TFX so véi cdc dong san phdm nhén tao sinh hoc ¢6 ban trén thi trudong khic.

Ca nhén héa trong didu trj.

Nhimg b¢nh nhan thay van tim nhén tao sinh hoc nén dugc duy tri diéu tri bing thudc chéng dong
mau, trlr trudng hop chéng chi dinh, trong giai doan diu sau khi cdy ghép, theo quyét dinh ciia bic
sT trén co s c4 nhéan. Diéu trj chéng déng méu va /hoic chéng két tap tidu cAu dai han nén duge
cn nhic cho nhting bénh nhan gidn nhi tri, c6 tidn sir huyét khéi, khong c6 nhip xoang, voi héa
véch lién nhi, hogc ¢6 rung hofic cudng nhi. Quyét dinh str dung van nhan tao sinh hoc cudi cling
phai do béc sT dua ra trén co s& ¢4 nhan sau khi dénh gia cin thén cdc rai ro va loi ich ngén han va
dai han d6i v6i bénh nhan va can nhic cée phuong phép diéu tri thay thé (tham khao 7).

8.1, Quén thé bénh dién hinh

Tinh an toan va hiéu qua cta van tim sinh hoe hai 14 tir ngoai tdm mac bd Carpentier-Edwards
PERIMOUNT Magna Mitral Ease 7300TFX chua duoc thiét 1ap cho céc quén thé cy thé sau vi né
chua duge nghién ciu trong céc quin thé nay:

*  bgnh nhan dang mang thai;

® cac ba me cho con bu;

e  bénh nhan c6 chuyén héa canxi bit thudng (vi dy, suy thin méan tinh,

*  cudng tuyén cin gidp);

*  bénh nhén bj chimg thodi hoa dong mach chii do phinh déng mach chi (vi du: hoai tir trung
gian nang, hgi chirng Marfan);

o (ré em, thanh thiéu nién hogc thanh nién

Tu van théng tin bénh nhan

Nén theo ddi y té cin than va lién tuc (it nhét 14 thim khém béc si hang nam) dé c¢6 thé chin don
va xir tri dang céc bién chimg lién quan dén van, dic biét 1a nhiing bién chimg lién quan dén hu
hong vit ligu. Bénh nhan thay van tim nhan tao sinh hoc ¢é nguy co bi nhiém khuin huyét (vi dy,
dang trai qua céc thu thudt nha khoa) va cin dugc tr vin vé lidu phap khang sinh dy phéng. Bénh
nhan nén duge khuyén khich mang theo The dir liéu ciy ghép cia ho moi lic va thdng bdo cho nha
cung cdp dich vu chiim séc sirc khoe ciia ho ring ho ¢6 cdy ghép nhan tao sinh hoc hai 14 khi tim
kiém dich vu chim séc.

10. Cach thirc cung cip

10.1 C6 siin kich ¢& cic ma san phim

Van tim sinh hoc hai 14 tir ngoai tdm mac bo Carpentier-Edwards PERIMOUNT Magna Mitral Ease
mé 7300TFX c6 séin céc kich ¢ in trén nhan 25, 27,29, 31, v 33mm (Xem hinh | v& cac thong s6).



10.2 Péng gbi

Van tim sinh hoc Magna Mitral Ease dugc dén £ g0i v0 tring va khong gay di tmg, duge bao quan trong
glutaraldehyde, trong mdt cdi lo nhya ¢6 dén kin. M&i van tim sinh hoc duge dymg trong mét thing
carton ciing vé6i nhiét ké hién thj nhigt do qua mét cira s6 trén canh hop. Nhiét ké nhdm xéc dinh sir tiép
xic véi nhiét dé qua cao trong qud trinh vén chuyén. Sau khi nhén dugce van tim sinh hoc, ngay lap tac
kiém tra nhiét ké va tham khao nhan thing carton dé xdc nhén tinh trang “Str dung”. Néu diéu kién “Sir
dung” khéng rd rang, khong st dung van tim nhan tao sinh hoc va lién hé véi nha cung cip dia phuong
hodc dai dién cia Edwards Lifesciences dé sap xép cho phép tra lai va thay thé. Bét ky van tim sinh
hoc nao duoc rd lai cho Edwards Lifesciences phai dugc vin chuyén trong bao bi ban ddu ma né di
dugc nhan.

Ciinh bio: Van tim nhan tao sinh hoc phai dogc kiém tra cn than truce phéu thuat dé lam bing chimg
vé vige tieép xtic véi nhiét d6 qué cao hoic cic hu hao khic.

Do bén chét sinh hoc cta van tim nhan tao sinh hoc nay va tinh nhay cam cta né déi véi tic dong vat
ly va céc diéu kién moi truomg, né khong thé duoc trd lai, ngoai trir Iy do dd néu & trén.

Luu y: Céc san phim dugc phat hién bi déng bing hodc nhiét do qué cao sau 3 nga‘iy ké tir ngay nhin
hang s& dugc coi 13 do diéu kién méi trudng trong tdm kiém sodt cta khéch hang va c6 thé dugc thay
thé véi chi phi ciia khich hang.

10.3 Luu triv

Van sinh hoc Magna Mitral Ease duge bao quan & nhiét d 10°C - 25°C (50°F - 77°F). Nén kiém tra
kho va ludn phién dinh ky dé d4m bao ring c4c van tim nhan tao sinh hoc dugc sir dyng trude ngay hét
han duge déng trén nhin bao bi.

Cinh bio: Khéng déng lanh. Luén bao quan van tim sinh hoc & noi khé rdo, khong bi 6 nhiém. Bét ky
van tim nhn tao sinh hoc nao di bi déng lanh, hodic nghi ngd da dugc dong lanh, khéng dugce ding dé
cdy ghép cho ngudi.

11. Huéng dan sir dung
11.1 Dao tao bdc si

Khéng yéu cau dao tao dic biét cho vi¢c cdy ghép van Magna Mitral Ease hai 14. Phuwrong phép sir
dung van nay ciing tuong tu nhur cy ghép cdc van hai |4 nhén tao ¢é stent khéc.

11.2 Dung cu di kém

Dung cu di kém ¢6 sin dé sir dung véi van tim sinh hoc hai 14 Magna Mitral Ease la:
o H¢ thdng gid dr Tricentrix
® Dung cy do kich ¢& Replica 1173R (Hinh 10)
e Dung cy do kich ¢& Barrel 1173B (Hinh 1 1)
o Khay dyng dung cy tiét tring m& SET1173
e Tay cm linh hoat ma 111 I, 1117, 1173, va 1126 (str dung 1 14n) (Hinh 13)



Tt ca dung cu di kém déu chua tiét tring, ngoai trir hé thong gia d& Tricentrix duge cung cip tiét
tring gén vai van tim nhén tao sinh hoc va tay cam 1126 ciing duge tiét tring cho myc dich ding
1 l4n.

Bo do kich thuéce

Chi b do kich thude ma 1173B hoidic 1173R ¢6 thé duge sir dung cuing véi van tim sinh hgoc Magna
Mitral Ease.

Thén trong: Khong sir dung bd do kich thudc van cua nha san xuit khéc, hoiic bd do kich thude
van ciia cdc by phén gia van Edwards Lifesciences khac dé kich thuéc van tim sinh hoc Magna
Mitral Ease.

Chi str dung dung cu do ma 1173B hodc 1173R dé x4c dinh kich thude van tim sinh hoc Magna
Mitral Ease thich hop. Dung cu do ma 1173B va 1173R cho phép quan sét true tiép kich thuée phi
hop trong vong van va c6 sin tirg kich ¢& van tim sinh hoc Magna Mitral Ease. Vién cua dung cu
do kich ¢c& ma 1173B va 1173R cho biét dudng kinh khung gia d& (stent) bén ngoai & dé (Hinh 1).
Phén nhd ra ctia dung cu do kich ¢ Relica 1173R mé phong vong khéu ctia van tim nhén tao sinh
hoc, voi ph?m trude c6 dang vo s va cic danh ddu mau den, dé x4c dinh két qua cua cac k¥ thudt
khau cy thé hodc ky thuat bao toan hé théng duéi van.

Céc danh ddu mau den trén phin nhé ra mé phéng céc soi chi khiu mau den duoc dénh déu trén
vong khéau ctia van. Ho phén dinh phén trudc ctia vong khau van tim nhan tao sinh hoc, phén nay
s& durge vi tri phin trude cta vong van ciia bénh nhén, dé tranh can ted dudng ra coa thit trai. Chiéu
cao va vi tri cta cdc chan stent duoc dénh ddu trén dung cu do kich ¢& replica 1173R dé gitip danh
gid sy sép xép va vi tri dat van thich hop.

Dung cu do kich thuéc bao gdm tay cam gén sin véi chidu dai tay cdm ting 1én nhim cai thién kha
ning tiép cin trong trudng hop tiép xvic kho khin, phﬁn sdu bén trong lf‘mg ngue hodc ding trong
k¥ thuat xAm I4n t5i thiéu. Phin dinh kém tay cAm phia sau véi dung cu do kich c& han ché viée
quan sét bj can trg théng qua barrel vao tim that dé danh gia cdc cau tric dudi van. Céc dung cu
do kich c& 1173B va 1173R dugce dén nhiin véi kich thade van tim nhin tao sinh hoc.

Hé thng gia do Tricentrix va tay cim

Hé thdng gia dd/tay cdm bao gdm 2 dung cu: hé thdng gia do Tricentrix duge gin vao van tim sinh
hoc Magna Mitral Ease va mt tay cAm (1111, 1117, 1173 hodc 1126) duge gfn vao hé théng gid
d& Tricentrix tai thoi diém phau thuét (Hinh 2).

Céc tay cam sau (Hinh 13) c6 thé duoc sir dung véi van tim sinh hoc Magna Mitral Ease:

- Chiéu dai tong _
Ma Chat lidu tryc Téi sir dung
Inch cm
‘1111 Thép khéng gi 7.0 17.8 Yes
1117 Nitinol 9.1 23.2 Yes
1126 Thép khong gi 11.5 29.2 Yes
1173 Nitinol 113 28.6 Yes




e Tay cam c6 truc nitinol linh hoat hon thép khéng gi. Vi mdi chu ky tiét tring, chiing s& tré lai
hinh dang thing ban déu dé gin vao gia do d€ dang hon.

o Tay cAm 1173 di duoe thiét ké dé cai thién kha nang tiép can trong trudng hop tiép xitic khé
khin, tiép can sdu trong 1dng ngue hodic trong cdc thi thudt xam l4n téi thiéu.

Gi4 d& Tricentrix cé chin ngén va céc canh vét dé ting khng gian khiu va d& dang thit nat (Hinh
14).

11.3 Tiét tring dung cu di kém

Tay cdm 1126 duoc cung cap vo trimg va chi sir dung mot 1an. Tay eam 1111, 1117 va 1173 va
dung cu do kich thude 1173B va 1173R duge cung cép khong tiét tring va phai dugce lam sach va
tiét trang trude khi sir dung. Tham khio Huéng dén sit dung di kém vdi cac phu ki¢n ¢6 thé tai str
dung vé huéng dén 1am sach va tiét tring.

11.4 Huémg dén xir Iy v chuén bi

Van tim nhén tao sinh hoc duge tiét tring va dat vdo 1 hop nhua va dén kin lai. Trude khi md ra,
kiém tra cin than bao bi xem c6 b lnr hong, o ri va chd niém phong bi khuyét. Go niém phong,
va xoay nip theo huéng nguge kim ddng hd dé mé db dung ra, van va hé théng tay cim
Tricentrix ndm trong dd dimg va trong trang théi v tring.

Thén trong: Phan ngoai cia hi dyng chua dirge tiét tring va khong duge dé & khu vuc vé tring,
nén can phai xir Iy hi 1 céch vé tring dé tranh gay nhiém khuén chéo.

Thén trong: Van tim nhan tao sinh hoc tir dd dung bi hu hong, 1o 1i, khéng cé du glutaraldehyde,
hodc khéng con nguyén niém phong thi khéng duge str dung trén con nguoi.

Thén trong: Khuyén cdo chi mo hop Magna Mitral Ease ra khi chic chén sé cdy ghép. Diéu nay
cin thiét dé giam nhiém khuén chéo, vi glutaraldehyde dugc chimg minh khéng hoan toan 100%
hiéu qua tiét tring tat ca céc loai nhiém khuan chéo ¢6 thé xay ra.

Canh bdo: Khong dugc thir tigt tring lai van nhan tao Magna Mitral Ease.

Cénh bdo: Khong duoe sir dung van tim nhén tao sinh hoc néu da bj roi, hu ton hay xir ly sai
theo bét ky cach ndo. Khéng nén ¢b géng sira van tim nhén tao sinh hoc d bi hong trong qua
trinh cdy ghép. '

Cinh bdo: khéng dung bét cir dung cu ndo dé ndm Idy phin 14 van vi ¢6 thé lam hu on van va
dén t6i mét chirc nang van nhén tao.

Tay cam mau 1111, 1117, 1173 da dugc vé tring theo huéng din cia viéc vo tring nhimg phu
kién sir dung lai. Gén tay cAm Tricentrix vi xoay theo chiéu kim ddng hd cho t6i khi nao lhéy do
can rdi 1y nguyén hé théng gdm tay cAm, kep, van nhan tao ra khoi hép. Ong boc nhira dugce lip
long Iéo vao kep va co thé van ndm trong lo. Diéu ndy sé khong dnh huéng dén viéc thuce hién.
Theé s sé-ri duge gin vao vong may (sewing ring) ciia méi van tim nhén tao sinh hoc bing chi
khau. S6 sé-ri nay phai duge kiém tra dbi chiéu véi sd sé-ri trén hii va trén thé dir lidu dung cu
ciy ghép; néu c6 bat ky sw khéc biét nao duge ghi nhan, khéng duge str dung van tim nhén tao
sinh hoc d6. Khong duge l4y thé nay ra khéi van tim nhén tao sinh hoc cho dén khi sép cdy ghép.
N&m chit dng boc hodc kep nhwa (Hinh 3a hodic Hinh 3b) tiép tuc xoay dé thing dugc lyc can
cho dén khi try giir mau tring dén vi tri mé khoa (Hinh 4a va Hinh 4b). Tac déng luc ddy Ién tay



cAm cho dén khi fru giir méau tring truot qua l4 van va dén vi tri dugc théo (Hinh 5). C6 thé nghe
thay tiéng lach cach khi dén vi trf théo.

Thén trong: Néu mét lyc ddy thich hop khéng duge tac dong vao tay cAm khi thdo hé thong gid
d Tricentrix, hé thdng giir van s& khong dugc bao dam va sé khong thé giam thiéu kha ning mic
ket miii khdu. Ludn kiém tra dé théo roi phit hgp. Khéng con khoang tréng gitra bo chuyén ddi
mau xanh lam va gid d& mau xdm. Tay cam / try s& khong thé trugt duge nira.

Tru giit mau tring phai nho ra qua céc 14 van trong khi ba (3) mép van hoi léch vé phia trung tim
ctia van tim nhén tao sinh hoc. L4 van s& tam thoi bi xép lai boi cot gitr mau tring. Khi phin giir
duge 14y ra sau khi cdy, céc 14 van s& trd lai vi trf binh thudng cla ching.

Sau khi thdo rdi, thio dng boc(néu duge gin vio) bing cach gitr tay cam va kéo 6ng boc ra khoi
kep (Hinh 6). Théo kep bing cAch trugt nd ra khoi gid div theo hudng sang mot bén (Hinh 7). Nén
bo él!g boc va kep. Mot khi tay cAm da dwoc gin vao, khong nén théo nd ra khoi gia dé cho dén
khi van tim nhén tao sinh hoc dugc dit vao vong van.

Quy trinh ria

Trong khu vure phdu thudt vé tring, chudn bi 2 chiu nude mudi sinh 1y 500ml trong méi trudng
vo tring. P& rira van, dit van vao chiu dung 500ml mudi sinh 1y tiét tring, dam bao van phai
ngp hoan toan trong dung dich muéi sinh 1. Khéng rira éng boc va kep. Khi tay cdm va van déu
nam trong bon, cham ri dung tay cim khudy van trong dung dich téi thiéu 1 phit. B4 bd dung
dich, sau d6 lam lai quy trinh v6i dung dich méi trong it nhat 1 phut. Van nén nam trong dung
dich cudi cung cho téi can thiét dé giir van khong bi kho.

Cén trong: tranh viée tiép xtc md 14 van hodic ngam dung dich vé&i khan, khiin trai givong, hodc
cac nguén X0 vai va cdc chat dang hat khéc c6 thé dugc truyén sang.

Cén trong: khong dé van tiép xiic véi day va canh chau trong khi khudy van.

Cén trong: khong dé thé tiép xtic véi 14 van trong qué trinh rita. Kiém tra lai van va rat the ra
trude khi cdy ghép. Cén than khi cdit thé ra dé wanh cat tring vai ciia vong khau van,

11.5 Ciy ghép thiét bi

Vi tinh phiic tap va da dang trong quy trinh phau thudt thay van tim, nén sy lya chen phuong thitc
phéu thudt (tuan theo nhimg canh bdo, cén trong va phuong phép & trén), s& phu thudc vdo sy lya
chon ctia mdi béc sT phau thuat. Tuy nhién cic bude co ban s& dugc tién hanh gdm:

. DPo kich c& chinh xac

2. Dat van vao ding vi tri

3. Khdu chi (cin ¢6 tay cAm & d6) dé tranh bi ket chi v6i gan tim

4. Kiém tra 14 van c6 bi ro i hogic bién dang trong ltic dang khau\

Lra cho diing kich ¢& van 14 1 khdu quan trong trong thay van 2 I4.

Xéc minh ring sizers 1173B va 1173R da duge tiét tring theo hudng dan cho céc phy kién ¢6 thé
tai str dung.

Cén trong: nén kiém tra dung cu do kich c& va tay cim néu c6 bi réch, gdy, mé thi nén ding céi
khac. Thay thé dung cu do kich thuéc hodc tay cim néu c6 bat ky hur héng ndo duge quan sat thay.

Canh bso: Khong thé xdc dinh duge cic manh v ciia dung cu do kich ¢&./ tay cam bang thiét bj
hinh anh bén ngoai.
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Cin trong: D¢ tranh lam ton thuong 14 van nhan tao, cdc phin canxi héa cia vong van can duoc
cat bd trudce khi cay ghép.

Dua dung cu do kich ¢& vao. Pam bao phén than ctia dung cu do vira véi vong van.

Cén trong: Chi sir dung ma 1173B va 1173R khi do van Magna Mitral Ease, cdc mé khéc c6 thé
dan t6i viéc lya chon kich c& khang phit hop (xem 11.2 Dung cu di kém). Gidng nhu céc van nhan
tao khac, Magna Mitral Ease thudng dugc may dém. Nén do kich thudc vong van sau khi dd may
chi vao, vi kich thudc vong van cé thé bi giam di.

Do kich thuée dé ciy ghép van:

Do kich thuéce véi dung cu barrel ma 1173B: dua phan thén cta dung cu do vio trong khu vue
vong van 2 14,

Do kich thuée véi dung cy replica (md phong)1173R, dua phén thin cia dung cu do vao vong van
sao cho phan méi ctia dung cu (md phéng vong khau van) ndm & phia trén cia vong van.

Mét s6 kg thuat nhwr st dung miéng gac, cudn 14 van, hoic béo tdn cAu tric duéi van sé cin phai
giam kich thudc cta van duge cdy ghép. Khi sir dung céc ki thudt nay, nén do kich thude lai dé
tranh diing van qua c@. Hiéu qua c6 dinh ctia van PERIMOUNT lam cho viéc ning c& van dé dat
durge hiéu qua huyét déng Iyc 1a khéng cin thiét trong hiu hét céc bénh nhan (Bang 9 va 10).

Do tinh chét dan hdi ctia ddy chang, né c6 thé bj kéo dan ra do tay cdm Tricentrix trong qud trinh
cy ghép nhumg mét khi tay cim duoc ldy ra, n6 sé thu lai va ¢6 kha ning bj méc ket vao 14 van
[am mét di chite néing van. Dyng cy 1173B va 1173R dugc lam tir vét liu trong sudt dé c6 thé quan
sét rd cAu trac dudi van trong khi cap ghép dé tranh ket gan tim vao khung van.

Cén trong: Chu y khi sir dung phuong phap bao ton cdu triic dudi van dé tranh gan tim bi ket vao
khung van.

Cénh bdo: Khéng sir dung van qui ¢& vi ¢6 thé din dén hur hong van, gdy ap luc (dp trung, c6 thé
1am t6n thuong tim hodc 1am hur 14 van, bién dang stent va hé van.

Cén trong: Duéi diéu kién nhiét do va anh sang khic nghiét cua phong phdu thuét, van cin duoc
lam w6t lién tuc (ndi 1 dén 2 phit) & ca 2 mit bang nude mudi sinh 1y va giit dm trong suét quy
trinh phau thuit.

Dit van nhin tao ding huéng

Cén trong: Khung diy dan ctia van Magna Mitral Ease 13 dbi xtmg, va 3 phan mép hé trg khung
dugc dat déu nhau. Tuy nhién, vong khau van duoc thiét k& cho 1 huéng cu thé. Phin vé so cia
vong khau van nim gitra 2 chd silicon nhé ra, phai dugc dit ngang véi mép giita cia phan trude,
va dang 2 cOt 2 bén ciia dudng ra thét trai.

Nhimg marker bing chi khac mau dé hd trg dinh vi van diing chd va cho thdy khodng cach tidu
chuén gitra cac mép véi nhau. Tuy nhién, tiy vao mdi bénh nhan ma khoang cch ndy c6 thé thay
déi. G bén trai, 2 phin chi den gan nhau dé chi ra vi trf dat cha cot stent ddu tién tuong g véi
mép trude. O bén phai, chi ¢6 1 ddu chi den chi ra v tif gln ctia mép sau. C6 nhing hé trg nay, cét
stent thir 3 s€ tu nhién roi vao vj tif giita cia 14 van sau.



Cn trong: tranh dé khung van can dudng 18i ra tht tréi, vi c6 thé s& anh hudng dén hiéu qua huyét
dang lyc lau dai.

C6 1 vong chi den vién quanh vong khau van. Khi khau chi vao vong khau van sé& gitp giam bét
lre khau néu ddm kim thing qua vi tri tir dudng chi den ra ngoai, lam w6t véi nude mudi sinh ly
ciling ¢6 thé giam lue dam kim.

Vin duy tri luc khau chi khi van nhan tao cang gin vong van, dé han ché kha niing tao thanh nhimg
vong chi lam mac ket 14 van. Khi két hop gitta viéc duy tri lwe khdu va giir cdt stent lai (Iac con tay
cém Tricentrix) gitip dinh vi chi khiu vio diing vi trf sau khung van va trén vong khau van.

Thao tay cam ra trude khi ot chi. Tay cAm va adapter phai dugc l4y ra ciing nhau. Gitr nguyén vi
tri van nhédn tao trong vong van bang cach ding kéo hodc gang fay giir tay cAm va cét chi xanh trén
adapter, sau d6 cting théo tay cam va adapter ra.

Cén trong: trénh tao thanh vong ket chi quanh khung van, mép van vi ¢6 thé anh hudng dén chiic
néing cia van, Bé giam thidu viéc tao vong ket chi thi cin dé nguyén tay cim cho dén khi cc nit
dwgc thit xong.

Tuy nhién néu viéc dé lai tay cAm can tré tim nhin ctia phiu thudt vién, tit ca cic méi chi gin tay
cAm cén duge bt trude khi cit 3 soi chi giit tay cAm lai.

Ciin trong: Néu cic soi chi dinh kém cta b gia d& duge théo bi cét trudce khi cic duong khau lién
ké nay duogc budc xudng, bo gia d& s¢ khong con giam thiéu kha ning vudng chi khau xung quanh
cac chan van.

Ch ¥ khong cét chi & trén géc chan xam cuia tay cAm. Trude khi ¢ét chi, kiém tra lai 14 van trong
khi van ding luc dé giir 2 cong chi. Néu théy van bi bién dang hodc khéng binh thudng thi c6 thé
chi di bi méc ket trong khung van. Khong duge tha lyc giir chi vi ¢6 thé dan dén long vong chi va
dé bj ket. Khuyén céo nén sir dung kinh phiu thuat qua 14 van sau khi ldy tay cdm ra dé kiém tra
khung van va viéc dit chi co dn khong.

CAn trong: Khi str dung dudng may rdi, cdn cét chi & chd gan nit thit va tranh dé dudi chi tiép
xtic true tiép véi 14 van.

Nguyén hé thong Tricentrix s& dugc 1y ra sau khi hoan thanh viéc khau van:

1. Dung kéo hodic dao mé cét 3 cong chi xanh, Khong thir ¢ét chi & dudi tay can vi | phan ctia tay
cam c6 thé rét vao tam thét wrai. Can trong tranh cit vao khung hodc 14 van khi cit chi.

2. Saukhi cét chi xong, diing ging tay tiét tring hodc kéo mé dé dwa nguyén hé théng Tricentrix
ra.

3. Loai bo tay cAm

11.6 Thu hdi van nhéin tao da duge cily ghép
Edwards Lifesciences rét himg thii nghién ciru nhtmg méu van hai 14 Magna Mitral Ease dé str dung
qua [dm sang. Vui Iong lién hé nhan vién chuyén trch v& van nhén tao tai khu vye dé hoan lai van
da xai. Van cin duoc cit gitt trong dung dich on dinh md nhu 10% formalin va 2% glutaraldehyde.
Khéng cin bé ti lanh trong trudng hop ndy.

12, Thong tin bénh nhin



12.1 Diing ky thong tin

Mgt the dir lidu cay ghep dugc dong goi tlong moi gél san phdm dé bénh nhén ding ky. Sau khi cdy
ghép, vui long dién day da thong tin theo yéu cau. S5 sé-ri van tim nhén tao dwoc liét ké trén bao bi va
trén thé nhin dang gfin véi van tim nhén tao, va dugc in sin trén thé dir liéu cAy ghép. Tra lai phan da
dugc danh dja chi trude cua thé cho bd phén ding ky bénh nhéin cdy ghép ctia ching t6i. Céc phén con
lai ctia thé dugc cung cép cho ho so bénh vién va bac si phau thuat. Khi dugc bé phan ding ky bénh
nhén cAy ghép Edwards nhan dugc, bénh nhan s& xuét trinh thé nhan dang co kich thudc bang vi. Thé
nay cho phép bénh nhan théng bio cho nha cung cip dich vy chim séc stic khoe sin phém ho dang
duoc céy ghép khi ho dén tham kham. Khi mét van tim nhin tao bi loai bd hodc san pham ctia Edwards
Lifesciences trude d6 dugc thay thé, hdy béo cdo thong tin nay cho bd phan diang ky bénh nhan ciy
ghép Edwards.

12.2 Huéng dén bénh nhin
Tai [iéﬁ théng tin bénh nhan ¢é thé duoe Iy tir Edwards hoiic cua dai dién dia phuong.

13. Théng tin an toan vé chup cong hwdng tir (MRI)

MR Conditional

Thir nghiém phi 1dm sang d& chimg minh rang Van nhan tao sinh hoc tir ngoai tim mac bod
Carpentier-Edwards PERIMOUNT Magna Mitral Ease, ma 7300TFX, 1a diéu kién chup céng huong
tir. Mot bénh nhén thay van hai 14 Magna Mitral Ease, ma 7300TFX cin dugc chyp trong diéu kién:

e Tir trudng tinh chi 3 tesla hodic thf:ip hon.

o Tirtruomg do dée khéng gian t6i da 720gauss/cm.

o Tbecdd hflp thy riéng trung binh co thé (SAR) duge bio cdo toan hé thong ctia toan co thé 1
3W / kg trong 15 phit quét.

Trong thir nghiém phi 1dm sang, van tim nhén tao sinh hoc Magna Mitral Ease gia ting nhiét do it hon
hoiic biang 0,5 ° C tai téc do hép thu riéng trung binh cor thé (SAR) duge bio cdo toan hé théng clia
toan co thé 12 3W / kg trong 15 phut quét MR trong hé théng MR 3 tesla (Excite, Phiin mém G3.0-
052B, General Electric Healthcare).

Chét luong hinh anh MR ¢é thé bj anh huong néu khu vuc quan tim nim trong cing khu vue hodic
tuong dbi gé'in v6i vi trf ctia co ché sinh hoc Magna Miltral Ease.

Gid ¢6 thé thay dbi ma khong cin théng bdo. San phim ndy duge san xuét va ban theo mét hogc nhiéu
bing sang ché sau ciia Hoa Ky: US-Patent s6 5.928.281; 5,931,969; 5,961,549; 6,102,944; 6,210,957;
6.214.054; 6,245,105; 6,378,221; 6,409.758; 6,413,275; 6,416,547; 6,547,827; 6,553,681; 6,501,970,
6,585,766; 6,837,902; 6,878,168; 6,945,997; 6,996,925; 7.214.344; 7.658.763; 7.682.391; RE 40570;
vé cde bing sang ché nude ngoai twong img. Bang sang ché b sung dang cho xir 1.
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Béng 1: T 1€ bién c6 bt lgi quan sat dwge cho MVR va DVR (Ma 6900)

T4t ca bénh nhin dugc phén tich: N =363 Theo dai tich liiy: 1100 bénh nhan / ndm

Bién cd som Bién ¢b sau Khong xay ra bién ¢d(%) [95% Cl]
Bién chimg
i %IP‘?nh Inam (n=| 5nam (n= | & nam (n
n Y0 n nhan- 287) 14 l) =1 3}
nam
. 85.5 754 654
Tir vong (tat ca) 34 9.4 50 4.7 | [81.8, ”6_3 80.6] [57.6,
89.2] : 73.2]
Bién ¢6 lién quan dén
van tim nhan tao




iz i £ 97.7 953 91.9
Hi e HEmqeanita 0 0 16 15| (960, | [928, [87.5,
v 99.4] 97.8] 96.4]
98.7 96.7 95.6
Ciy ghép 0 0 8 0.7 | [98.0, [95.3, [93.9,
99.3] 98.0] 97.3]
97.1 95.1 93.0
Téi phiu thufit 2 0.6 12 11| [96.2, [93.6, [90.9,
98.1] 96.6) 95.1]
< . 3 4,
Xu:}t hu:,élét lién quan dén 2 0.6 9 0.8 ?9?5 12 ?35]2 ?88]2
] 0 . L ) ey A
thudc chong dong 99.0] 99.0] 100]
99.0 98.7 098.7
Viém co tim I 03 3 0.3 | [97.9, [97.4, [97.4,
100] 98.9] 98.9]
99.7 99.7 99.7
Huyét tan 0 0 1 0.1 | [99.0, [99.0, [99.0,
100] 100] 100]
Réi 1 hite nana ohi 100.0 99.3 98.3
dheldbtnns 0 0 3 03 | [100, | [980, | [959,
o 100] 100] 100]
. 98.4 98.4 97.3
e e 1 0.3 5 0.5 | [97.0 (97.0 [94.9
TR 99.8] 99.8] 99.8]
100.0 97.6 92.8
Suy gidam cdu tric van 0 0 5 0.5 | [100, [95.2, [85.3,
100] 100] 100]
o 97.5 96.1 96.1
Huyét khdi e mach 5 1.4 8 0.7 | [95.8, [93.8, [93.8,
99.2] 98.5] 98.5]
100.0 100.0 100.0
Huyét khéi 0 0 0 0| [100, [100, (100,
100] 100] 100]
Ghi chi :

1. Ty 1& bién ¢ muodn duge tinh theo ty 1é luj*én tinh héa (% / bénh nhan-nam) dyua trén 1072,5 ndm
bénh nhan mudn (> 30 ngay sau phiu thuat).

2. Khéng xdy ra bién ¢6 duge tinh bang phuong phap Kaplan-Meier. Cong thirc ciia Greenwood déd
duoce sir dung dé tinh todn cac sai s0 tiéu chuan ciia cac ude tinh nay.

3. n =téng s6 méu theo dai bién cb

Bing 2: T¥ 18 bién 6 bt lgi quan sat duge (ma 6900P)

T4t ¢ bénh nhan dugc phén tich: N = 209 Theo dai tich liiy: 873.18 bénh nhin / nim



= - o, o
Bién ¢b sém Bién ¢é sau e gﬁ" R
Bién chimg 9 bénh
m % n nhéin- Inim (n = 287) ? ;‘Ia; m (n=
nam
Tir vong (tét cd) 3 14 45 53 ?33528 95.9] fé'é,‘g 80.5]
Bién ¢6 lién quan dén
van tim nhén tao
Tir vong lign quan dén 98.5 9220
yan : 08 1= "1 95.59951 | [862,955]
97.5 96.5
Léy van ra ! 0.5 8 09 0409891 | [92.2,985]
Tai phu thuat 0 0 0 0 EP{?ﬁﬂl 00] [1]05)601 00]
Xuét huy_él lién quan dén 96.1 91.9
thube chong dong 2 24 i b3 [92.3,98.0] [86.5,95.2]
Viém co tim | 0.5 3 0.4 ?99 6.56 99.9] {9;21 1,98.9]
; 99.5 99.5
Huyét tin 0 0 1 0.1 [96.4,99.9] [96.4,99.9]
Réi loan chite nang phi 99.5 98.4
chi toic & van : 03 . 02 | 196.7,009] | [95.2,99.5]
RO ri xung quanh van - 100.0 99.0
il s e . 2 921 [100,100] [93.2,99.9]
Suy giam cdu trdc van 4 1.9 12 1.4 [9;3"05 98.7] ?3238 94.7)
ity 100.0 100.0
Huyét khoi tac mach 0 0 0 0 [100,100] [100,100]
£ 100.0 100.0
Huyét khi 0 0 0 0 [100,100] [100,100]

Ghi chn :

. Ty 1€ bién ¢d mudn dugce tinh theo ty 1& tuyén tinh héa (% / bénh nhin-ndm) dya trén §56.24 nim
bénh nhin mudn (> 30 ngdy sau phiu thut).

2. Khéng xay rabién c6 dugc tinh bang phuong phap Kaplan-Meier. Céng thirc ciia Greenwood di dugc
str dung dé tinh toan céc sai sé tiéu chudn ctia céc ude tinh nay.

3. n = tong s6 mau theo doi bién cb.

Béng 3: Théng ké nhan khéu hoe bénh nhén truéc phiiu thuit (Ma 6900)



Pac tinh nghién ctru(N = 363;

Bién s6 Phan loai 1100 bénh nhan-nam.)
n % (n/N)
Tudi tai thoi diém cdy ghép Gia tri trung binh £+ PJ léch
(N =363) chuin 90:1=10

Gidi tinh Nit/Nam 212/151 58.4%/41.6%
Khéng 30 8.3%
Chan doan/Bénh hoc o o1 25.1%
Sa 184 50.7%
Nhiéu bénh 58 16.0%

Ghi chu:

1. n=tong s6 bénh nhan cling mdi phan loai

Bing 4: Théng ké nhin khiu hoc bénh nhén truée phiu thuit (Ma 6900P)

Diéc tinh nghién ciru(N = 209;

Bién sb Phan loai 873.18 bénh nhan-nam.)
n | % (n/N)
Tudi tai thoi diém cly ghép | Gid tri trung binh + P léch
(N =209) chudn ot

Gidi tinh Nit/Nam 138/71 66.0%/34.0%
Khdng 48 23.0%
Chén doan/Bénh hoc Hep 21 512
Sa 32 15.3%
Nhiéu bénh 8 38%

Ghi ch:

I. n=tdng s6 bénh nhin ciing mdi phan loai

Bing 5: Thong ké nhan khdu hoc bénh nhin phiiu thuit (Ma 6900)

Dic tinh nghién ctru (N = 363; 1100

Bién sb Phén loai bénh nhin-nim.)
n % (n/N)
Bénh thép tim 135 37.20%
Canxi hoa 82 22.60%
Bénh hoc Thodi hoa 50 13.80%
Viém ndi thm mac 39 10.70%
Cdy ghép van nhan tgo thit bgi 15 4.10%




Suy tim 14 3.90%
Tim bAm sinh 8 2.20%
Khic 44 12.10%
Khong 200 55.10%
CABG: 78 21.50%
Stravan 3 14 61 16.80%
Thi thujt dong thoi Nong van bing béng 17 4.70%
Miy tao nhip tim (4) 6 1.70%
Thay/Sira van dong mach cha 5 1.40%
Gia ¢b tai phinh q 1.10%
Khiic 31 8.50%
Khong 122 33.60%
CAD/CABG 72 19.80%
- ) ,: . 0,
Tinh trang trude phiu thudt THag huyctap i 5%
Rung nhi 53 14.60%
Suy chire ning co tim tnrde do (M1) 45 12.40%
Bénh mach miu niio 36 9.90%
Khic 234 64.50%
25 22 6.10%
27 110 30.30%
Kich thudc van 29 137 17.70%
31 81 22.30%
33 13 3.6%

Ghi chi:

Vinh vién hoac tam thoi

= o

MI = Nhéi mau co tim

CAD = Bénh dong mach vanh

n = s lugng bénh nhéan trong madi loai; N = tdng s6 bénh nhan nghién cin.
C6 thé c6 nhiéu hon mdt bénh nhén
CABG = Ghép bic cAu dong mach vanh

Béng 6: Théng ké nhan khiu hoc bénh nhan phiu thuit (Ma 6900P)




Pic tinh nghién etru(N = 209; 873.18

Bién sb Phén loai bénh nhan-ndm.)
n % (/N)
Canxi hoa 38 18.20%
Bém sinh 1 0.50%
Thodai hda 105 50.20%
Bénh hoc Viém ni tdm mac tir xa 10 4.80%
Suy tim 12 5.70%
Thép tim 64 30.60%
Khic 36 17.20%
Khéng 91 43.50%
Sira van/vong dong mach cha 3 1.40%
o _ CABG 58 27.80%
Il thudt dong thoi : X
Mady tao nhjp vinh vién 1 0.50%
Stra van/vong ba la 21 10.00%
Khic 78 37.30%
Khéng 17 8.10%
R&i loan nhip tim 95 45.50%
CAD 85 40.70%
Bénh co tim 13 6.20%
Bénh tim bdm sinh 66 31.60%
Viém ndi tdm mac 14 6.70%
Tinh trang trude phu thugt Suy giam chitc ndng co tim 21 10.00%
Bénh mach mau ngoai bién 9 4.30%
Tang ap lyc phéi 66 31.60%
Sét thap 16 7.70%
Tang huyét 4p toan bd 49 23.40%
TIA/CVA 24 11.50%
Khac 35 16.70%
25 28 13.40%
27 37 17.70%
Kich thude van 29 84 40.20%
31 43 20.60%
33 17 8.10%

Ghi cha:

n=sd lugng bénh nhén trong mdi loai; N = Iéng s6 bénh nhan nghién ciu.

C6 thé ¢6 nhidu hon mdt bénh nhén

CAD = Bénh ddng mach vinh

1

2.

3. CABG = Ghép bic cAu déng mach vanh
4

5

TIA = Con thiéu méu cuc bg thodng qua




6. CVA = Tai nan mach mau nio

Béang 7: Danh gid hiéu qua, chive nang NYHA (mi 6900)

; Danh gia hiu phiu
Phén logi chite Pénh gid tién phiu
nang theo
NYHA I nam 5 nam
n/N % n/N % /N %
I 11/363 3 120/268 44.8 40/129 31
1 73/363 : 20.1 90/268 33.6 25/129 19.4
II 192/363 529 15/268 5.0 1/129 0.8
1w 84/363 23.1 0/268 0 0/129 0
Khong co san 3/363 0.8 43/268 16 63/129 48.8
Ghi cha:

A Ay ~ \ - ~ .
1. n=tbng s6 bénh nhin ciing mdi phén loai.

Bang 8. Danh gia hiéu qua, chnte ning NYHA (mi 6900P)

Phén loai chive ning theo Panh gia tign phiu Bt g/8 i pliey
NYHA i 1 nim 5 ndm

n/N % n/N % n/N %
1 6/209 29 86/187 46 30/96 313
Il 27/209 129 68/187 364 33/96 344

I 121/209 57.9 8/187 43 Jun-96 63

v 55/209 | 263 | 1187 | os 0/96 0
Khéng cé sin 0/209 0 24/187 128 27/96 28.1

Ghi chu:

I. n=tdng sd bénh nhan ciing m&i phén loai.

Bang 9. Panh gia hidu qua, Két qua huyét dgng (Ma 6900)

K&t qua dya vio kich thwée van
Chi 58 huyét déng

25 mm | 27 mm ] 29 mm [ 31 mm ‘ 33 mm

Xudt vién / ngay sau cdy ghép (n =130, 109 MVR va 21 DVR)

D6 chénh ap trung binh n=3 l n=23 ] n=236 ‘ n=23 l n=3




i b 5.7+1.2 42417 42417 | 36210 | 75158
chuan
Nho nhat, I nhit 5,7 2,9 1,8 2.5 3,14
Tiét dién hitu dung chia1d van _ _ . _ _
(EOA) =l n=17 n=22 n=25 n=5
phied ik = dGloch 15 29+0.9 31409 | 25407 | 3.0%1.2
chuan
Nhé nhat, Ién nhit 1.5,1.5 13,41 1.4,4.2 15,38 1.6,49
Sa (ho) n=3 n=28 n=>51 n=40 n=8
36/51 30/40 4/8
0 3/3 (100%) 22/28 (79%) (71%) (75%) (50%)
13/51 7/40 4/8
0,
1+ 0/3 (0%) 5/28 (18%) (25%) (18%) (50%)
2+ 0/3 (0%) 0/28 (0%) 1/51(2%) | 3/40(7%) | 0/8 (0%)
3+ 0/3 (0%) 0/28 (0%) 1/51 (2%) | 0/40(0%) | 0/8 (0%)
4+ 0/3 (0%) 0/28 (0%) 0/51 (0%) | 0/40(0%) | 0/8 (0%,)
Khdng c6 sdn 0/3 (0%) 1/28 (3%) 0/51 (0%) | 0/40(0%) | 0/8 (0%)
Sau cdy ghép 3 dén 6 thiang (n = 49, 42 MVRva 7 DVR)
Po chénh ap trung binh n=5 n=19 n=15 n=>5 n=2
gid titianp Lok £ Gglien 6.4+1.7 5.345 34+1.2 4419 40
chuén
Nhé nhat, 1é6m nhat 5.9 2,25 2,6 2,7 4,4
Tiét dién hitu dung cta 16 van _ _ _ - -
(EOA) n=>5 n=18 n=13 n=5 n=2
gia tri tr“"ﬁi’l;‘.ﬂ‘ £@0lech 2910.8 2.6+0.7 28:0.6 | 29:03 | 2621
Nhé nhét, 1én nhat 18,3.6 15,5 2,38 2.4,33 bR
Sa (h) n=5 n=21 n=15 n=6 n=2
6/15 1/2
0 3/5 (60%) 17/21 (81%) ooy | Y007 | (sp0
1+ 0/5 (0%) 4/21 (19%) (?ng,j} 2/6 (33%) | 0/2 (0%)
1/2
2+ 1/5 (20%) 0/21(0%) | 1/15(7%) | 0/6(0%) | (5goi)
3+ 0/5 (0%) 0/21(0%) | 0/15(0%) | 0/6(0%) | 0/2 (0%)
4+ 1/5 (20%) 0/21 (0%) 0/15(0%) | 0/6 (0%) | 0/2 (0%)
Khéng cé sin 0/5 (0%) 0/21 (0%) 0/15(0%) 0/6(0%) | 0/2 (0%)
Sau ciy ghép 1 dén 2 ndm (n =131, 114 MVR va 17 DVR)
bd chénh dp trung binh n=3 n=40 n=47 n=27 n=4
giwi eungblnh:x dglch 5.240.7 41+1.6 35418 | 31414 | 2105
chuan
Nhé nhat, 16m nhat 47,6 1,7 1,10 1,7 15,27
Tiét dién hitu dung ciia 16 van _ ﬁ B 3 _:
(EOA) n=2 n=35 n=46 n=29 n=5
gt e ik G0 ek 18+0.4 23£0.6 26405 | 26407 | 2505

chuin




Nho nhat, 16n nhit 1.5,2.0 12,35 11,37 1.1,3.7 2132
Sa (hé&) n=4 n =42 n=>51 n=29 n=5
36/51 17/29 3/5
0 2/4(50%) 31/42 (74%) (71%) (59%) (60%)
11/51 8/29 1/5
1+ 1/4 (25%) 9/42 (21%) (21%) (27%) (20%)
24 1/4 (25%) 2/42(5%) | 4/51(8%) | 2720 7%) | M3
(20%)
3+ 0/4 (0%) 0/42 (0%) 0/51(0%) | 2/29 (7%) | 0/5 (0%)
4+ 0/4 (0%) 0/42 (0%) 0/51(0%) | 0/29(0%) | 0/5 (0%)
Khéng c6 sin 0/4 (0%) 0/42(0%) | 0/51(0%) | 0/29 (0%) | 0/5 (0%)
Sau cdy ghép 5 ndm (n=11,9 MVR va 2 DVR)
D& chénh dp trung binh n=>0 n=06 n=5 n=0 n=0
gid tri trung binh + dd léch N/A 88+8.1 5.142.3 N/A N/A
chuén
Nho nhat, 1ém nhat N/A 4,25 3,8 N/A N/A
Tiét dién I1ﬁ(|fﬁggr]1g ciald van _— —_ i e P
gia tri trung binh £ dg léch
chufin N/A 2.0+1.5 2910.6 N/A N/A
Nhaé nhit, Iémn nhit N/A 1.0,31 21,35 N/A N/A
Sa (ho) n=0 n=6 n=>5 n=0 n=0
0 0/0 (0%) 4/6 (66%) 2/5(40%) | 0/0(0%) | 0/0(0%)
1+ 0/0 (0%) 1/6 (17%) 3/5(60%) | 0/0(0%) | 0/0(0%)
2+ 0/0 (0%) 1/6 (17%) 0/5 (0%) 0/0(0%) | 0/0 (0%)
3+ 0/0 (0%) 0/6 (0%) 0/5 (0%) 0/0 (0%) | 0/0(0%)
4+ 0/0 (0%) 0/6 (0%) 0/5 (0%) 0/0(0%) | 0/0(0%)
Khéng c6 san 0/0 (0%) 0/6(0%) 0/5(0%) 0/0(0%) | 0/0 (0%)

Ghi chu:

1. Danh gid huyét dong dugce thuc hién bing siéu am tim qua 1dng ngue (TTE) va trong mdt s trudng
hop, si€u 4m tim qua thue quan (TEE).

ol

MVR = thay van hai l4

DVR = thay thé hai van

PO chénh 4p trung binh tinh bing mmHg
EOA: Dién tich ngut’in hiéu qua, em?

Hé van = khong, 0; nhe, 1+; vira phai, 2+ trung binh / ndng, 3+ nghiém trong, 4+

Bang 10. Panh gia hiéu qua, Két qua huyét djng (Ma 6900P)

Chi sb hu)'ét dong

Két qui dua viao kich thude van

25 mm

J 27 imm

I 29 mm

31 mm

33 mm

Xufit vién / ngay sau cfy ghép (n =130, 109 MVRva 21 DYR)




B chénh dp trung binh n=24 n=35 n=283 n=42 n=16
o S 6.4+1.87 1.4£1.52 345147 [332120 | 408138
Nho nhét, 16m nhét 3,10 1.96, 8 14,9 1,7 1.5,6.91
Tiét dign hira dyng ciia 18 van _ i . - o
(EOA) n=3 n=27 n=177 n=41 n= 16
o bl 2.740.87 2.8+0.58 29:093 | 254067 | 24%0.52
Nho nhét, 16n nht 1.46, 4.4 1.5,3.9 1.58, 6 1.32, 4.2 1.55,3.31
Sa (ha) n=27 n=37 n=283 n=43 n=17
Khong 19/27 (70%) 29/37 (78%) 76183 (92%) | 39/43 91%) (lgélj)
nhg, 1+ 0/27 (22%) 7/37 (19%) 7/83 (8%) 4/43 (9%) 1717 (6%)
vira phai, 2+ 1127 (4%) 1/37 (3%) 0/83 (0%) 0/43 (0%) 0/17 (0%)
trung binh / nang, 3+ (/27 (0%) 0/37 (0%) 0/83 (0%) 0/43 (0%) 1/17 (6%)
nghiém trong, 4+ 0/27 (0%) 0/37 (0%) 0/83 (0%) 0/43 (0%) 0717 (0%)
Khong c6 san 1/27 (4%) 0/37 (0%) 0/83 (0%) 0743 (0%) 0/17 (0%
Sau ciy ghép 3 dén 6 thing (n =49, 42 MVRva 7 DVR)

Do chénh dp trung binh n=»0 n=4 n=3 n=2 n=»{
o 00 1.442.25 23£0.89 | 6.642.05 | 040

Nho nhét, 1on nhét 0,0 2.5.75 13,3 5.1,8 0,0

Tiét dién hira dung ctia 16 van _ _ s _ _
(EOA) n=0 n=3 n=3 n=1 n=1

40 & BRI Sy 0£0 2.440.74 3260.88 | 251000 | 1.20.00
Nhé nhit, 16n nhat 0,0 1.6,3 2.3,4.05 247,247 1.22,1.22
Sa (ha) n=0 n=>5 n=3 n=2 n=2
Khong 0 | 3/5 (60%) 2/3 (67%) 2/2 (100%) 2/2 (100%)
nhe, 1+ 0| 145 (20%) 1/3 (33%) 0/2 (0%) 0/2 (0%)
vira phai, 2+ 0| 1/5(20%) 0/3 (0%) 072 (0%) 0/2 (0%)
trung binh / nang, 3+ 0| 0/5 (0%) 0/3 (0%) 0/2 (0%) 0/2 (0%)
nghiém trong, 4+ 0 | 0/5 (0%} 0/3 (0%) 0/2 (0%) 0/2 (0%)
Khoéng cé sin 0 | 0/5 (0%) 0/3 (0%) 0/2 (0%) 072 (0%)
Sau cdy ghép 1 ndim (n =131, 114 MVR va 17 DVR)

& chénh dp trung binh n=16 n=27 n=063 n=34 =15
v L 594236 4.0+1.45 30£L.61 | 334126 | 344125
Nhé nhét, 16n nhit 312 2,7 1,12 1.5,7 19,63
Tiét dién hiva dung coa 16 van i ; = : =
(EOA) n=3 n=21 n=39 n=32 n=13
Etliu:%:i g - 2.3+0.16 2.440.76 2.6£0.74 | 254067 | 2.340.83
Nho nht, 16n nhit 2.09,2.4 1.27, 4.76 1.5,5.7 1.5, 4 12,38




Sa (hd) n=20 n=28 n=65 n=34 n=16
Khong 17/20 (85%) 24/28 (86%) $3/65 (82%) | 29/34 (85%) (133; }yf)
nhe, 1+ 3720 (15%) 3/28 (11%) 6/65 (9%) 3/34 (9%) 3/16 (19%)
vira phai, 2+ 0/20 (0%) 0/28 (0%) 3765 (5%) 2/34 (6%) 0/16 (0%)
trung binh / ndng, 3+ 0/20 (0%) 0/28 (0%) 1/65 (2%) 0/34 (0%) 0/16 (0%)
nghiém trong, 4+ 0/20 (0%) 0/28 (0%) 0/65 (0%) 0/34 (0%) 0/16 (0%)
Khéng c6 san 0/20 (0%) 1128 (4%) 2065 (3%) | 0/34 (0%) 0/16 (0%)
Ghi ch:

1. Dénh gia huyét dong dugc thuc hién bang siéu am tim qua 1dng nguc (TTE) va trong mat s6 trudmg
hop, siéu am tim qua thue quan (TEE).

2. Do chénh dp trung binh tinh bﬁng mmHg

EOA: Dién tich ngudn hiéu qua, cm?

4. Hé van =Kkhdng, 0; nhe, 1+; vira phai, 2+; trung binh / niing, 3+; nghiém trong, 4+
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Téi, Vii Thi Tinh, CMND sb: 017253279 cép ngay 18/01/2011 tai Céng An Thanh Phé Ha Néi; cam doan
dich chinh xéc gidy to/ véin ban nay tir tiéng Anh sang tiéng Viét.

Nguwoi dich
Vit Thi Tinh

LOI CHUNG CUA CONG CHUNG VIEN

Ho6m nay, ngay 11 thang 10 nam 2021 (Ngay muoi mét thang muoi , mudi ndm hai nghin khong tram hai
muoi mbt).

Tai Vin phong Cong chimg Nguyén Hué, dia chi tai sé 165 Giang V&, phudng Cat Linh, quan Déng Da,
thanh phd Ha Néi.

Téi, NGUYEN THI THUY - Céng chimg vién,trong pham vi trdch nhiém cua minh theo quy dinh cua
phap luat.

CHUNG NHAN

- Ban dich nay do ba Vii Thi Tinh, CMND s6: 017253279 cip ngay 18/01/2011 tai Céng An Thanh Ph
Ha Nbi, la cong tac vién phién dich cia Vin phong Cong chiing Nguyén Hué, thanh phé Ha Noi, da dich
tir tiéng Anh sang tiéng Viét .

- Chit ky trong ban djch dung la chit ky cua ba Vi Thi Tinh;
- Noi dung ctia ban dich chinh xac, khong vi pham phap luat, khong trai vai dao dirc xd hoi;

- Vin ban cdng chimg nay duoc 1ap thanh 2 ban chinh, méi ban gébm 33 ¢, 33 trang, luu mot (1) ban tai
Vin phong Cong chiing Nguy&n Hué, thanh phd Ha Noi.

S8 cong chirng: 3647  Quyén sb: 01/2021 TP/CC-SCC/BD

CONG CHUNG VIEN
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1. Device Description

The Carpentier-Edwards PERIMOUNT Magna Mitral Ease pericardial biaprasthesis
is built upon the same praven (Ref. 1) wireform frame and leaflet attachment as
the PERIMOUNT mitral pericardial bioprostheses models 6900, 6900F, 6900PTFX,
and 7000TFX, Itis available in the sewing ring diameters and sizes shown in
Figure 1. The bioprosthesis incorporates a sewing ring specifically designed for
the mitral position and s the first bioengineered mitral bioprosthesis design with
three selected bovine pericardial leaflets mounted on a flexible metal alloy frame.

Bovine pericardium was selected for its superior intrinsic properties for valve
manufacture, notablyin terms of collagen content (Ref. 2) and tolerance to high
bending curvatures (Ref. 3). Bovine pericardium tissue is cross-linked using the
Neutralogic fixation process in which the tissue is placed in a stress-free bath of
buffered glutaraldehyde solution. The bioprosthesis is treated according to the
ThermaFix process, which involves heat treatment of the tissue in glutaraldehyde
and uses ethanol and Polysorbate-80 (a surfactant). Glutaraldehyde is shown to
bath reduce the antigenicity of tissue xenogeaft valves and increase tissue stability
(Refs. 4 & 5). Glutaraldehyde alone has not been shovin to affect or reduce the
caldfication rate of the valve,

Edwards Lifesciences, the stylized E logo, Edwards, Carpentier-Edwards,
PERIMOUNT, PERIMOUNT Magna, PERIMOUNT Plus, Magna Mitral Ease,
Neutralogic, ThermaFix and Tricentrix are trademarks of Edwards Lifesciences
Corporation; Edwards Lifesciences, the stylized E logo, Carpentier-Edvards,
PERIMOUNT, PERIMOUNT Magna, PERIMOUNT Plus, ThermaFix and Tricentrix
are registered in the 15, Patent and Trademark Office.

frame to minimize commissural stress points.

The lightweight wireform frame is made of a corrosion-resistant cobalt-chromium
alloy, chosen because of its superior spring efficiency and fatigue resistance
characteristics. The frame is designed to be compliant at the orifice as well as at
the commissures. The frame is covered with a woven polyester fabric sewin with
polytetrafluoroethylene thread. The wireform frame of the Magna Mitral Ease
bioprosthesis is symmetrical and the three commissure supports (struts) are
equally spaced.

A cobalt-chromium alloy band attached to a polyester film band surrounds the
base of the wireform frame providing structural support for the orifice and allows
for radiological identification. In addition to maintaining the orifice shape during
implantation, the band serves as a point of attachment for the sewing ring.

The sewing ring is made of waffled sificone-rubber and is covered with a porous
palytetraflusroathylene dath sewn with polytetrafiuoraethylene thread. The doth
fadlitates tissue in-growth and encapsulation, The sewing ring of the Magna Mitral
Ease bioprosthesis is uniquely scalloped along its anterior portion and mimics the
natural saddle shape of the native mitral valve anatomy. Black silk suture markers
on the antetior partion faclitate tha orientation of the bioprosthesis and help avoid
obstruction of the left ventricular outflow tract by a strut. A black silk suture quide
line circles the sewing ring. Placing sutures through the sewing ring and in the region
from the suture quide line to the outer portion of the sewing ring complements

the design of the silicone waffle by easing needle penetration and providing
variable compliance. The waffle has wider cells along the posterior portion, where
c2lcifications or imeqularities of the native mitral annulus are more frequent (Ref. 6).
This results in a very compliant sewing ring that facilitates cozptation between the
seving ring and the miteal tissue bed, The width of the sewing ring allows for
coverage of an irreqular or caldfied mitral annulus.



The Tricentrix holder system is designed to minimize the patential for suture or
chordae entrapment, ease insertion and increase leaflet visibility, The holder
consists of three main components: 3 grey holder, a white holder post, and a blue
adapter. Itis secured to the bioprosthesis with green sutures. The bioprosthesis
and holder attachment are suspended by a dip and a sleeve within a sealed jar
that contains a glutaraldehyde packing solution. The bioprosthesis is terminally
sterilized in glutaraldehyde.

2, Indications for Use

The Carpentier-Edwards PERIMOUNT Magna Mitral Ease pericardial bioprasthesis
model 7300TFX s indicated for patients who require replacement of their native or
prosthetic mitral valve.

3. Contraindications

Donot use if the surgeon believes such would be contrary to the best interests of
the patient. The actual decision for or against the use of this bioprosthesis must
remain with the surgean wha can evaluate all the various risks invelved, including
the anatomy and pathology observed at the lime of surgery.

4, Warnings

FOR SINGLE USE OHLY, This device is designed, intended, and distributed
for single use only, Do not re-sterilize or reuse this device. There are no
data to support the sterility, nonpyrogenicity, and functionality of the
device after reprocessing. Exposure of the bioprosthesis or container to
irradiation, steam, ethylene oxide, or other chemical sterilants will
render the bioprosthesis unfit for use,

DO NOT FREEZE OR EXPOSE THE BIOPROSTHESIS TO EXTREME HEAT. Exposure
of the bioprosthesis to extreme temperatures will render the device unfit
for use. Please refer to Packaging section (10.2) for further instructions,

DO HOT USE the bioprosthesis if the tamper evident seal on the jar
is broken,

DO NOT USE the bioprosthesis if expiration date has elapsed.

DO NOT USE the bioprosthesis if the cantainer is leaking, damaged, or the
glutaraldehyda solution does not completely cover the bioprosthesis.

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

DO NOT ALLOW the bioprosthesis to dry. It must be kept moist at all
times, Maintain tissue moisture with sterile physiological saline
irrigation on hoth sides of the leaflet tissue.

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

DO NOT USE the bioprosthesis if it has been dropped, damaged, or
mishandled in any way. Should a bioprosthesis be damaged during
insertion, do not attempt repair.

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

DO HOT OVERSIZE. 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 valve regurgitation.

Clinical data that establish the safety and efficacy of the bioprosthesis for use in
patients under the age of 20 are not available; therefore, we recommend careful
consideration of its use in younger patients, As with any implanted medical
device, there is a potential for patient immunological response (see device
description for materials).

The decision to use a bioprosthesis must ultimately be made by the surgeon on
an individual basis after a careful evaluation of the short- and long-term risks and
benefits to the patient and consideration of alternative methads of trealment.

Long-term durability has not been established for bioprostheses. Serious adverse
events, sometimes leading to replacement of the bioprosthesis and/or death, may be
assaciated with the use of prosthetic valves (see 6. Adverse Events), A full explanation
of the benefits and risks should be given to eachprospedtive patient before surgery.

Hote: Bioprostheses should be used with caution in the presence of severe
systemnic hypertension or when the anticipated patient longevity is longer than
the known longevity of the prosthesis (see 7. Clinical Studies). Careful and
continuous medical follow-up (at least by an annual visit to the physician) is
advised so that bioprosthesis-related complications, particularly those related
to material failure, can be diagnosed and properly managed.

Recipients of prosthetic heart valves who are undergoing dental procedures
should receive prophylactic antibiotic therapy to minimize the possibility

of prosthetic infection. Bioprosthetic heart valve recipients should be maintained
on anticoagulant therapy (except where contraindicated) during the initial healing
stages after implantation, approximately 2 to 3 months, Anticoagulants should
then be discontinued aver a period of 10 days, except in those patients for whom
indefinite anticoagulant protection is indicated, i.e., in the absence of sinus
thythm and in patients with a dilated left atrium, calcification of the atrial wall,

or history of previous atrial thrombus. However, the appropriate anticoagulation
therapy must be determined by the physician on an individual basis (Ref. 7).

Adequate rinsing with physiological saline is mandatory before implantation to
reduce the glutaraldehyde concentration (see 11.4 Handling and Preparation
Instructions). No other solutions, drugs, chemicals, antibiotics, ete., should ever
he added to the glutaraldehyde or rinse selutions, as imeparable damage to the
leaflet tissue, which may not be apparent under visual inspection, may result.

5. Precautions

+ Do not sterilize the sizer models 11738, 1173R and handle models 1111,
1117, or 1173 in their shipping containers.

Use only the sterilization tray provided in model SET1173 to sterilize the sizers
and the handles.

The outsida of the jar is not sterile and must not be placed in the sterile field.

« Toavoid contamination, it is strongly recommended that the jar of a
Carpentier-Edwards PERIMOUNT Magna Mitral Ease pericardial bioprosthesis
model 7300TFX not be opened unless implantation is certain.

+  Adequate rinsing with physiological saline must be performed before
implantation to reduce the glutaraldehyde concentration.

«  Avoid contact of the leaflet tissue or the rinse solution with towels, linens, o other
sources of lint and particulate matter that may be transferred to the leaflet tissue.

+ Do not allow the leaflet tissue to contact the bottom or sides of the rinse basin,

«  Glutaraldehyde may cause iritation of the skin, eyes, nose, and throat. Avoid
prolonged or repeated exposure or breathing of the solution. Use only with
adequate ventilation. If skin contact accurs, immediately flush the affected
area with water; in the event of contact with the eyes, seek immediate medical
attention, For more information about glutaraldehyde exposure, please refer
to the Material Safety Data Sheet available from Edwards Lifesciences.



Always deploy the Tricentrix holder system fully to minimize the risk of suture
entrapment. [t will snap into a secured and locked position.

A serial number tagis attached to the sewing ring of each bioprosthesis by a
suture. This serial number should be checked against the number on the jar and
implantation data card; if any difference is noted, the bioprosthesis should be
returned unused. Care must be taken to ensure that the serial number tag does
nat come in contact with the leaflet tissue during rinsing. Inspection of the
bioprasthesis and removal of the serial number tag should be performed just
prior toimplantation, Gare should be exercised to avoid cutting or tearing the
sewing ring doth during removal of the serial number tag.

Careful handling is required for all implantable devices. If the bioprosthesis
is dropped, damaged, or mishandled in any way, it must not be used for
human implantation.

To avoid damage to the delicate bioprosthetic leaflet tissue, as a result of
contact with caldum depasits, adequate removal of calcium deposits from
the patient’s annulus must be performed before implantation.

Handle the bioprosthesis only with Edwards Lifesciences accessories, Only
Edwards Lifesciences sizers model 11738 or 1173R should be used during the
selection of the Magna Mitral Ease bioprosthesis size; other sizers may result
in improper bioprosthesis selection,

Oversizing must be avoided as it may cause bioprosthesis damage or localized
mechanical stresses, which may in turn injure the heart or resultin leafiet
tissue failure, stent distortion and requrgitation.

Spedial care must be exercised when using chordal preservation technigues to
avoid chordae entrapment by a strut.

Due to the relative flexibility of the frame, care must be exercised to prevent
folding or deformation of the stent.

The surgeon should be familiar with the recommendations for proper sizing
and placement of the bioprosthesis according to the suture technique used
{see 11,5 Device Implantation).

The sewing ring is designed for a specific orientation: the scalloped part of
the sewing ring, between the black suture markers, should be placed across
the intercommissural anterior portion of the annulus and straddle the left
ventricular outflow tract.

Special care must be exercised to avoid placing a strut In front of the
left ventricular outflov: tract, as this may impair the long-term
hemodynamic performance.

As with all prostheses that have open cages, free struts, or commissure
supports, care must be exercised to avoid looping or catching a suture
around a commissure, which would interfere with proper valvular function.
To minimize the potential for suture looping, it is essential to leave the
deployed ho!der in place until all knots are tied.

Ifthe deployed holder attachment threads are cut before all the sutures
adjacent to the struts are tied down, the holder will na longer minimize
the potential for suture looping.

When using interrupted sutures, itisimportant to cut the sutures close to the
knots and 1o ensure that exposed suture tails will not come into contact with
the leaflet tissue.

6. Adverse Events

6.1 Observed Adverse Events

The Carpentier-tdwards PERIMOUNT Magna Mitral Ease pericardial bioprosthesis
model 7300TFX uses the same wireform frame and leaflet attachment as

Edwiards Lifesciences pericardial mitral bioprostheses models 6900, 6900P,

6900PTFY, and 7000TFX. Three (3) multi-center, non-randomized,prospective non-US
dlinical studies were conducted with the mitral pericardial bioprosthesis model 6900.
Three hundred ene (301) patients had isolated mitral valve replacement (MVR) and
62 patients had double valve replacement (DVR), where the aortic valve was replaced
with a Carpentier-Edwards PERIMOUNT pericardial bioprosthesis aortic model. In the
first study, bioprostheses were implanted between 1984 and 1986;in the second
study, bioprostheses were implanted between 1989 and 1994; and in the third study,
bioprostheses were implanted between 1996 and 1997. Patients were evaluated
preoperatively, intraoperatively/at discharge, at 1 year, and annually thereafter.
Adverse events were captured throughout the postoperative period, Table 1 presents
the observed rates for early events (<30 days for valve-related adverse events), the
linearized rates for [ata events {>30 days postoperalively), and the acluarial adverse
event ratesat 1, 5,and 8 years postoperatively for madel 6900. The adverse event
rates were based on 363 patients at nine centers. The cumulative follow-up was
1100 patient-years with a mean follow-up of 3.0 years (SD = 2.4 years,

range = 0 to 8.2 years). Preoperative and operative patient demographics are
presented inTables 3 and 5. Effectiveness results are presented in Tables 7 and 9.

One (1) multi-center, non-randomized, prospective international dlinical study was
conducted with patients implanted with the Carpentier-Edwards PERIMOUNT Plus
pericardial bioprosthesis model 6900P mitral. One hundred seventy five (175)
patients had isolated mitral replacement (MVR) and 34 patients had double valve
replacement (DVR), where the aortic valve was replaced with a Capentier-Edwards
PERIMOUNT pericardial bioprosthesis aortic model, In this study, patients were
implanted between 1999 and 2007. Patients were evaluated preoperatively,
intraopenatively at discharge, at 1 year, and annually thereafter. Adverse events
were aptured throughout the postoperative period. Table 2 presents the observed
rates for early events (<30 days for valve-related adverse events), the linearized
rates forlate events (>>30 days postoperatively), and the actuarial adverse event
rates at 1- and S-years postoperatively for model 62008 The adverse event rates
were based on two hundred nine {209) patients at seven centers, The cumulative
follow-up was 873.18 patient-years with a mean follow-up of 4.2 years

(5D = 2.3 years, range = 0 1o 8.2 years). Preoperative and operative patient
demoqgraphics are presented in Tables 4 and 6. Effectiveness results are presented
in Tables 8 and 10.

6.2 Potential Adverse Events

Adverse events potentially associated with the use of bioprosthetic heart
valves include:

« Angina + Prosthesis leaflet entrapment

+ Cardiac arrhythmias + Prosthesis nonstructural dysfunction
« Endocarditis « Prosthesis pannus

« Heart Failure » Prosthesis perivalvular leak

+ Hemolysis « Prosthesis requrgitation

» Hemolytic anemia » Prosthesis structural deterioration

+ Hemorrhage « Prosthesis thrombosis

« Local and/or systemic infection = Sirake
+ Myocardial infarction » Thromboembolism



Itis possible that these complications could lead to:
+ Reoperation
Explantation
+  Permanent disability
+ Death

Other adverse events associated with the use of Carpentier-Edwards PERIMOUNT
mitral pericardial bioprostheses model 6900 compiled from the literature and
from reports received through the Edwards Lifesciences complaint handling
system include: stenosis, requrgitation through an incompetent valve, ventricular
perforation by stent posts, malfunctions of the valve due to distortion at implant,
and fracture of the wireform frame.

7. (Cinical Studies

The safety endpaoints captured in the prospective studies were adverse events; blood
analyses were used to confirm the absence or presence of cerfain adverse events. The
safety results for model 6900 are provided inTable 1and for model 6900P in Table 2.
Preoperative patient demographics for model 6900 are provided in Table 3 and for
model 6900P in Table 4. Operative patient demographics for model 6900 are provided
inTable 5 and for model 6900P in Table 6. Effectiveness endpoints were New York
Heart Association (NYHA) functional classification summarized in Table 7 for model
6900 and Table 8 for model 6900P and echocardiographic assessments summarized
in Table 9 for model 6900 and Table 10 for model 6900P.

There are no clinical data presently available demonstrating increased
tesistance of the Carpentier-Edwards PERIMOUNT Magna Mitral Ease
pericardial bioprosthesis model 7300TFX to calcification as compared
ta other commercially available bioprostheses.

8. Individualization of Treatment

Bioprasthetic heart valve recipients sheuld be maintained on anticoagulant therapy,
except where contraindicated, during the initial stages after implantation, as
determined by the physician on an individual basis. Long-term anticoagulant and/
or antiplatelet therapy should be considered for patients with a ditated left atrium,
a history of thrambotic events, an absence of sinus thythm, caldfication of the atrial
wall, or with atrial fibrillation or flutter. The decision o use a bioprasthesis must
ultimately be made by the physician on an individual basis after a careful evaluation
of the short-term and long-term risks and benefits ta the patient and consideration
of altemative methods of treatment (Ref. 7).

81 Specific Patient Populations

The safety and effectiveness of the Carpentier-Edwards PERIMOUNT Magna Mitral
Ease pericardial bioprosthesis model 7300TFX has not been established for the
following specific populations because it has not been studied in these papulations:

patients who are pregnant;
«  nursing mothers;

+  palients with abnormal calcium metabolism (e.g., chronic renal failure,
hypetparathyraidism);

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

«  children, adolescents, or young adults.

9. 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 bioprostheses 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
Implantation Data Card at all times and to inform their healthcare providers that they
have a mitral bioprosthetic implant when seeking care,

10. How Supplied

10.1 Available Models and Sizes

The Carpentier-Edwards PERIMOUNT Magna Mitral Ease pericardial bioprosthesis
model 7300TFX is available in labeled sizes 25, 27, 29,31, and 33 mm
{see Figure 1for nominal spedifications).

10.2 Packaging

The Magna Mitral Ease bioprosthesis is provided sterile and nonpyrogenic packaged
in glutaraldehyde, in a plastic jar to which a seal has been applied. Each bioprosthesis
is contained in a carton with a temperature indicator displayed through a window

on the side panel. The temperature indicator is intended to Tdentify exposure to
temperature extremes during transit. Upon receipt of the bioprosthesis, immediately
inspect the indicator and refer to the carton label to confirm a “Use” condition. Ifthe
“Use” candition is not 2pparent, do not use the bioprosthesis and contact the local
supplier or Edwards lifesciences representative to make arrangements for return
authorization and replacement. Any bioprosthesis returned to Fdwards Lifesciences
must be shipped in the original packaging in which it was received.

Waming: The bioprosthesis must be carefully inspected hefore
implantation for evidence of extreme temperature exposure or
other damage.

Due to the biological nature of this hioprasthesis and its sensitiviy to physical
handling and environmental conditions, it cannot be returned, except as noted above,

Hote: Products found to have been subjected to freezing or excessive heat
Iater than 3 days lolloving receipt will be considered to have resulted from
environmental conditions within the control of the customer, and subject to
replacement at customer's expense.

10.3 Storage

The Magna Mitral Ease bioprosthesis should be stored at 10°Cto 25°C
(50°F=77°F), Stock inspection and rotation at regular intervals are
recommended to ensure that the bioprostheses are used before the
expiration date stamped on the package label.

Warning: Do not freeze, Always store bioprostheses in a dry,
contamination-free area, Any bioprosthesis that has been frozen,
or Is suspected of having been frozen, should not be used for
human implantation.

11. Directions for Use

11.1 Physidan Training

No spedial training is required to implant the Carpentier-Edwards PERIMOUNT
Magna Mitral Ease bioprosthesis model 7300TFX. The techniques forimplanting this
bioprosthesis are similar to those forimplanting any stented mitral bioprostheses.



112 Accessories
Accessories available foruse with the Magna Mitral Ease bioprosthesis are:
+ Tricentrix holder system
Replica Sizer 1173R (Figure 10}
Barrel Sizer 11738 (Figure 11)
+ Sterilization Tray provided in model SET1173
«  Hexible Handle models 1111, 1117, 1173, and 1126 (single use) (Figure 13)

Al accessories are supplied non-sterile, except for the Tricentrix holder system that
is supplied sterile attached to the sterile bioprosthesis and the handle 1126 that is
supplied sterile and is for single use only.

Sizers

Only sizers model 11738 or 1173R may be used with the
Magna Mitral Ease bioprosthesis.

Caution: Do not use other manufacturer’s valve sizers, or sizers for other
Edwards Lifesciences valve prostheses to size the Magna Mitral Ease bioprosthesis.

Use only the sizers model 11738 or 1173R to determine the appropriate

Magna Mitral Ease biaprosthesis size. Sizers model 11738 and 1173R permit
direct observation of their fit within the annulus and are provided for each
available Magna Mitral Ease bioprosthesis size. The barrel of the sizers model
11738 and 1173R indicate the external stent diameter at the base (Figure 1). The
lip of the replica sizer 1173R replicates the sewing ring of the bioprosthesis, with
its scalloped anterior portion and black markings, to determine the outcomes of
specific suture or subvalvular apparatus preservation techniques.

The black marks on the lip replicate the black suture markers on the sewing ring.
They delimit the anterior partion of the bioprosthesis sewing ring which should
be positioned acoss the anterior intercommissural portion of the native annulus,
in order to straddle the left ventricular outflow tract area, The height and location
of the stent posts are matked on the replica sizer 1173R to aid in assessing optimal
alignment and seating.

The sizers indude preattached handles with increased handle length for improved
access in the case of a difficult exposure, a deep thoradic cage or minimally invasive
access. The posterior handle attachment to the sizer allows an unobstructed view
through the bareel into the ventricle for assessment of subvalvular structures. The
sizers 11738 and 1173R are labeled with the bioprosthesis size,

Tricentrix Holder System and Handles

The holder/handle assembly consists of two (2) companents: the Tricentrix holder
system that is mounted to the Magna Mitral Ease bioprosthesis, and a handle
(1111, 1117, 1173, ar 1126) that is attached to the Tricentrix holder system at
the time of surgery {Figure 2).

The following handles (Figure 13) may be used with the
Magna Mitra| Ease bioprosthesis:

Model | Shaft Material Overall Length Reusable
inch n

1 Stainless steel 70 17.8 Yes

17 Hitinol 91 1.2 Yes

1126 Stainlesssteel | 11.5 29.2 No

171 Nitinol 1.3 28.6 Yes

«  Handles with a nitinol shaft are more flexible than stainless steel. With
each sterilization cycle, they return to their original straight shape for easier
attachment to the holder.

«  Handle 1173 has been designed to improve access in the case of difficult
exposure, 2 deep thoracic cage, or in minimally invastve procedures.

The Tricentrix holder has short legs and beveled edges toincrease suluring
space and ease knol tying (Figure 14).

11.3  Accessory sterilization

The 1126 handle is provided sterile and Is intended for single use only. The handles
1111, 1117, 2nd 1173 and the sizers 11738 and 1173R are supplied non-sterile and
must be deaned and sterilized before use. Refer to the Instructions for Use supplied
with the rausable accessories for deaning and sterilization instructions.

11.4. Handling and Preparation Instructions

The bioprosthesis is packaged sterile in a plastic jar with a screw-cap dlosure

and seal, Before opening, carefully examine the jar for evidence of damage (e.q.,
a cracked jar or lid), leakage, or broken or missing seals. Remave the seal and turn
the lid counter-clockwise to open the container. The bioprosthesis and Tricentrix
holder system within the container are sterile,

Caution: The outside of the jar is not sterile and must not be placed in
the sterile field. The contents of the jar should be handled in an aseptic
manner to prevent contamination,

Caution: Bioprostheses from containers found to be damaged, leaking,
without adequate glutaraldehyde, or missing intact seals must not be
used for human implantation,

Caution: It is strongly recommended that the jar of a Magna Mitral Ease
bioprosthesis not be opened unless implantation is certain. This is
necessary to reduce the risk of contamination, because it has been
established that glutaraldehyde alone is not a 100% effective sterilant
against all possible contaminants,

Waming: Ho attempt should be mada to resterilize a
Magna Mitral Ease bioprosthesis,

Warning: Da not use the bioprosthesis if it has been dropped, damaged, or
mishandled in any way. Should a bioprosthesis be damaged during insertion,
do not attempt repair,

Warning: Do not grasp the leaflet tissue portion of the bioprosthesis with
instruments or cause any damaqe to the bioprosthesis. Even the most minor
leaflet tissue perforation may enlargein time to produce significant impairment
of bioprosthesis function,

Verify that the handle, model 1111, 1117, or 1173, has been sterilized according

ta the instructions provided in the Instructions for Use supplied with the reusable
accessories. AMtach the handle to the Tricentrix holder system and twmiit dlockwise
until a positive resistance is felt then remove the whole assembly (i.e., plastic sleeve,
clip, the Tricentrix holder system and bioprosthesis) from the jar. The plastic sleeve is
loosely fitted ta the dip and may remain in the jar. This will not affect deployment.

A tag with a serial number is attached to the sewing ring of each bioprosthesis
by @ suture, This serial number should be checked against the number on the jar
and implantation card; if any differences are noted, the bioprosthesis should be
returned unused. This taq should not be detached from the bioprosthesis until
just prior to implantation.



Grasping the plastic sleeve or clip (Figure 3a or Figure 3b) continue the rotation to
overcome the resistance until the white holder post reaches the unlock position
(Figure 4a and Figure 4b). Apply the required push force on the handle until the
white holder post slides across the leaflets and snaps into its fully deployed position
(Fiqure 5). An audible dick may be heard as the deployed position is reached.

Caution: Ifan adequate push force is not applied to the handle when deploying
the Tricentrix halder system, the tenting system will not be secured and will not
be able to minimize the potential for suture entrapment. Always check for proper
deployment. There should be no more space between the blue adapter and the
qrey halder, The handle/post assembly should no longer be able to slide,

The white holder post should protrude through the leaflets while the three (3)
comnissures should deflect stightly towards the center of the bioprosthesis, The
leaflets will temporarily be wrinkled by the deployed white holder post. When
the holder is removed following implantation, the leaflets will retura to their
nommal position.

After deployment, remove the sleeve (if attached) by holding the handle and
pulling the sleeve off the dlip (Figure 6). Remove the dip by sliding it off the
holder in a sideways direction (Figure 7). Both sleeve and dip should be discarded.
Once the handle has been attached, it should not be removed fram the holder
until the bioprosthesis is seated to the annulus.

Rinse Procedure

Within the sterile aperative field, prepare two rinse basins, each containing no
less than 500 ml of sterile, physiological saline solution. Place the deplayed
bioprosthesis in the saline solution and make sure that it completely covers the
hioprosthesis and helder. Do not rinse with the sleeve and dip attached. With the
bioprosthesis and helder submerqed, slowly agitate the basin or use the attached
handle to gently swirl the bioprosthesis back and forth for 2 minimum of 1 minute
in each of the two previously prepared rinse basins. The bioprosthesis should
remain in the second rinse basin until ready for implantation,

Caution: Avaid contact of the leaflet tissue or the rinse solution with towels,
linens, ar other sources of lint and particulate matter that may be transferred
to the leaflet tissue,

Caution: Do not allow the leaflet tissue to contact the bottom or sides of the
rinse basin.

Caution: Care must be taken to ensure that the serial number tag does not come
in contact with the leaflet tissue during rinsing. Inspect the bioprosthesis and
remove the serial number tag just prior to implantation. Exercise care to avoid
cutting or tearing the sewing ring doth during removal of the serial number tag.

11.5 Device Implantation

Because of the complexity and variation in the surgical procedure of cardiac

valve replacement, the choice of surgical technique is left to the discretion of

the individual surgeon. In general, the standard implantation technique includes:
1. Proper sizing; 2. Proper seating of the prosthesis; 3. Tying sutures with the
holder in place to minimize the potential for suture looping or chordal entrapment;
4, Examination of the bioprosthetic leaflets for distortion or leak during tying.

Praper bioprosthesis size selection is an important part of mitral valve replacement.

Verify that the sizers 11738 and 1173R have been sterilized according to the
recommended instructions provided with the reusable accessories.

Caution: Examine sizers and handles for signs of wear, such as dullness, cracking,
or crazing. Replace sizer or handle if any deterioration is abserved.

Warning; Fragments of the sizers/ handles cannot be located by means of an
external imaging device,

Caution: Adequate removal of calcium depaosits 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 caldum deposits.

Insert the sizer into the mitral annulus. The barrel of the sizer should always fit
comfartably in the annulus.

Caution: Use only sizers 1173B or 1173R during the selection of the Magna Mitral
Ease bioprosthesis size; other sizers may result in improper valve selection

(see 11.2 Accessories). Like other mitral bioprostheses, the Magna Mitral

tase bioprosthesis is usually implanted using pledgeted mattress sulures. Itis
recommended to size the annulus after the sutures have been placed, as sutures
may decrease Ihe size of the bioprosthesis that can be implanted.

Sizing forimplantation:

Sizing with barrel sizer 1173B: To size with barrel sizer 1173B, pass the barrel
portion of the sizer through the mitral annulus ensuring the barel portion is
directly in the plane of the mitral annulus (Fiqure 12b).

Sizing with replica sizer 1173R: To size with replica sizer 1173R, pass the barrel
partion of the sizer through the mitral annulus so that the lip of the sizer, which
simulates the sewing ring portion of the bioprosthesis, rests on the superior
aspect of the annulus (Figure 12a).

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 (Ref. 8). When
using these techniques, it is recommended to re-size the annulus to avoid
oversizing of the bioprosthesis. The consistent performance of the PERIMOUNT
mitral bioprostheses makes oversizing unnecessary to achieve the desired
hemodynamic performance in most patients (Table 9 and 10).

Due to the elastic nature of a chord, it may be extended by the Tricentrix holder
system during implantation but retract back around the post once the holder is
removed, entrapping leaflets and impairing function. Sizers 11738 and 1173R are
made of a transparent material to allow visualization of the subvalvular apparatus
during sizing. Make sure no chord will be in the way of the struts.

Caution: Exercise spedzl care when using subvalvular apparatus preservation
technigues 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 requrgitation.

Caution: Because of the intense temperature and lighting conditionsin the
operating field, the bioprosthesis should be irrigated frequently (every 1 to
2 minutes is recommended) en both sides with sterile physiological saline
to keep the valve moist during the implant procedure,

Proper orientation of the bioprosthesis

Caution: The wireform frame of the Magna Mitral Ease bioprosthesis is symmetrical,
and the three commissure supports (struts) are equally spaced. However, the sewing
ring is designed for a specific orientation of the bioprosthesis. The scalloped part of
the sewing ring, between the two silicone protrusions, should be placed across the
intercommissural anterior portion of the annulus and straddle the left ventricular
outflow tract.

The contrasting suture markers in the sewing ring are intended to aid in proper
orientation and denate a typical intercommissural distance. However, this distance
may vary for each individual patient. On the left side, two dlose black sulures indicate
where the first stitch should be placed and correspond to the anterior commissure,
On the right side, only one black suture indicates the approximate focation of the
posterior commissure. Using these orfentation aids, the third post should naturally
fall in place in or around the middle of the posterior leafiet location,



Caution: Special care must be exercised to avoid pladng a strut in frent of the left
ventricular outflow tract, as it may impair the long-term hemodynamic performance.

A black suture guide line circles the sewing ring. When placing sutures through the
sewing ring, sliding drag forces are reduced when sutures are placed straight through
the sewing ring and in the region from the suture quide line to the outer portion of
the sewding ring. Irrigation with saline can further reduce suture drag forces.

Firm tension must be maintained on the sutures as the bioprasthesis is lowered
inta the annulus; this minimizes the potential for formation af suture laaps that
might entrap a leaflet. This, when combined with the fully retracted stenl posts
when the Tricentrix holder system is in place, helps quide the suturesinto their
carrect position behind the struts and onto the sewing ring.

Remove the handle prior to tying the sutures, The handle and blue adapter must
be removed as an assembly. Maintain the bioprosthesis placement in the annulus
by gently placing forceps or gloved hands onto the holder and cutting the green
thread on the blue adapter (Figure 8). Remove the blue adapter and handle
assembly as one unit.

Caution: Avoid laoping or catching a suture around the open cages, free struts,
or commissure supports of the bioprosthesis, which would interfere with proper
valvular function, To minimize the potential for suture looping, itis essential to
leave the deployed holder in place until all knots are tied.

However, if leaving the holder in place obstructs the surgeon’s view, all the sutures
adjacent to each of the three frame struts must be tied down before cutting the
three green holder attachment threads to remove the holder.

Caution: If the deployed holder attachment threads are cut before these adjacent
sutures are tied down, the holder will no longer minimize the potential for suture
looping around the frame struts.

Spedial attention must be given to avoid tying the sutures on top of the comers of the
holder’s greylegs. Before tying each suture, examine the leaflets while holding the
twa strands of the suture under tension. Distortion or mavement of the leaflets during
this maneuver suggests that the suture is looped around a strut. At no paint before or
after holder removal should tension on the sulures be released as this may facilitate
formation of loops in the sutures and passible entrapment. 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.

Caution: When using interrupted sutures, it is important to cut the sutures dose
Lo the knots and to ensure that exposed suture tails will not come into contact
with the leaflet tissue (Ref. 8).

The Tricentrix holder system is removed as a unit at the completion of the suturing
procedure as follows (Figure 9):

1. Cuteach of the three (3) exposed green sutures using a scalpel or scissor placed
onlyin the cutting channel. Never attempt to cut a suture below a partially
separated holder as a part of the attaching suture may fall in the ventride.
Avoid cutting or damaging the stent or leaflet tissue when cutting the sutures.

2. When all three {3) attaching sutures have been propedy cut, remove the
Tricentrix holder system from the bioprosthesis asa unit, along with attaching
sutures, using sterile gloved hands or protected forceps.

3. following surgery, remove the holder and discard.

11.6 Return of Explanted Bloprostheses

Edwiards Lifesciences isinterested in obtaining 21l recovered dlinical specimens of
Carpentier-Edwards PERIMOUNT Magna Mitral Ease pericardial bioprostheses
model 7300TFX for nalysis. A written report summarizing our findings will be
provided to the physician upon completion of our evaluation. Please conlact
your local representalive for return of recovered bioprostheses. The explanted
bioprostheses should be placed into a suitable histological fixative such as

10% formalin or 2% glutaraldehyde immediately after excision and returned

to the company. Refrigeration is not necessary under these circumstances.

12, Patient Information

12,1 Registration Information

An Implantation Data Card isincluded in each device package for patient
registration. After implantation, please complete all requested information.
The bioprosthesis serial number is listed on the bioprosthesis packaging and on
the identification tag attached to the bioprosthesis, and is pre-printed on the
Implantation Data Card, Return the pre-addressed portion of the card to our
Implant Patient Registry. The remaining portions of the card are provided for
hospital and surgeon records. Upon receipt by the Edwards Implant Patient
Registry, a wallet-sized identification card will be produced for the patient,
This card allows patients to inform healthcare providers what type of implant
they have when they seek care, When a bioprosthesis is discarded or a previous
Edwards Lifesciences device s replaced, repert this information to the Edwards
Implant Patient Registry.

12,2 Patient Manual

Patient information materials may be obtained from Edwards or your
local representative.

13. Safety in the Magnetic Resonance (MR) Environment

MR Conditional

Non-dlinical testing has demonstrated that the Carpentier-Edwards PERIMOUNT
Magna Mitral Ease pericardial bioprosthesis model 73001FX is MR Conditional.
A patient with the Magna Mitral Ease bioprosthesis can be scanned safely,
immediately after placement of this implant under the following conditions:

«  Staticmagnetic field of 3 tesla or less.
«  Maximum Spatial gradient field of 720 gauss/cm.

«  Maximum MR system-reported whole-body-averaged spedific absorption
rate (SAR) of 3W/kq for 15 minutes of scanning.

In non-clinical testing, the Magna Milral Ease bioprosthesis produced a
temperature rise of less than or equal to 0.5°Cat a maximum MR system
reported whole-body-averaged spedific absorption rate (SAR) of 3W/kg for

15 minutes of MR scanning in a 3 tesla MR system (Excte, Software 63.0-0528,
General EHlectric Healtheare),

MR image quality may be compromised if the area of interestisin the same area
or relatively close to the position of the Magna Mitral Ease bioprosthesis.
Optimization of MR imaging paramelers is recommended,

Prices subject fo change without notice. This product is manufactured and sold
under one or more of the following US patents; US-Patent Hos. 5,928,281;

5,931,969; 5,961,549; 6,102,944; 6,210,957, 6,214,054; 6,245,105; 6,378,221;
6,409,758;6,413,275; 6,416,547; 6,547,827, 6,553,681; 6,561,970; 6,585,766;
6,837,902 6,878,168; 6,345,997; 6,996,925, 7,214,344; 7,658,763; 7,682 391;
RE 40570; and conesponding foreign patents, Additional patents are pending.
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Table 1: Observed Adverse Event Rates for MVR and DVR (Madel 6900) /
Tabell 1: Observerade komplikationsfrekvenser for MVR och DVR (Madell 6900) /
Tabel 1: Observerede upnskede haendelsesrater for MVR og DVR (model 6900)

All patients analyzed: N = 363 Cumulative follow-up: 1100 patient-years /

Alla analyserade patienter: N = 363 Kumulativ uppfaljning: 1100 patientdr /

Alle analyserede patienter: N = 363 Kumulativ opfelgning: 1100 patient-dr

Early Events / Late Events'/ Freedom from Event {9¢) (95% CIF*/
Tidiga Komplikationer / Sena Events'/ Ingen farekomst av kemplikationer (%) (955 CIJ/
Tidlige haendelser Sene haendelser' Fri for haendelser (35) [95% (]!

Tofptyr/ | 1year(n=287)/ | Syears(n=141)/| 8years(n=18)/

Yhipat-dar/ | 13r(n=287)/ Sar(n=141)/ Sar(n=18)/
Complication / Kamplikation / Komplikation n % n 94/pt.-ir, 13rin=287) 55r{n=141) 83r(h=18)
Mortality (all) / Dddstal (alla) /
Dadelighed (ale 4 9.4 50 47 85.5(81.8,89.2] | 75.4[703,80.6) | 654(57.6,73.2]
Valve-related events /
Kiaffrelaterade komplikationer/
Klaprelaterede hendelser
Mortality (valve-related) / Dodstal (klaffrelaterad) /
Dadelighed (Kiaprelaterede) 0 0 16 15 97.7(96.0,99.4) | 95.3[92.8,97.8] | 91.9[87.5,96.4]
Explants / Explantationer / Eksplantater 0 0 8 0.7 98.7[98.0,99.3] | 96.7(95.3,98.0] | 95.6[53.9,97.3]
Reoperations / Omoperationer / Genoperalioner 2 0.6 12 11 97.196.2,98.1] | 95.1[93.6,96.6] | 93.0[90.9,95.1]
Anticoagulant-related hemorrhage /
Antikeaqulationsrelaterade blédningar / 2 0.6 9 08 97.1[95.2,99.0] | 97.1[95.2,99.0] | 94.1(88.2,100]
Antikoaqulantrelateret bladning
Endocarditis / Endokardit / Endocarditis 1 0.3 3 03 99.0[97.9,100] | 98.7[974,98.9] | 98.7[974,698.9]
Hemolysis / Hemolys / Hemolyse 0 0.0 1 0.1 99.7[99.0,100] | 99.7[99.0,100] | 99.7[99.0,100]
Honstructural dysfunction / Icke-strukturell
dysfunktion /Ikke-strukturel dysfunktion 0 0.0 3 03 100.0[100,100] | 99.3[98.0,100] | 98.3[95.9,100]
g"f"‘“““'a’ BRI i imagaal] 03 5 05 | 98.4[97.0,998] | 984(97.0,99.8) | 97.3[94.9,99.8]

erivalvulzr lzkage (alle)

Structural valve deterioration / Strukturel| 0 0.0 s 05 10000100, 100] | 97.6(952,100] 92.8(85.3,100]
klaffirsamring / Stukturel klapforringelse ) ) : ' e bk
Thromboembolism / Tromboemboli / 5 14 8 07 97.5[95.8,99.2] | 96.1(93.8,98.5) | 96.1(93.8,98.5]
Tromboembolisme
Thrombasis / Trombos / Trombiose 0 0.0 0 00 100.0(100,100] | 100.0(100,700] | 100.0 (100, 100]

Notes / Obs! / Beinaikninger:

%

Late event rates were calculated as linearized rates ($6/pt-yr) based on 10725 late patient-

years (>30 da

)./

stoperativel
Frekvensen far sena komplikationer berdknades som linjdr frekvens (%6/pat-dr) baserat p 1072,5 paIiealI? or sena kumpl]:kalinner (=30 daqar postoperativt). /
De sene handelsesrater blev beregnet som lineariserede rater (9/pt-3r) baseret pd 1072,5 sene patient-dr (>30 da?e postoperativt).
Freedom from event rates were calculated using the Kaplan-Meier method. Greenwood's formula was used for caleulation of the standard errors of these estimates, /
Frekvens for ingen forekomst av komplikationer berdknades med Kaplan-Meier-metoden. Greenwoods farmel anvandes for berdkning standardfelberakningar. /
Fii for heendelsesrater blev beregnet med Kaplan-Meier-metoden. Greenwoods formel blev brugt til beregning af standardfejl i disse estimater.

n = number of events, /
n=antal komplikationer. /
n= antal haendelser.
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Table 2: Observed Adverse Event Rates (Model 6900P) /
Tabell 2: Observerad nagativ hindalsegrad (Modell 6900P) /
Tabel 2: Observerede ugnskede handelsesrater (model 6900P)
All patients analyzed: N = 209 Cumulative follow-up: 873.18 total pt-yrs /
Alla analyserade patienter: N = 209 Kumulativ uppfoljning: 873,18 totalt pat.-&r /
Alle analyserede patienter: N = 209 Kumulativ opfolgning: 873,18 total pt-dr.

Early Events / Late Events'/ Freedom from Event (%) [95% CI]*/
Tidiga Komplikationer/|  Sena Events'/ Ingen fdrekomst av komplikationer (%6) (95% C1)'/
Tidlige handelser Sene hendelser' Fri for haendelser (%) [95% Q1"
So/pt-yr/ 1year/ S years/
%/pat-dr/ 1ar/ Sdr/

Complication / Kemplikation / Kemplikation n* % n %lpt-3r/ 14 54
Mortality (all) / Dadstal (alla) /
Dodelighed (alle) 3 14 45 53 93.2(88.8,95.9] 74.4[66.9,80.5]
Valve-related events/
Klaffrelaterade komplikationer/
Klaprelaterede handelser
Mortality (valve-related) / Dadstal (klaffrelaterad) /
Dadelighed (laprelaterede) 1 0.5 12 14 98.5[95.5,99.5] 92.0(86.2,95.5]
Explants / Explantationer / Eksplantater 1 0.5 8 0.9 97.5(94.0,98.9] 96.5[92.2,98.5]
Reoperations / Omoperationer / Genoperationer 0 0.0 0 0.0 100.0 [100,100] 100.0 [100,100]
Bleeding Events / Bladningstillfallen /
Bladiridehzridelsit 5 24 LB 15 96.1[92.3,98.0] 91.9186.5,95.2
Endocarditis / Endokardit / Endocarditis 1 0.5 3 04 99 5 [96.6,99.9] 97.1[92.1,98.9]
Honstructural dysfunction / Icke-strukturell dysfunktion /
Ike-strukiurel dysfntion B LA BN L. 9.5[26:4309) 951964391
Perivalvular leak (al) / Perivalvulirt lickage (all2) /
Perivalvulaerlzkage (lle) 1 05 2 02 99.5[96.7,99.9] 98.4[95.2,99.5]
Structural valve deterioration / Strukturell
Kaffdrsamring / Strukturel klapforringelse 0 00 ! 02 100.0 [100,100] 99.0(93.2,99.9]
Thremboembalism / Tromboemboli /
Tiibisarmbielicie 4 19 12 14 97.0[93.5,98.7] 91.3[85.8,94.7]
Thrambesis / Trambos / Trombose 0 0.0 0 0.0 100.0[100,100] 100.0 [100,100)

Hates / Obs! / Bemarkninger:;
1. Late event rates were calculated as linearized rates (36/pt-yr) based on 856.24 late patient-years (>30 days postoperatively). /
Frekvensen fir sena komplikationer berdknades som linjar frekvens (3/pat-ar) baserat pd 856,24 patientdr fiir sena komplikationer {>30 dagar postoperativi). /
De sene hendelsesiater blev beregnet som lineariserede rater (36/pt-dr) baseret pd 856,24 sene patient-3r (>>30 dage postoperativt),
2. Freedom from event rates were calculated using the Kaplan-Mefer method. Greenwood’ formula was used for calculation of the standard errors of these estimates. /
Frekvens far ingen forekomst av komplikationer berdknades med Kaplan-Meier-metoden. Greenwoods formel anvéndes for berakning standardfelberakningar. /
Fii for handelsesrater blev beregnet med Kaplan-Meier-metoden. Greenwoods formel blev brugt til beregning af standardfejli disse estimater.
3. n=number of events. /
n = antal kemplikationer. /
n = antal handelser.
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Table 3: Preoperative Patient Demographics (Model 6900) /
Tabell 3: Preoperativ patient demografi (Modell 6900) /
Tabel 3: Praeoperative patientdemografier (model 6900)

Study Characteristics (N = 363; 1100 pt-yrs.) /
Studiens egenskaper (N = 363; 1100 totala pat-ir) /
Undersagelseskarakteristika (N = 363; 1100 total pt-r))

Variable / Variabel / Variabel Category / Kategori / Kateqori n 85 (n/N)'
Age atimplant (N =363) / :
Nidervid implantat (N = 363) Mean £30 ’d Genomsaitt £:50/ 6614107
Alder ved implantat (N = 363) Nidde}: 5D
Gender /K6n /Xen Sl i 21151 58.45%/41.6%
Diagnosis/Eticlogy /
Diagnosetiologi / None /Inga / Ingen 30 8.3%
Diagnose/xtiologi Stenosi
& i a 2515
Regqurgitation / !"eg‘urgitanon / 184 5074
Requrgitation
Mixed Disease / Il?.la ndad sjukdom / 58 16.0%
Here forskellige sygdomme

Note / Obs! / Bemaerk:

1. n=number of patientsin each category; N = tatal number of study patients. /
n = antalet patienter | varje kategori; N = totalt antal patienter i studien. /
n = antal patienter i hver kategori; N = total antal patienter i undersagelsen.

Table 4: Preoperative Patient Demagraphics (Model 6900P) /

Tabell 4: Praoperativ patient demografi (Modell 6900P) /
Tabel 4: Praaperative patientdemografier (model 6900P)

Study Characteristics (N = 209; 873.18 pt-yrs.) /
Studiens egenskaper (N = 209; 873,18 totala pat-dr) /
Undersegelseskarakteristika (N = 209; 873,18 total pt-ir.)

Variable / Variabel / Variabel Category / Kateqori / Kategori n % (n/M)'
Age atimplant (N = 209) / ’
Alder vid implantat (H = 209) / St Sk} G‘*"ims"'“i sy 714+94
Alderved implantat (H = 209) R0
Gender / Kon / Kan F“"atf{’lf;i':n’:;]‘:ﬁ'klsz"a" ! 13871 66.03/34.0%
Diagnosis/Eticlogy / Mived Disease / Blandad sjukdom / 4 23.0%
Diagnos/etiologi / Flere forskellige sygdomme T
Diagnose/xtiologi i itati
q 0g Regurgitation / Feglurgltalmn / 11 57.0%
Requrgitation
Stenasis / Stenas / 32 15.3%
Stengse
Valve Dysfunction / Funktionsrubbning 8 3.8%
i klaffen / Fejlfunktion af Kiap i

Note / Obs! / Bemzerk:

1. n=number of patients in each category; N = total number of study patients. /
n = antalet patienter ivarje kategori; N = totalt antal patienter i studien, /
n = antal patienter i hver kategori; N = total antal patienter i undersagelsen.
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Tahble 5: Operative Patient Demographics (Model 6900) /

Tabell 5: Operativ patient demografi (Modell 6900) /
Tabel 5: Operative patientdemografier (model 6900)

Study Characteristics (N = 363; 1100 total pt-yrs.) /
Studiens egenskaper (N = 363; 1100 totala pat-dr) /
Undersegelseskarakteristika (N = 363; 1100 total pt-dr.) /
Variable /Variabel /Variabel | Category / Kategori / Kategori n % (n/M)'
oot/ Reumausktincidee | Prebean/ 15 37.2%
Rtiologf Galdification / Forkalkning / Forkalkning ) 206%
Degeneration / Férsdmring / Degeneration 50 13.8%
Endocarditis / Endokardit / Endocarditis 39 10.7%
Failed Bioprosthesis / Misslyckad bioprotes / Mislykket bioprotese 15 4.1%
i;;l:“r:iils{kﬁ:::e[l)igsi!;e! lschemisk hjartsjukdom / " 3.9%
;nl}[ltglnibggglrt;nglgyfs / Medfadda abnormiteter / 8 2.2%
Other / Ovrigt / Andet 44 12.1%
igfri;clom :al;)t Pméedur;e;’! None /Inga / Ingen 200 55.1%
lidnichucdes] | o Z
Tricuspid Repair / Tricuspis-reparation / Trikuspidal reparation 61 16.8%
I 2:::_:2: :Iact?:lllglr?;uﬁ 5Tep 1 Ballongpumpi aorta / 17 47%
Pacemaker*/ Hjdrtstimulator'/ Pacemaker' 6 1.7%
Aortic repaii/replacement / Reparatian/utbyte av aorta /
Aortareparation/udskifining 5 1.4%
Aneurysm Repair / Reparation av aneurysm / Aneurismereparation 4 1.1%
Other / Ovrigt / Andet 3 8.5%
EL?:mst;n Dﬁod[l[c_iitiap;‘ / None /Inga / Ingen 122 33.6%
Prael-eksgisterendlelgg;dilions’ CAD'/CABG n 19.8%
Hypertension / Hypertoni / Hypertension 61 16.8%
Atrial Fibrillation / Férmaksflimmer / Atrieflimmer 53 14.6%
Previous MI* / Tidigare MI* / Tidligere MI* 45 12.4%
Cerebrovascular Disease / Cerebrovaskuldr sjukdom /
Cerebrovaskulzr sygdom 36 9.9%
Other / Ovrigt / Andet 234 64.5%
Valve Size (mm) / 25 22 6.1%
pseieom |2 e 3%
13 137 37.1%
1 81 22.3%
3 13 3.6%

Notes /0bs! / Bemarkninger:

17 n number of patients in each category; N = total number of study patients. / n = antalet patienter i varje kategori; N = totalt antal patienter i studien. /
= antal patienter i hver kategori; H = total antal patienter i undersogelsen.

[= BN ST ]

; Ma)r be more than cne patient / Kan vara mer @n en per patient / Kan det vare mere end en pr. patient

. CABG = Corcnary Artery Bypass Graft / CABG = Bypassqraft i koronarartdr / CABG = Coronary Artery Bypass Graft (bypassgraft i koronararterie)
. Permanent or temporary / Permanent eller temporart / Permanent eller midlertidig
. CAD = Coronary Artery Disease / CAD = Sjukdom i keronarartar / CAD = Coronary Artery Disease (koranarartericlidelse)
. MI=Myocardial Infarction / M1 = Hjartinfarkt / Ml = Myacardieinfarkt
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Table 6: Operative Patient Demographics (Model 6900P) /
Tahell 6: Operativ Patient demografi (Modell 6900P) /
Tabel 6: Operative patientdemografier (model 6900P)

Study Characteristics (N = 209; 873.18 total pt-yrs.) /
Studiens egenskaper (N = 209; 873,18 totala pat-ar) /
Undersagelseskarakteristika (N = 209; 873,18 total pt-dr) /
Variable /Variabel /Variabel | Category / Kategori / Kategori n % (n/N)"
Elinlﬂgf ! Calcified / Férkalkning / Forkalket 38 18.2%
E{{mif Congenital / Medfodd / Medfodt [ 0.5%
Degenerative / Degenerativ / Degenerativ 105 50.2%
Endocarditis Remote / Hjarhinneinflammation / Endocarditis fjemt 10 4.8%
Ischemic / Ischemisk / lskemisk i2 5.7%
Rheumatic / Reumatisk / Reumnatisk 64 30.6%
Qther / Gvrigl / Andet 16 17.2%
E;Porlfargilt:r;’tr g{rgfiﬂl sr}e;’.-’ Hone/Inga/Ingen 9 43,5%
Ledsagende procedurer’ iaﬁiatk‘i":;s}iﬂﬁﬂ I;;;I;g?;; r{ Aortic Valve/Annulus lagning / 3 1.4%
(ARG 58 27.8%
Permanent Pacemaker / Permanent Pacemaker / Permanent pacemaker / 1 0.5%
Tricuspid Valve/Annulus Repair / Tricuspid klaff/annulus reparation /
Trikuspidalklap/Annulusreparation 2 10.0%
Qther / Gvrigt / Andet 78 37.3%
Pre-existing Conditions’ / Hone /Inga /Ingen 17 8.1%
Befintiga Conditions /| Arythmias /vyt Aryimi % 155%
CAD* 85 40.7%
Cardiomyopathy / Kardiomypati / Kardiomyopati 13 6.1%
Congestive Heart Failure / Hjartsvikt som orsakas av blodstockning / 66 31.6%
Kongestiv hjertesvigt
Endocarditis / Endokardit / Endocarditis 14 6.7%
Myocardial Infarction / Myokardinfarkt / Hjerteinfarkt 2 10.0%
Peripheral Vascular Disease / Perifer karlsjukdom / Perifaer vaskulr sygdom 9 4.3%
Pulmonary Hypertension / Lunghypertoni / Lungehypertension 66 31.6%
Rheumatic Fever / Reumnatisk feber / Reumatisk Feber 16 7.1%
Systemic Hypertension / Systemisk lunghypertoni / Systemisk hypertension 49 23.4%
TIRTCOVA pL 11.5%
Other / Gwrigt / Andet 35 16.7%
Valve Size (mm}) / 25 L} 13.4%
Goptoncle o) |2 ] 177%
29 84 40.2%
n 43 20.6%
BE] 17 8.1%

Hotes / Qbs! / Bemarkninger:

1. n=number of patients in each category; N = total number of study patients. / n = antalet patienter i varje kategori; N = totalt antal patienteri studien, /
n=antal patienter i hver kategori; N = total antal patienter i undersogelsen,

LM e L B

. Maybe more than one patient / Kan vara mer an en per patient / Kan det vaere mere end en pr. patient
. CABG = Coronary Artery Bypass Graft / CABG = Bypassaraft i koronarartar / (CABG = Coronary Artery Bypass Graft (bypassarafti koranararterie)
. CAD = Coronary Artery Disease / CAD = Sjukdom i keronarartar / CAD = Coronary Artery Disease (koronararterielidelse)
. TIA =Transient Ischemic Attack / TIA = Hjarnischemi, overgdende / TIA = Transient iskzemisk anfald

. (VA = Cerebral Vascular Accident / (VA = Cerebral Vascular Accident / (VA = Cerebralvaskulrt tilfelde
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Table 7: Effectiveness Outcomes, Function NYHA (Model 6900) /
Tahell 7: Effektivitetsresultat, funktionell NYHA (Modell 6900) /
Tahel 7: Effektivitetsresultater, funktionel NYHA (model 6900)

Preoperative Assessment /

Postoperative Assessments / Postoperativ bedomning /

NYHA Functional Class / Preoperativ beddmning / Postoparative vurderinger
NYHA funktionell Klass / Prazoperativ vurdering 23/ 11123
HYHA funktionalitetsklasse Tto2Year /1 6ll 2 ar/ 110l 2 &r 5Year/5ar/Sar
n/l’ % n/N % M %
| 11/363 30 120/268 44.8 40N29 31.0
Il 737363 20.1 90/268 336 25/129 19.4
]| 192363 529 15/268 56 1129 08
v 841363 231 0/268 0.0 0n29 0.0
Not Available / j tillgangligt /
Ikke tilgangeliq 3/363 08 43/268 16.0 63/129 48.8
Hote / Obs! / Bemark:
1. n=number of patients in each category; N = total number of study patients. /
n = antalet patienter i varje kategori; N = totalt antal patienter i studien. /
n = antal patienteri hver kategori; N =total antal patienter i undersegelsen.
Table 8: Effectiveness Outcomes, Function NYHA (Model 6900P) /
Tabel 8: Effektivitetsresultater, funktionel NYHA (Model 6900P) /
Tabel 8: Effektivitetsresultater, funktionel NYHA (model 6900P)
Preoperative Assessment / Postoperative Assessment‘sf‘ Pastop_erativ bed@mning /
NYHA Functional Class / Preoperativ bedgmning / Postoperative vurderinger
HYHA funktionell klass / Pracoperativ vurdering 5cl13
HYHA funktionalitetsKlasse 1Year/1dr/13r SYear/5ar/ 5 dr
n/N' % nfi % nfl %
| 61209 29 86/187 46.0 30/96 313
Il 207209 129 £8/187 364 33/96 344
]| 1214209 57.9 8/187 43 6/96 6.3
Y 55/209 263 11187 0.5 0/% 0.0
Nat Available / Ej tillgangligt /
Ikke tilgazngelig 07209 0.0 241187 128 27/36 281

Hote / Obs! / Bematk:

1. n=number of patients in each category; N = total number of study patients. /

n = antalet patienter i varje kategori; N = totalt antal patienter i studien. /
n = antal patienter i hver kateqori; N = total antal patienter i underspqelsen,
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Tabla 9: Effectiveness Outcomes, Hemodynamic Results' (Model 6900) /
Tabell 9: Effektivitetsresultat, hemodynamiskt resultat’ (Modell 6900) /
Tabel 9: Effektive resultater, hemodynamiske resultater' (model 6900)

Hemodynamic Parameter / Results by Valve Size / Resultat i farhallande till Klaffstorlek / Resultater efter klapstorrelse
Hemodynamisk parameter /

Hamodynamisk parameter 25mm | 27 mm | 29mm | 31 mm 33mm
Discharge/Early Post-Implant (n= 130, 109 MVR® and 21 DVR’)/

Vid utskrivning/Tidigt efter implantationen (n = 130, 109 MVR’ och 21 DVR)/

Udskrivning/tidlig post-implantation (n = 130, 109 MVR and 21 DVR")

Mean gradient' /

Genomsnittlig gradient* / n=3 n=123 n=36 n=2 n=3
Middel gradient!

+ meansd/

+ genomsnitt =+ sd / 57412 42417 42417 36+10 7.5+58
- middel + sd

- min, max/

+ min, max/ 57 2,9 1,8 2,5 3.4
« min., maks.

EOA*/

EOA* / n=1 n=17 n=21 n=25 n=>5
EOA

- meansd/

+ genomsnitt % sd / 1.5 29+09 31409 25407 3.0+1.2
= middel + sd

« min, max/

= min, max/ 1.5, 1.5 13,41 14,4.2 15,38 16,49
= min., maks.

Requrgitation® /

Requrgitation® / n=3 n=28 n=>51 n=40 n=8
Regurgitation*

0 3/3 (100%) 23/28 (79%) 36/51 (719%) 30/40 (75%) 4/8 (50%)
1+ 013 (0%) 5128 (18%) 13/51 (2594) 7/40 (18%) 4/8 (50%)
2+ 073 (0%) 0/28 (0%4) 1/51 (2%) 340 (79%) 0/8 (0%)
3+ 013 (0%) 0/28 (0%) 1151 (2%) 0/40 (0%) 0/8 (0%
4+ 073 (0%6) 0/28 (056) 0/51 {0%0) 0740 (0%) 0/8 (0%)
ot available /

Ejtillgangligt / 0/3 (0%) 1/28 3%) 0/51 {0%) 0/40 (0%) 0/8 (0%)
Ikke tilgngelig
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Tahle 9: Effectiveness Outcomes, Hemodynamic Results' (Model §900), Continued /

Tabell 9: Effektivitetsresultat, hemodynamiska resultat' (Modell 6900), fortsattning /

Tabel 9: Effektive resultater, hamodynamiske resultater' (model 6900), fortsat

Hemodynamic Parameter / Results by Valve Size / Resultat i forhallande till Kiaffstorlek / Resultater efter klapstorrelse
Hemaodynamisk parameter /
Hamodynamisk parameter 25 mm [ 27 mm | 29mm | 31 mm I 33mm
3 to 6 Months Post-Implant Interval (n = 49, 42 MVR? and 7 DVR’) /
3 till 6 mdnader efter implantationen (n =49, 42 MVR" ach 7 DVR') /
3 til 6 méneders post-implanteringsinterval (n = 49, 42 MVR® og 7 DVR')

Mean gradient'/

Genomsnittlig gradient' / n=>5 n=19 n=15 n=5 n=2
Middel gradient!

« meanxsd/

+ genomsnitl + sd/ 6.4+17 5345 34+12 4+19 4+0

« middel + <d

« min, max/

« min, max/ 5,9 2,25 2,6 2,7 44

= min., maks.

LoN' S/

EOA'/ n=5 n=14 n=13 n=>5 n=2
EOA*

+ meansd/

+ genomsnitt + ¢d/ 2.9+0.8 26407 28+0.6 2.9+03 26%1

« middel +<d

+ min, max /

« min, max / 18,36 1.5.5 2,38 24,33 2,33

- min., maks.

Requrgitation® /

Requrgitation* / n=>5 n=21 n=15 n==6 n=2
Regurgitation®

0 315 (60%) 17421 (81%) 6/15 (40%) 416 (67%) 112 (50%)
1+ 0/5 (0%) 4121 (19%) 8115 (53%) 2/6 (33%) 0/2 (0%5)
24 115 (20%) 0/21 (0%6) 1115 (7%) 0/6 (0%) 12 (50%)
3+ 0/5 (0%) 0/21(0%) 0/15 (036) 0/6 (0%) 0/2 (0%)
4+ 1/5 {20%6) 0/21(0%) 0/15 ((¥h) 0/6 (0%) 0/2 (0%4)
Not available /

Ejtillgangligt / 0/5 (034) 0/21(0%) 0/15(0%) 0/6 {0%) 0/2 (0%)
Ikke tilgzngeliq

Continued on following page /
Forts. pé foljande sida /
Fortszttes pd naste side
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Table 9: Effectiveness Outcomes, Hemodynamic Results' (Model 6900), Continued /
Tabell 9: Effektivitetsresultat, hemodynamiska resultat' (Modell 6900), fortsattning /
Tabel 9: Effektive resultater, hamodynamiske resultater' (model 6900), fortsat

Hemadynamic Parameter / Results by Valve Size / Resultat i farhallande till Klaffstarek / Resultater efter klapstarrelse
Hemod[rnamisk parameter /

Hamodynamisk parameter 25 mm | 27 mm I 29mm | 31 mm 33mm
1 to 2 Year Post-Implant Interval {n = 131, 114 MVA*and 17 DVR")/

1 till 2 &r efter implantationen (n =131, 114 MVR’ och 17 DVRY) /

11il 2 &r efter implantation (n =131, 114 MVR" 0g 17 DVR’)

Mean gradient' /

Genomsnittlig gradient'/ n=3 n=40 n=47 n=27 n=4
Middel gradient*

- mean+sd/f

* genomsnitt - sd/ 52407 41416 35418 31414 21405
« middel + sd

« min, max /

- min, max/ 47,6 1,7 1,10 1,7 15,27
= min., maks.

Eon*/

EOA*/ n=2 n=13s n=46 n=29 n=S5
fon’

- meansd/

+ genomsnitt s/ 18204 23+06 26405 26407 25405
+ middel £ sd

- min, max /

+ min, max / 15,20 12,35 11,37 11,37 21,32
« min., maks.

Requrgitation* /

Requrgitation* / n=+4 n=42 n=>51 n=29 n=35
Requrgitation®
0 2/4 {50%) 31742 (745%) 36/51 (7154) 17/29(59%) 3/5 (60%)
1+ 1/4 (25%) 9742 (1%) 11/51 (21%0) 8129 (27%) 1/5 (20%)
1+ 1/4(25%) 2/42 (5%) 4/51 (8%) 2{29(7%) 1/5 (20%)
I+ 074 (0%) 0/42 (0%) 0/51 (0%) 2/29(7%5) 0/5 (0%)
4+ 074 (0%) 0/42 (0%) 0/51 (0%6) 0/29(0%) 0/5 (0%%)
Not available /
jtillgangligt / 0/4 (0%) 0/42(0%) 0/51(0%) 0129 (0%) 0/5 (0%)
Ikke tilgengelig
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Table 9: Effectiveness Outcomes, Hemodynamic Results' (Model 6900), Continued /
Tabell 9: Effektivitetsresultat, hemodynamiska resultat' (Modell 6900), fortsdttning /
Tabel 9: Effektive resultater, haamodynamiske resultater' (model 6900), fortsat

Hemodynamic Parameter / Results by Valve Size / Resultati farhallande till Klaffstorlek / Resultater efter klapstarrelse

Hemodynamisk parameter /

Hamodynamisk parameter 25mm l 27 mm | 29mm I 31 mm 33mm
5 Year Post-Implant Interval {n = 11,9 MVR* and 2 DVR") /

§ dr efter implantationen (n = 11,9 MVR® och 2 DVR?)/

5 ar efter implantation {n= 11,9 MVR’ og 2 DVR')

Mean gradient*/

Genamsnittlig gradient* / n=0 n=6 n=5 n=0 n=0
Middel gradient'

« meansd/

« genomsnitt £ sd/ " N/A 8.8+8.1 5.1%23 /A N/A

« middel + sd

= min, max/

« min, max/ NIA 4,25 3,8 N/A N/A

« min., maks.

EOA*/

EOA*/ n=0 n=1 n=4 n=>0 n=0
EQA

» meantsd/

« genomsnitt = sd / N/A 20£15 2.9+0.6 N/A N/A

« middel + sd

« min, max/

+ min, max/ NfA 1.0,3.1 21,35 HNIA N/A

« min., maks.

Requrgitation® /

Requrgitation® / n=0 n=§ n=5 n=0 n=0
Regurgitation*

0 0/0 (0%) 4/6 (66%) 2/5 (40%) 0/0(0%) 0/0 (0%)
1+ 0£0 (0%) 1/6 (17%) 315 (603%) 0/0 (0%) 0/0(0%)
2+ 0/0 (0%) 116 (17%6) 0/5 (0%) 0/0(0%) 0/0 (0%)
3+ 070 (056) 0/6 (0%) 0/5 (0%) 0/0 (0%) 0/0 (0%)
4+ 0/0 (0%) 0/6 (%) 0/5 (0%) 0/0(0%) 0/0 (0%)
Not available /
£ tillgangligt / 0/0 (0%) 0/6(0%) 0/5(0%) 0/0 (0%5) 0/0 (0%)
Ikke tilgzngelig

Notes / Obs! / Bemarkninger:

1.

(- V. R A ]

Hemodynamic evaluations were performed using transthoracic echocardiography (TTE) and in some cases, transesophageal echocardiography (TEE). /
Hemodynamiska utvirderingar utfordes med hjalp av transtorakal ekokardiografi (TTE) och i vissa fall med transesofageal ekokardiografi (TEE). /
De hazmodynamiske evalueringer blev foretaget vha. transtorakal ekkokardiografi (TTE) og i visse tilfzlde transosofageal ekkokardiografi (TEE),

. MVR = mitral valve replacement / MVR = mitralisklaffbyte / MVR = mitralklapudskifining

. DVR= double valve replacement / DVR = dubbelt klaffbyte / DVR = dobbelt klapudskifining

. Mean gradient in mmHg / Genomsnittlig gradient i mmHg / Middelgradient i mmHg

. EOA: Effective Orifice Area, em’ / EQA: Effektiv 8ppningsyta, em’ / EOA: Effektivt orificium-omrdde, em’
. Regurgitation = none, 0; mild, 1+ moderate, 24+; moderate/severe, 34 severe, 44/

Requrgitation = ingen, 0; mild, 14-; mattlig, 2-+; mattlig/allvarlig, 3+; allvarlig, 4+ /
Regurgitation = ingen, 0; mild, 14; moderat, 2+; moderat/alvorlig, 3+ alvorlig, 4+
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Table 10: Effectiveness Qutcomes, Hemadynamic Results (Model 6900P)' /
Tahell 10: Effektivt resultat, hermodynamiskt resultat (Modell 6900P)' /
Tabel 10: Effektivitetsresultater, haamodynamiske resultater (model 6900P)'

Hemodynamic Parameter /
Hem ugjdynamisk parameter /
Hazmodynamisk parameter

Results by Valve Size / Resultat i forhallande till klaffstorlek / Resultater efter kiapstarrelse

25mm

|

27 mm

29mm

Bimm | 33mm

Discharge/Early Post-Implant /
Utskrivning/Tidigt efter implantationen /
Udskrivning/tidligt post-implantat

Mean gradient’ /
Genomsnittliq gradient’ /
Middel gradient’

n=283

n=16

« meanzsd/
« genomsnitt +sd /
+ middel + sd

6.411.87

44x1.52

344147

3.3£1.20 40+1.38

« min, max /
+ min, max /
« min,, maks,

3,10

1.96,8

14,9

1,7 15,69

EOA'/
EOA’/
EON

n=4§

n=2

n=177

n=16

+ mean=sd/
+ genomsnitt £sd /
« middel + sd

2.7+0.87

28+0.58

294093

24+0.52

« min, max /
« min, max /
« min,, maks.

1.46, 4.4

1.5,3.9

1.58,6

1.55,3.31

Requrgitation* /
Requrgitation* /
Regurgitation®

n=2

n=37

n=17

Trivial/Mone /
Trivialfingen /
Ubetydelig/ingen

19/27 (70%)

29137 (78%)

76183 (92%)

39/43 (91%) 15/17 (88%6)

1+ Mild/
Svaq /
Mild

6/27 (22%)

7137 (19%)

7/83 (8%)

4/43 (9%) 117 (6%)

2+ Moderate /
Moderat /
Moderat

1127 (4%)

1537 (3%)

0/83 (0%)

0743 (0%) 017 (0%)

3+ Moderate/Severe /
Moderat/Allvarlig /
Moderat/Alvorlig

0/27 (0%)

0/37 (0%)

0/83 (0%)

0/43 (0%) 1717 (6%)

4+ Severe
Aivartig /
Alvorlig

0/27 (0%)

0/37 (0%)

0/83 (0%)

0/43 (0%) 017 (0%)

Not available /
Ejtillgdngligt /
Ikke tilgengelig

1127 (4%)

0/37 (0%)

0/83 (0%)

0/43 (0%) 0117 (0%)
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Table 10: Effectiveness Outcomes, Hemodynamic Results (Model 6300P)', Continued /

Tabell 10: Effektivitetsresultat, hermodynamiskt resultat (Modell 6900P)', fortséttning /

Tabel 10: Effektivitetsresultater, haemodynamiske resultater (madel 6900P)', fortsat

Hemodynamic Parameter /
Hemodynamisk parameter /

Results by Valve Size / Resultat i farhallande till kiaffstorlek / Resultater efter klapstanelse

Hamodynamisk parameter 25 mm

2T mm

29 mm

I mm

33 mm

3 to 6 Month Post-Implant Interval /
3 till 6 manader efter implantationen/
3 til 6 maneder efter implantat

Mean gradient’ /

Genomsnittliq gradient’ / n=0

Middel gradient’

n=4

n=3

n=2

~ mean +sd/
« genomsnitt £ 5d /
= middel £ sd

442325

2.3+0.89

6.6+2.05

0+0

= min, max/
« min, max/
- min., maks.

25,15

13,3

0,0

LOA® /
EOA'/
EoN

n=0

n=3

n=3

n=1

« meantsd/
« genomsnitt £ sd/
+ middel + sd

0+0

241074

3.240.88

25+0.00

1.2+0.00

= min, max/
- min, max/
= min., maks,

2.3,4.05

247,247

122,1.2

Regurgitation*/
Regurgitation’ /
Regurgitation®

n=3

n=12

n=2

Trivial/Mone /
TrivialAngen /
Ubetydeligfingen

3/5 (60%)

2/3 (67%)

2/2 (100%)

22 (100%)

1+ Mild /
Svag/
Mild

1/5 (20%)

173 (33%)

072 (0%)

072 (0%)

2+ Moderate /
Moderat /
Moderat

1/5 (20%)

013 (0%)

0/2 (0%)

072 (0%)

3+ Moderate/Severe /
Moderat/Alivarlig /
Moderat/Alvodig

0/5 (0%)

043 (0%)

0/2 (0%)

0/2 (0%)

4+ Severe /
Allvarlig /
Alvorlig

0/5 (0%)

013 (0%)

0/2 (0%)

072 (0%)

Mot available /
j tillgangligt /
Ikke tilgngelig

0/5 (0%)

0/3 (0%)

0/2 (0%)

072 (0%)
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Table 10: Effectiveness Outcomes, Hemodynamic Results (Model 6900P)", Continued /
Tabell 10: Effektivitetsresultat, hermadynamiskt resultat (Modell 6900P)', fortsattning /
Tabel 10: Effektivitetsresultater, hamodynamiske resultater (model 6900P)', fortsat

Hemodynamic Parameter /
Hemodynamisk parameter /
Hemadynamisk parameter

Results by Valve Size / Resultat i farhallande till Klaffstorlek / Resultater efter kiapstarrelse

25 mm

27 mm

l

29mm

31 mm

l

B mm

1Year Post-Implant Interval /
1 r efter implantationen /
1 ar efter implantat

Mean gradient® /
Genomsnittlig gradient’ /
Middel gradient®

n=16

n=27

n=63

n=34

n=15

» mean£sd/
« genomsnitt +sd/
« middel £sd

594236

404145

3.0£1.61

33£1.26

344125

- min, max/
« min, max /
« min., maks.

312

2,7

1,12

15,7

19,63

EOA'/
LoA'/
EON’

n=3

n=21

n=59

n=32

n=15

« mean +sd/f
- genomsnitt +sd /
« middel +sd

23+0.16

2420.76

26+0.74

251067

23+0.83

+ min, max /
« min, max /
« min., maks.

209,24

1.27,4.76

15,57

12,38

Regurgitation* /
Requrgitation* /
Requrgitation’

n=20

n=28

n=65

n=16

Trivial/Mone /
Trivial/Ingen /
Ubetydeligfingen

17/20 (85%)

24/28 (86%)

53/65 (82%)

29/34 (85%)

13/16 (81%)

1+ Mild /
Svag/
Mild

3120 (15%)

3/28 (11%)

6/65 {9%)

3/34(9%)

316 (19%)

2+ Moderate /
Moderat /
Moderat

0/20 {0%)

0/28 (0%)

3/65 {3%)

234 (6%)

0/16 (0%)

3+ Moderate/Severe /
Moderat/Mlvarlig /
Moderat/Alvorlig

0/20 {0%)

0/28 (0%)

1165 {2%)

0/34 (0%)

0/16 {0%)

4+ Severe /
Mivarlig /
Aivarlig

0/20 {0%)

0/28 (0%)

0/65 (0%)

0/34 (0%)

0716 (0%)

Hot available /
Fj tillginglit /
Ikke tilgangelig

0/20 (0%)

1/28 {4%)

2065 (3%)

0/34 (0%)

0/16 (0%)

Notes / Obs! / Bemaerkninger:
1

. Hemadynamic evaluations were performed using transthoracic echocardiography (TTE) and in some cases, transesophageal echocardiography (TEE). /
Hemodynamiska utvirderingar ulfordes med hjalp av transtorakal ekakardiografi (TTE) och i vissa fall med transesofageal ekokardiografi (TEE). /
De hamodynamiske evalueringer blev foretaget vha, transtorakal ekkokardiografi (TTE) oq i visse tilfzlde transosofageal ekkokardiografi (TEE).
. Mean gradient in mmHg / Genomsnittlig gradient i mmHg / Middelgradient i mmHg
3. LOA: Effective Qrifice Area, cm’ / EQA: Effektiv ippet omrdde, cm?® / EOA: Effektivt orificium-omrdde, cm?
. Regurgitation = trivial/none, 0; mild, 1+; moderate, 2+; moderate/severe, 3-+; severe, 4+ /
Requrgitation = trivial/ingen, 0; svag, 1+; moderat, 2+; moderat/allvarliq, 3+; allvarlig, 4+ /
Requrgitation = ubetydelig/ingen, 0; mild, 14 moderat, 2+; moderat/alvorlig, 3+; alvorlig, 4+
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Figure / Figur 1

Nominal Specifications (mm)

@

Carpentier-Edwards PERIMOUNT Magna Mitral Ease Bioprosthesis, Model 7300TFX

Size 25mm 27 mm 29mm I mm 33mm
A. Stent Diameter (Wireform) 25 b 29 N 31
B. Tissue Annulus Diameter® 28 295 315 115 1S
(. External Stent Post Diameter (Tip) bl i 34 35 35
D. External Sewing Ring Diameter 36 38 40 42 44
E. Fifective Profile Anterior 7 75 8 85 8.5
F Effective Profile Posterior 10 10.5 11 1.5 1.5
U784 | 6 Toual Profile Height 15 16 17 18 18
* External Stent Post Diameter (Base)
Nominella specifikationer (mm) [ sv
Carpentier-Edwards PERIMOUNT Magna Mitral Ease Bioprotes, Modell 7300TFX
Storlek 25 mm 27mm 29mm N mm 33mm
A, Stentdiameter (trddform) 25 27 19 3 B1 |
B. Diameter, vivnadsannulus® 28 29.5 315 335 33.5
(. Yutre stentpelardiameter {spets) 29 3 34 15 35
D. Yttre suturringsdiameter 36 38 40 4 44
£ Effektiv framre profil 7 15 8 85 85
F Effektiv bakse profil 10 10.5 11 11.5 115
(P1078-42 | 6. 1otal profilhcja 15 16 17 18 18
*Yttre stentpelardiameter {bas)
Nominelle specifikationer (mm) @
Carpentier-Edwards PERIMOUNT Magna Mitral Ease Bioprotese, Model 7300TFX
Starrelse 25mm 27 mm 29 mm 31 mm 33mm
A, Stentdiameter {trddform) 25 7 9 3 31
B. Veevsannulusdiameter® 28 295 31.5 335 35
€ Ekstern stentstivers diameter {spids) 29 E1| 34 35 35
D. Ekstern suturrings diameter 36 38 40 12 44
E. Effektiv profil anterior 7 15 8 85 8.5
F  Effektiv profil posterior 10 10.5 n 115 15
(P1078-42 | 6. Total profilhojde 15 16 7 18 18

* Ekstern stentstivers diameter (bund)
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CP1089-28

Valve /
Klaft / Holder / Adapter /
Klap Hallare / Adapter /

Holder Adapter

(@ ©

Handle /
Handag /
Handtag

ﬁ:ii:e!! Kimma/ g | Tricentrix holder system /
Hylster S \ Tricentrix hallarsystem /

Tricentrix holdersystem

«  Holder / Hallare / Holder
Adapter / Adapter / Adapter
Post / Skaft / Post

«  (lip/Klamma / Klemme
Sleeve f Hylsa / Hylster

(P1089-6

Figure /Figur 3a

(P1089-3

Figure/ Figure 3b
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Locked / Last / Last (P1089-8 Unlocked / Olast / Ulast (P1089-9
CP1089-24

Figure/ Figur5
(P1089-25

Figure / Figur 6
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Figure /Figur7

(P1089-26

(P1089-27

"~ AMapter/
Adapter/
Adapter

7

Figure / Figur 8

CP1089-14

(P1089-15

Barrel /
Trumma /
Gylinder

Figure /Figur 10
Figure /Figur9 Replica Sizer 1173R / Replikatdimensionerare 1173R/ Attrapstarrelsesmaler 1173R
(P1089-16 (P1083-41 CP1083-17
w7 14171 ]
. Figure / Figur 12b
Figure / Figur 11 Flgu(e:‘ FFgur 1-‘?& < Annular Seating with Bareel Sizer /
Barrel Sizer 11738/ An_'ln ular Seall_ng with Hepl_u;a Slger / Ringformat site med cylindermatt /
Gylinder matt 11738/ Ringformat site med replika matt / Ringloimetindszztning med

Gylinder-stomelsesmaler 11738

Ringformet inds2tning med attrapstarrelsesmaler

cylinder-starrelsesmiler




(P1089-29

Model/ length / Lingd / Lzngde

e ) Y

Model Tum / an
Tommer
om( = 3 MODEL 1126 [j 1 7.0 17.8
17 9.1 23.2
— === s | ns | 2
umn 1.3 286
Figure /Figur 13
(P1089-2a (P1089-19
Figure / Figur 14 Figure /Figur 15
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Symbol Legend « Forklaring av symboler - Symbolforklaring

opened or
damaged. Do
not restedilize,

{arpackningen har
oppnatseller
skadats. Far gf
ormsteriliseras.

emballagen er dbnet
eller beskadiger. Ma
ikke resteriliseres.

LX)

English Svenska Dansk English Svenska Dansk
REF | Catalogue Number | Katalogaummer Katzlognummer GW Recommended Rekommenderad Anbefalet
Guidevire Size ledarstorlek ledetradssterrelse
Quantity Antal Anial
@ Size Storlek Storrelse
I Minimum Minsta Min. starrelse pé ==k T
Introducer Size introducerstorlek | indfarings-anordning | | Guidewire Ledar-kompatibilitet | Ledetrdds-
GWC Compatibility kompatibilitet
cm Usable Length Anvandbar lingd Brugstengde
il ’ : T Nominal Pressure | Hominellt tryck Nominelt tryk
For Single Endast far Kun til engangshiug
Use Only engangsbruk Rated Burst Angivet sprangtryck | Normeret
Pressute sprengningstryk
Attention, See (B! Se Bemaik, se
Instructions for Use | bruksanvisning brugsanyisningen Straight Rak Lige
Do not use if Anvand inte om Maikke anvendes, D i ieli
) [oeriecTen ]| Deflected fajd Bajelig
package is opened | forpackningen hvis emballagen er
or damaged har Gppnats abnet eller MR Conditional MR-saker MR-sikker
eller skadats. beskadiget. A m/forbehold
Caution: Federal (USA) law restricts this device to sale by ot on the % Recommended Rekommenderzd Anbefalet
Rx only order of a physidan. s Cuidewire Length | ledarlangd ledetrddslzngde
@ Exterior Diameter | Yilre diameter Udvendiq diameter Minimum Sheath Minsta hylsstodek | Min, hylsterstorrelse
Size
Inner Diameter Innerdiameter Indvendiq diameter -
Cona Q (atheter Shaft Size | Kateter-skafistorlek | Kateter-skaftstarrelse
.z | Storeinacodl, Forvara produkten | Skal opbevares koligt . 7 :
,;I( f dry place. saltochtart, og tor. OI Balloon Diameter Ballongdizmeter Ballondiameter
sTERILE! | Steiile Steil Steril Balloon Warking Ballongens Ballonens
Q Length arbetslangd aibejdslengde
Ethylene Oxide Steriliserad med Steriliseret med -
Steiilized elylenoyid ethylenoxid 2s°¢| Temperature Tempetatur- Temperatur-
ibe Limitation begrénsningar begransning
stemie [7] Irradiation Steriliseiad med Steriliseret med
Stetilized strélning bestrdling For use with size For anvandning Til brug med Edveards
P - | Bmm Edwards med Edwards tianskateterhjerteklap
Stetile Using Steam | Steriliserad med Steiil ved brug af 23 mm transcatheter kateterinfdrda starrelse 23 mm
PEIbLE H or Dry Heat angaellervarmluft | dampellertorvarme heart valve hjartkiatf, 23 mm
LOT| | LotHumber Latnummer Partinummer For use with size Fér anvandning Til biug med Edwards
26mm Edwards med Edwards transkateterhjerteklap
g Use By Anvand fore Udlabsdato transcatheter kateterinfirda starelse 26 mm
heart valve hjdrtklaff, 26 mm
SN Serial Humber Setienummer Serienummer
For usa with ¢ize For anvindning Tit brug med Edwards
H Manufacturer Tillverkare Producent 23mm or size med Edwards transkateterhjerteklap
Bmm ATT7| 26mm Edwards kateterinfarda steirelse 23 mm
European EU-auktoriserad Autoriseret transcatheter hjartklaff, 23 mm eller 26 mm
[ Ec TREP]| Authorized representant reprasentant heart valve eller 26 mm
Repusseniative i Euiopa @ Contains phthalates | Innehallerftalater | Indeholder phialater
Cantents sterile Innehallet érsterilt | Indholdet er sterilt
and nonpiyrogenic | ochicke-pyrogant o4 ikke-pyrogent, ‘g Hon-sterile Osteril Ikke-sterilt
if packageis om foipackningen | hvis emballagen
ﬁ? undamaged of ar oskadad och eruahent eller Mate: Hot all symbols may be included in the Iabeling of this preduct,
“'fwrl% ”“L‘Pf“fd- Do o} ?oppnad, Anvand gheﬁad#g@t. M3 ) « Obs! Alla symboler inkluderas eventuellt inte i produkimarkningen.
Eﬁ/ useif packageis | inteom ikke anvendes, hvis » Bemzerk: Alle symbolerne er muligyis ikke inkluderet pa produktmarkaterae,
gl
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