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TRANSLATION

Carpentier-Edwards PERIMOUNT Magna Ease Aortic Bioprothesis

(P1036 54

+ Van tim dong mach chi sinh hoec Magna Ease Pericardial Model 3300TFX
Chi sir dung mét lan duy nhat
Chi ban theo chi dinh cta bac si
1. M0 ta thiét bi
MBS hinh van tim sinh hoc dong mach chi Magna Ease Pericardial Model 3300TFX ctia Edwards

Van tim sinh hoc dong mach chu PERIMOUNT Magna Ease mau 3300TFX cuia Carpentier-Edwards (con
dugc goi 1a van dong mach chi Magna Ease) 1a mét van tim sinh hge nhén tao ba 14 lam tir mang ngoai
tim bod da duge bdo quén trong dung dich dém glutaraldehyde va gin vao trén mot khung linh hoat. Van
tim sinh hoc dugc xir 1y theo quy trinh Edwards ThermaFix, bao gdm xir Iy nhiét cia mé trong
glutaraldehyde va sir dung ethanol va polysorbate-80 (m{t chit hoat dong bé mdt). Van sinh hgc duge
déng gbi va khir tring dinh ky trong glutaraldehyde. Glutaraldehyde dugc chimg minh la vira lam giam
tinh khang nguyén ctia thudc sinh hoc xenograft mé va ting tinh dn dinh ctia mé (Tai liéu tham khao 10
& 12). Chi riéng glutaraldehyde da khéng dugc chimg minh 14 ¢6 4nh hudng hodc 1am giam tdc d§ voi
héa ctia van sinh hoc.

Khung dugc thiét ké twong thich voi 18 van ciing nhir v6i cac mép. Sy tuong (mg ctia céc by phan hé trg
nhdm muyec dich giam sbc ti tai cdc vi tri mép ciia van va I¢ cia cic 14 van (S6 tham chiéu: 42). Sy tuong
thich ciia 16 van nhiam dé giam d¢ cang trén 14 van. Thiét ké 15 van phii hop dya trén co s6 sinh ly va co
hoc cia van tim ty nhién va bdo céo kinh nghiém vé viéc cay ghép cic mé ghép ddng loai khong cé gia
dd (unstented homografts) (Tham khao 5 & 7).

Khung dang day nhe dugc 1am bang Elgiloy, mét hop kim chdng an mon, dugc chon vi hi¢u qua dan héi
vugt trdi va dic tinh khang lyc cta kim loai, va dugc phu béing vai polyester dét.

Mét dai mang méng Elgiloy / polyester bao quanh dé ciia khung ddy hd tro cho céu tric ciia 16 van.
Khung nay duge gin mot vong khdu mém bing cao su silicon, dugc phii mét miéng vai
polytetrafluoroetylen x&p, lién mach dé tao diéu kién cho sur xdm nhap va bao tron mé. Vong khau déng
mach chu di dugc cét di 16p vo dé phi hop véi gbe déng mach chi tu nhién, Tinh chét tudn thi cia vong
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khau tao didu kién thufin loi cho qué trinh ddng héa giiva van tim sinh hoc va mé dém bét thudng hodic mé
d&m canxi hoa.

Mot bo phéan tich hop diing dé giir van (tay cim/gia d&) dugc gén vio van bing chi khiu dé tao diéu kién
thudn lgi cho viéc xir 1y va khdu van trong qua trinh ciy ghép. Béc si phdu thuit cé thé tho tay cam/gia
d& ra mot cach d& dang (xem 11.2 Huéng déin xir Iy va chuén bj).

Pudng kinh vong van va chiéu cao tiét dién ctia vong van sinh hoc dong mach chit Magna Ease di dugc
giam dé tao diéu kién cho viéc cdy ghép & nhimg bénh nhan c6 gbe dong mach chii nho. Vong van cd ba
diém danh diu marker cach déu nhau d& hd trg cho viée dinh huéng.

2. Chi dinh khi sir dung

Van mang ngoai tim dugc chi dinh sir dung & nhimg bénh nhén bi bénh v& van tim. Bénh van tim déng
mach chu 1a bénh lién quan dén nhimg trudng hop sau: tic nghén van déng mach chui hofic hep van déng
mach chi; hé van déng mach chi, duge goi 1a trdo ngugc, bi suy tim hogic giam chitc ning tim; va s két
hop ctia ca hai, déi khi dugc goi 1a bénh hdn hop hoic tén thuong két hop.

Bénh van tim déng mach chi ¢6 thé duge giy ra boi bét ky nguyén nhén nao, bao gém c4c di dang bim
sinh, nhiém khuén béi c4c vi sinh vat, canxi h6a thodi hoa va bénh thip khép.

Van tim tr ngoai tim mac bd duge dic biét sir dyng & nhitng bénh nhan c¢é chdng chi dinh khi ding thudc
khéng dong lau dai hoc nhimg bénh nhan khé duy tri liéu phép khing dong.

Van sinh hgc dong mach chi Magna Ease duge sir dung cho nhiing bénh nhén bj bénh van ddng mach
chti ma du diéu kién dam bao dé thay thé van tu nhién cta ho bang mét van nhan tao. Né ciing dugc thiét
ké dé sir dung & nhimg bénh nhan c¢6 van dong mach chi nhan tao duge cdy ghép trude dé khéng con
hoat dong ddy dii va cin phéi thay thé. Trong trudng hop sau, van nhén tao duge cdy ghép trude dé duge
phau thudt cit bo va thay bing van nhén tao thay thé. Van sinh hoc nhan tao ¢6 thé duge céy ghép & vi tri
trén vong van (supra-annular) hodc bén trong vong van (intra-annular).

3. Chéng chi dinh

Khéng sir dung néu bac sT phau thuat tin ring diéu do s& trai véi loi ich t6t nhat cta bénh nhan. Quyét
dinh thuc té cho viée sir dung hodc khéng sir dung van tim sinh hoc ndy phai thuéc vé béc si phiu thuét,
ngudi ma co thé danh gia 1At ca cac rui ro khdc nhau, bao gdm ca giai phdu va bénh Iy da quan sét duoc
tai thoi diém phau thuét.

4, Canh bdo
Chi Diing Mt Lin

Thiét bi nay dugc thiét k&, du dinh va phan phéi chi cho mét 14n str dung. Khéng t4i khik tring hoiic tai
sir dyng thiét bj nay. Khong cé dir liéu nao tinh v6 tring, tinh khéng kich thich va chire ning ctia thiét
bi sau khi xir ly lai.

KHONG TAI SU DUNG VAN TIM SINH HQC NHAN TAO BANG BAT KY PHUONG PHAP
NAO. Viéc tiép xiic ciia van tim sinh hoc hoiic h@p chita sin phiAm véi bite xa, hoi nuée, ethylene



oxide hojic cdc chit khir tring héa hoc khic sé khién van tim sinh hge khdng con phu hop dé siv
dung.

KHONG DE VAN TIM SINH HQC TIEP XUC VOT NHIET PO CAO. Viée d& van tim sinh hoe
tiép xiic v6i nhigt d9 khic nghift sé khién thiét bi khéng sir dung duoe.

KHONG SU DUNG van tim sinh hgc nhiin tao néu tem niém phong hip bj rach.
KHONG SU DUNG van tim sinh hoe néu hét han sir dung.

KHONG SU DUNG van tim sinh hoe néu hdp chira san phdm bi ré ri, i héng hodic dung dich
glutaraldehyd khong hoan toan bao phii van tim sinh hge.

KHONG DPUQC d& van tim sinh hoc tiép xiic v6i bt ky dung dich, héa chiit, khing sinh, v.v., ngoai
triv dung dich lwu trir hojic dung djeh mudi sinh 1y vé triing, vi hw hong khong thé khiic phye ciia
cde md 14 van ¢6 thé khong rd rang khi kiém tra bing mét.

KHONG BUQC dé van tim sinh hoc bj khd. N6 phéi dwgc giir Am moi lic. Duy tri d§ 4m ciia md
biing edch twdi nwoe mudi sinh 1y v6 tring & ca hai miit 14 van.

KHONG PUA ONG THONG, dung cu tao nhip tim tam thdi, hofic bit ki dung cu phiu thujt nao
qua van tim sinh hoc ngogi trir gwong phiu thuit dwge siv dung dé kiém tra vi tri khiu thay van.
CAc thiét bi phdu thuét khéc cé thé gay ton thwong mé.

KHONG SU DUNG van tim sinh hoe néu né bi roi, nr héng, bi xi Iy theo bét ky edch nao. Néu van
tim sinh hoc nhin tao bi héng trong qu4 trinh dwa vao, dirng cb sira chira,

KHONG KEP CHAT cic l4 md eiia van sinh hge nhéin tao biing dung cy hoiie gy ra bét ky thiét
hai nio cho van tim sinh hoe. Ngay ¢ vét thiing mé nhé nhit ciing c6 thé bj to ra theo thdi gian va
lam suy giam déng ké chitc ning van tim sinh hoe.

Tai liéu l1dm sang chimg minh sy an toan va hiéu qua cua viéc str dung van tim sinh hoc nhén tao & bénh
nhéin duéi 20 tudi khéng cé sin; do d6, chiing t6i khuyén ban nén can nhéc can thin vé viée sir dung n6 &
nhirng bénh nhén tré tudi.
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Quyeét dinh cudi cung vé vi¢c sir dung van tim sinh hoc phai duge dua ra bdi béc si trén co sé cd nhéin sau
khi danh gid cin than cic rai ro cling nhu lgi ich ngin han va dai han cho bénh nhin va xem xét céc
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phuong phap diéu tri thay thé. D6 bén v& 1au dai ciia cée san pham van tim sinh hoe van chwra duoc chimg
minh.

Nhu véi bét ky thiét bj cdy ghép ndo, san phdm van tim sinh hoc ¢6 kha ning d4ap (mg mién dich.

Céc tac dung phu nghiém trong, doi khi s& dan dén viéc phai thay van tim sinh hoc méi va /hodc tir vong,
c6 thé lién quan dén viée sir dung van nhan tao (xem muc 6. Nhimg sir kién bét lgi). Mot 10i giai thich ddy
di vé loi ich va rai ro nén duge dua ra cho méi bénh nhan trude khi phiu thuét.

Laru y: Nén than trong khi sir dung van tim sinh hoe trong trudng hop tang huyét 4p dai tudn hoan nghiém
trong hoiic khi tudi tho ctia bénh nhan dur dodn dai hon tudi tho ctia van nhan tao (xem muc 7. Nghién clru
1dm sang).



Cén theo ddi y té cdn than va lién tuc (it nhét 14 hang ndm bai bac si) dé céc bién chimg lién quan dén van
tim sinh hoc nhan tao, déc biét 1a cdc bién chimg lién quan dén bién chimg, ¢6 thé duge chén doan va xir
tri ding,

Ngudi nhan van tim nhén tao dang trai qua qué trinh diéu trj nha khoa nén duge didu tri bang khang sinh
dur phong dé giam thiéu kha ning nhiém tring van nhén tao.

Ngudi nhan van tim sinh hoc nhan tao nén duoc duy tri diéu tri bang thubc khang ddng (trir trudng hop
chéng chi dinh) trong giai doan chira tri ban dau sau khi cdy ghép, khoang 2 dén 3 thang. Sau d6 nén
ngimg str dung thude khéng déng trong khodng thdi gian 10 ngay, ngoai trir & nhimg bénh nhén dugc chi
dinh bio vé bang khang déng vé thoi han, trong trudmg hop khong cé nhip tim va & bénh nhan bj giin
tAm nhi tri, canxi héa thanh tdm nhi hodc tién sir huyét khdi tdm nhi. Tuy nhién, liéu phap khéng déng
thich hop phai dugc xéc dinh boi béc st trén co s& cé nhan (tham khao 1).

Rira sach van bang nuée mubi sinh 1y, nhu dirge mé ta trong phan Ky thudt 13 bit bude trude khi ciy ghép
dé giam ndng dé glutaraldehyd. Khong c6 dung dich, thube, héa chat, khang sinh, v.v., ndo khdc nén
dugc thém vao dung dich glutaraldehyd hodic nude rira, vi c6 thé gay ton hai khéng thé khic phyc ddi voi
mo 14 van, c6 thé khong rd rang khi kiém tra bing mét.

5. Théan trong
+ Bén ngoai binh khong dugc v6 tring va binh khéng dugce dit trong khu vuc vo tring.
« Phai siic rira ddy di bing nuée mudi sinh 1y trude khi cdy dé giam ndng do glutaraldehyde.

» Phai loai bo hét 16p phui canxi con dong lai trong van ctia bénh nhan trude khi céy ghép dé tranh _t-:“m
thuong mé 14 van do tiép xiic véi 16p phi canxi.

« Glutaraldehyd c6 thé gay kich ung da, mét, mii va ¢é hong. Tranh tiép xtc kéo dai hodc lap di lap lai
hodc hit the phai dung dich. Chi str dung khi thong gié ddy du. Néu tiép xic v6i da xdy ra, ria ngay ving
bj anh hudng biing nude; trong truong hop tiép xtc véi mét, can duge chim soc y t& ngay 14p tie. DE biét
thém théng tin vé phoi nhi&m glutaraldehyd, vui long tham khao Bang dir liéu an toan thiét bi MSDI0424
c6 san tir Edwards Lifesciences.

» Van tim sinh hoc déng mach chii Magna Ease ¢6 mét cdu tao duy nhat duoc thiét ké dé phu hop véi bén
trén van hofc trong van bénh nhan. Céc bac si phau thuat nén quen thudc véi cac khuyén nghij vé kich
thudc va vi tri thich hop & vi tri (rén vong van hodic trong vong van. Tham khao phén Céy ghép thiét b
(11.3) dé biét thém chi tiét.

« Chi tién hanh thao tic van tim sinh hoc nhén tao bing céc dung cu ctia Edwards Lifesciences. Chi nén
str dung thuée do van tim ctia Edwards trong qué trinh lua chon kich thuée van tim; cac thuéce do kich ¢c&
van tim khéc c6 thé dan dén hra chon sai kich thudc van tim sinh hoc.

« Khi chgn van tim sinh hoe cho m§t bénh nhan nhét dinh, kich thuéc, tudi va tinh trang thé chit
ciia bénh nhin lién quan dén kich thwéc ciia van tim nhén tao phai dugc xem xét dé giam thiéu kha
niing thu duge mdt két qua huyét djng hoe dudi mire t6i wu. Tuy nhién, vige lya chon van tim sinh
hoc nhén tao cubi ciing phéi dwge thue hién béi béc si trén co sé ¢4 nhin sau khi ciin nhic cin thin
tit cd edc riii ro va lgi ich cho bénh nhan.



« Do tinh linh hoat tuong dbi ctia khung van, ¢in phai thye hién thit cin thin dé ngiin chin sw gip
hoije bién dang ciia gid do (stent) c6 thé dén dén su trao nguge, thay dbi huyét dong va / hodc thung 14
van 1am van nhén tao bj mét chirc ning . V& vén dé nay, phai tranh chon van qué to.

* Khoang céach ctia cac miii khau trong phfin dur cia 15 van va miii khau trong vong van phai duoc ndi can
than dé tranh bi gp 14 van hoiic 1am méo 16 van. Edwards Lifesciences dd nhan dugc bdo céo trong d6
nhimg mi khdu dém doc lap, kéo dai mot khoang cach tir 10 dén 15 mm, tao ra hi¢u tmg hinh ti lam nén
16 van sinh hoc nhén tao.

« Khi str dung k¥ thuat miii khau roi, can hwu ¥ cét chi khau gan véi nut thit va dé dam bao rang cic doan
chi khau thira ra bén ngoai s& khéng tiép xiic véi mé 14 van. Céc truong hop da duge béo cdo trong dé van
tim sinh hoc nhén tao hinh thanh hé van nghiém trong va phéi dugc thay thé do sy hao mon do tiép xtic
voi chi khdu (Tham khao 2).

« Khéng giéng nhir cdc van co hoc cimg, thanh gi4 d& (stent) mém va khong khéng lai sur xdm nhép cia
kim. Theo do, phai hét strc can than khi dua chi khau qua ria may dé tranh xdm nhép véo thanh bén cua
gia do (stent) va co the lam rach mé la van,

« Gidng nhu tit ca cac van nhén tao ¢6 1dng mé, thanh chéng (strut) tu do hoiic hd trg nép gép, can phai
duge thuc hién cdn than dé tranh 13p vong hodic vudng miii khdu xung quanh mép nbi, gdy anh huong
chire niing cia vong van.

« Gi4 d& (stent) cua van tim sinh hoe dong mach chui 1a ddi xtmg, va bd phan hé trg mép van (strut) céch
d&u nhau. Cac thanh chéng (strut) nén tuong tmg véi phin dur ciia cdc mép ty nhién dé khéng lam tic
nghén cdc mach vanh. '

* Thé s6 sé-ri duge giin vao vong may (sewing ring) ctia moi van tim sinh hoc bang chi khau. S sé-ri nay
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phii dugc kiém tra doi chicu vai sO sé-ri trén hii va trén the dir ligu dyng cuy cay ghép; néu cé bat ky sy
khac biét ndo duge ghi nhéin, khéng dugc sir dung van tim sinh hgc nhéan tao dé. Khong duge lay thé nay
ra khoi van tim sinh hoc cho dén khi s&p ciy ghép. Nén thuc hién cin than dé tranh lam vong khau van bj

cét hodc b réch trong khi g& bo.

« Cén xtr ly nhe nhang tt ca cac thiét bi cdy ghép. Néu van sinh hoc bi roi, i héng hodc xir 1y sai theo
bat ky cich nio, khéng duoe st dung no dé cdy ghép cho ngudi.

« Dya trén cdc bdo cdo trong tai liéu v& mo van (Tai liéu 3, 18, 23, 26, 48, 49, & 54), dudng nhur ¢6 sy gia
ting ty 18 canxi hda I4 van & bénh nhan dudi 20. Khi kha thi, nén trdnh tiém nhiéu ldn tinh mach véi thude
¢6 chira canxi trong giai doan héu phau, va nén trdnh tiéu thu qua nhiéu sira hogc sén phém sira & tré em.
Céc nghién ctm trén dong vit (Ref. 11) cho théy mirc canxi toan than cao c6 thé din dén kha ning van bj
canxi héa som.

6. Nhiing sy kién bt lgi
6.1 Nhiing sw kién bt lgi c6 thé quan sat duge

Ciing nhu tAt ca céc van tim nhan tao, cic téc dung phy nghiém trong, déi khi dan dén tir vong, ¢ thé lién
quan dén viéc str dung md van. Ngoai ra, cdc tdc dung phy do phan Gng cua timg bgnh nhan déi vai thiét
bi cdy ghép hodc do thay dbi vét ly hodic hoa hoc trong céc thanh phin, dic biét la céc thanh phan cé



ngudn gdc sinh hoc, ¢6 thé xay ra tai cic khoang thoi gian khic nhau (gi& hofic ngay), bit budc phai mé
ra va thay lai van nhan tao.

Céc trudng hop bét loi lién quan dén vige sir dung céc van sinh hoe mang ngodi tim PERIMOUNT cuia
Carpentier-Edwards duoc tdng hop tir cdc tai lidu va tir cie bdo cdo nhan dugc thén g qua hé théng giam
sit san phdm theo quy dinh ctia Hoa Ky (Lién bang) thiét lap Thuc hanh san xuft tét (Good
Manufacturing Practices), phan s6 820.198, bao gdm hep van, trdo nguoe do hé van | rd ri mang ngoai
tim, viém noi tim mac, tiéu mau, ngh&n mach, tic nghén do huyét khéi, chay mau do sir dung li¢u phap
khéng déng, va suy gidm chirc ning clia van do bién dang khi cdy ghép, nép gy trén dai Elgiloy hoiic do
hur héng vt Iy hodc héa hoe ctia phy kién van. Céc loai thodi héa mé bao gdm nhiém tring, canxi hoa, su
day 1&n, thiing, thodi hoa, sy mon chi khéu, ton thuong do dung cu va 14 van bi tach ra khéi try gia d&
(stent) ctia van. Nhiing bién chimg ndy ¢6 nhimg biéu hién 1am sang nhur tiéng tam thu bat thuong, the
dbe, gidm kha ndng véan dong, kho thé, khé thé khi ndm, thiéu mau, sét, réi loan nhip tim, xuit huyét,
thiéu mau cuc bg thodng qua, dot quy, liét, cung lugng tim thép, phit phéi, suy tim sung huyét suy tim va
nhdi mau co tim.

Luu ¥: Dya trén cdc bdo céo trong tai li¢u vé van sinh hoc (Tai liéu tham khao 3, 18, 23, 26,36,48, 49 &
54), dudng nhu c6 sy gia téng ty 1é canxi hoa 14 van & bénh nhan du6i 20 tudi. V& vin dé nay, cac nghién
clu trén déng vt (Tham khao 11) cho thiy mirc canxi trong mach hé théng cao c6 thé din dén van bj
canxi héa sém. Hon nifa, it nhdt mét bdo cdo dugc cong bb di mé ta méi quan hé tiém niing giia viéc bd
sung tiéu thy canxi hang ngdy va canxi hoa 14 van sém & ngudi trudng thanh (Tham khao 34). Khi kha
thi, nén tranh tiém tinh mach nhiéu 1an véi thude ¢6 chira canxi trong giai doan hiu phau; va tiéu thy qué
nhiéu sita hojc san phdm sira nén tranh & tré em. Hién tai khéng c6 dir liéu 1dm sang chimg minh kha
nang tang khang sinh ctia van tim déng mach chii Magna Ease ddi v6i canxi hoa so véi cée loai thube
sinh hoc ¢6 bén trén thi trudng khéc.

6.2 Céc bién ¢6 bét loi tiém 4n
Céc bién c6 bt loi ¢6 kha naing lién quan dén viée sir dung van tim sinh hoc nhén tao bao gdm:
« Pau thét ngue
« Réi loan nhip tim
= Viém ndi tdim mac
» Nhiém tring tai chd va / hoiic toan than
* Suy tim
« Huyét tan
» Thiéu méu tan huyét
* Xuét huyét
« Nhdi méau co tim

* L4 van nhén tao bi mic lai (sir va cham)



* Réi loan chitc nang phi cdu tric cua van
* Dich ri van nhéin tao

* Ro ri xung quanh van sinh hoc

* Hé van nhén tao

* Suy giam cu tric van nhén tao

» Huyét khéi trong van

» b6t quy

« Huyét khéi tic mach

Co6 thé nhiing bién chimg nay sé dén dén:
» T4i phiu thuat

. Céy mo ra

« Tan tat vinh vién

= Tir vong

7. Nghién ciru 1dm sang

Nhém bénh nhén phé duyét trude

Dt ligu 14m sang, trén 719 bénh nhén cin thay van dong mach chii (AVR) bing van tim nhén tao sinh
hoc mang ngodi tim bd Carpentier-Edwards ma 2700 véi thoi gian theo doi trung binh 1a 3.9 ndm, cho
thay ty 18 sdng s6t chung trong 6 nam 1a 73.7% = 2.0%. D liéu lam sang, trén 70 bénh nhan can thay
hai van (DVR) véi thoi gian theo dai trung binh 14 3.7 nam, cho thdy ty 1& séng s6t tinh todn chung
sau 6 ndm 13 67.2% + 6.5%. Dt liéu nhém bénh nhén duge phé duyét trude nay duge thu thip trong
khodng thoi gian tir thang 8 nam 1981 dén thang 1 nim 1989.

Trong quén thé AVR riéng biét, ¢ tong cong 455 (63.3%) nam va 264 (36.7%) nir v6i tudi trung binh
khi cdy ghép (+ do léch chuin) 14 64 (+ 12.4) tdi va pham vi tir 18 dén 90 tudi . Céc chi dinh thay
van 14 hep (63.4%), nén tré (16.3%), bénh hdn hop (15.3%) va rdi loan chirc nang van dong mach
chi nhén tao trude dé (5.0%).

Trong nhém DVR, ¢é tdng cdng 24 (34.3%) nam va 46 (65.7%) nir véi tudi trung binh (£ d§ léch
chuén) 12 62.9 (£ 12.7) tudi va tir 31 dén 94 tudi. Céc chi dinh thay van 13 hep (45.7%), nén tré
(25.7%), bénh hon hop (21.4%) va réi loan chire nang van déng mach chi nhan tao trude do (7.4%).
Céc phuong phap theo doi duge sir dung tai mdi 14n kham bao gdm thim bénh vién, dén vin phong
va lién hé qua dién thoai hodc thu vdi bénh nhén, gia dinh bénh nhéan hodc bac si dja phuong.

Béng 1 tom tét ty 1& bién chimg phiu thuat va sau phiu thuft déi voi nhom AVR va DVR biét lap. Ty
1& phiu thut dya trén 719 bénh nhén cho nhém AVR bi ¢6 l4p va trén 70 bénh nhin cho nhém DVR.
Ty 1& hau phau dya trén 2767.9 va 255.8 nim theo doi xay ra> 30 ngay sau khi cdy ghép cho céic
nhém AVR va DVR riéng biét twong tmg.



Béng 2 trinh bay, theo kich thudc van, dd chénh 4p trung binh duge bdo cdo trong siéu am tim dugce
thure hién trén bénh nhén trong nhém nghién ciru nay.

Théng tin vé phan loai chirc ning NYHA trude va sau phau thuit da duge thu thip cho nhém bénh
nhin AVR riéng bi¢t. O 220 bénh nhan, NYHA khéng dugc bao cdo (171 bénh nhan hét han va 49
bénh nhén khéng c6 sin). Trong s6 499 bénh nhan c¢6 phan loai chiic ning NYHA trudc va sau phiu
thuét duge béo cdo vao 14n theo doi cudi cung, 10 bénh nhin (2.0%) tdi té hon, 59 bénh nhén (1 1.8%)
gilr nguyén va 430 bénh nhan (86.2%) cai thién.

Bang 3 trinh bay dit liéu so sanh phén loai chirc ning NYHA trude phiu thudt véi phén loai chirc
niing NYHA sau phiu thuit & 14n theo doi cudi ciing.

Nhém bgnh nhan sau phé duyét

Edwards tiép tuc theo doi mét nhém sau khi duoc phé duyét gom 267 bénh nhan dugc thay van dong
mach chii (AVR) (ma 2700) tir bon trung tAm cia thir nghiém lam sang ban ddu cho van tim nhén tao
sinh hoc mang ngoai tim Carpentier-Edwards PERIMOUNT ké tir thang 11 ndzm 1981. Dan sé bao
gom 171 (64%) nam va 96 (36%) nir. Tudi trung binh ( d6 l&ch chudn) ciia nhimg bénh nhan nay tai
thoi diém cdy ghép 12 64.9 + 11.8 tudi va dao dong tir 21 dén 86 tubi. Tdng s6 140 ca tir vong xdy ra
tir ndm 1981 dén 1994, Ba muoi mét (22.1%) trong s6 140 ca tir vong duwoc xéc dinh ¢é lién quan dén
van. Ty 1é song s6t lién quan dén van la 83% sau 12 nam. Trong giai doan hidu phdu, 16 bénh nhan
phéi dugc cdy van ra. Mot sy kién da xdy ra do 1o quanh van, 2 do viém néi tAm mac / nhiém tring
huyét va 13 1 do réi loan chitc nang van. Ty 1& khéng cé ldy van ra duge tinh toan 1a 90% trong vong
12 nam.

Céc phuong phap theo ddi duge sir dung tai mbi lan kham bao gdém tham bénh vién, dén van phong
va lién h¢ qua dién thoai hodc thu véi bénh nhén, gia dinh bénh nhan hodc bic si dia phuong.

Bang 4 tém tit ty 1& bién chimg lién quan dén phiu thuat van (<30 ngdy) va sau phau thuat (>30
ngay). Ty 1& bién chimg tuyén tinh hoa sau phau thudt dya trén 2131.5 nam theo déi ctia bénh nhén.
Van tim nhén tao sinh hoc tir ngoai tim mac bo PERIMOUNT Carpentier-Edwards dugc cdy ghép
vdo nhém nay tir thang 9 nim 1981 dén thang 12 nam 1983 véi thdi gian theo dai trung binh 1a 8.1
nam. 267 bénh nhéan trong nhom co téng cong 2152 nam theo doi bénh nhan. Trong s& 127 bénh nhan
da diéu kién dé theo doi (khong dugc coi 1a da chét hodc cfiy van ra trude ban cdp nhét ndm 1994) 17
(13.4%) bénh nhén duge coi 1a di mit dé theo dai. Trong giai doan phiu thuft, c6 tam bién c& huyét
khéi tic mach, bdn bién chimg xuit huyét khang dong (HAC), mot ro quanh & bung va mét 1di loan
chire néng van. Trong giai doan hiu phdu ¢6 31 ca huyét khéi tic mach, tim ca xuét huyét do khang
ddng, bbn ca rd quanh tdi, hai ca tan mau, bay ca viém ndi tim mac va 53 ca rbi loan chtrc ning van &
38 bénh nhén. Rbi loan chirc nang van bao gf“Jm 23 bénh nhan ¢6 réi loan chitc nang van Imyét dong,
13 bénh nhan phi t4i phiu thuat/ 14y ra, va réi loan chirc ning van la nguyén nhan tir vong & hai bénh
nhén.

Trong khi ty 1¢ séng s6t tdng thé ciia bénh nhan 12 45% sau 12 nim, ty 18 tir vong lién quan dén van 1a
83%. Nhimg két qua ndy cho thdy nhém bénh nhan c6 biéu hién mic bénh tir nhidu rdi loan khéng
lién quan dén van. Ngodi ra, ty 1& bién chitg trong 12 nim khéng phai phiu thuat, thuyén téc huyét
khdi, viém ndi tim mac va HAC 14 trén 80%. 'y 1& khong bi rdi loan chirc nang van trong 12 nam la
78%.

Ty 1& ndy bao gdm tit ca c4c dang rdi loan chirc niing, bao gom 10 ri PV, trio ngugc, hep, mit chic
ning 14 van, voi héa va réi loan chirc ning khong x4c dinh. Sy cai thién trong phéan loai chirc ndng
NYHA ciing d& dugc chimg minh sau phau thuat. Bén muoi lam phén trdm bénh nhan & Phan loai 1
chite ning NYHA & tudi 12 sau khi cdy ghép van mang ngoai tim Carpentier-Edwards.



Dir liéu nay duge tdng hop vao thang 7 nam 1994 tir mét thir nghiém lam sang da trung tam do
Edwards Lifesciences thuc hién. Viéc theo doi nhom thuén tap sau phé duyét nay dang tiép tuc va céc
ban cdp nhat dinh ky s& c6 sin bing cach lién hé véi Edwards Lifesciences LLC, Phong Tiép thi Phau
thudt Tim mach, One Edwards Way, Irvine, CA 92614-5686

8. Cd nhén hoa trong diu trj.

Nhimg bénh nhan thay van tim nhan tao sinh hoc nén dugc duy tri diéu tri bing thude chdng dong
méu, trir trudng hop chdng chi dinh, trong giai doan diu sau khi cdy ghép, theo quyét dinh clia bac si
trén co s& c4 nhan. Piéu tri chéng déng mau va /hodc chong két tap tiéu cau dai han nén dugce can
nhdc cho nhimg bénh nhan gian nhi trdi, c6 tién sir huyét khdi, khéng cé nhip xoang, vbi héa vich
lién nhf, hodic ¢6 rung hodic cudng nhi. Quyét dinh sir dung van nhén tao sinh hoc cudi cting phai do
béc si dua ra trén co s& ¢ nhén sau khi danh gia cAn thén céc i ro va loi ich ngén han va dai han dbi
v6i bénh nhin va can nhic cde phuong phap didu tri thay thé (tham khao 7).

8.1. Quiin thé bénh dién hinh

Tinh an toan va hi¢u qua cua van tim sinh hoc ddng mach chu tir ngoai tdm mac bd Carpentier-
Edwards PERIMOUNT Magna Ease 3300TFX chua dugc thiét 1ap cho cdc quan thé cu thé sau vi né
chwa duge nghién ciru trong cac quén thé nay:

e bhénh nhéin dang mang thai;

e cdc ba me cho con bi;

e bénh nhin cé chuyén hoa canxi bét thudng (vi du, suy thin man tinh,

e cudng tuyén cén gidp);

e bénh nhan bi chimg thoai héa dong mach chu do phinh dong mach chi (vi dy: hoai tir trung gian
nang, hdi chimg Marfan);

o tré em, thanh thiéu nién hodc thanh nién

9. Tuvin thong tin bénh nhan

Nén theo ddi y té can than va lién tuc (it nhét 14 tham kham béc si hang nam) dé c¢é thé chin doan va
X1r tri ding céac bién chimg lién quan dén van, dic biét la nhimg bién chimg lién quan dén hu hong vat
liéu. Bénh nhédn thay van tim nhan tao sinh hoc ¢6 nguy co bj nhiém khuan huyét (vi dy, dang trai qua
céc thi thuét nha khoa) va cin duge tu vén vé liéu phap khang sinh dyu phong. Bénh nhin nén dugc
khuyén khich mang theo Thé dir liéu cdy ghép ctia ho moi ltic va thong bao cho nha cung cép dich vy
cham séc sirc khoe ctia ho ring ho ¢6 cdy ghép nhin tao sinh hoc hai 14 khi tim kiém dich vu chim
séc.

10. Céch thire cung cfip
10.1 C6 séin kich ¢& cdc ma sian pham

Van tim sinh hoc dong mach chu tir ngoai tdm mac bd Carpentier-Edwards PERIMOUNT Magna Ease
ma 3300TFX ¢6 sin cdc kich ¢& in trén nhan 19, 21, 23, 25, 27 va 29mm (Xem bing A vé céc thong sé).



10.2 Péng goi

Van tim sinh hoc déng mach chu Magna Ease duge déng géi v6 tring va khong gay di tng, dugc bao
quan trong glutaraldehyde, trong mot cai lo nhua cé dén kin.

M3i van tim nhén tao sinh hoc duge dung trong mdt thiing carton ctng véi nhiét ké hién thi nhiét do qua
mdt ctra s6 trén canh hop. Nhiét ké nhdm xdc dinh su tiép xtc véi nhiét d qua cao trong qué trinh vén
chuyén. Sau khi nhén dwoc van tim sinh hoc, ngay l4p tic kiém tra nhiét ké va tham khao nhin thing
carton dé xéc nhén tinh trang “Str dung”. Néu diéu kién “Sir dung” khéng o rang, khéng sir dung van tim
nhan tao sinh hoc va lién hé véi nha cung cdp dia phuong hoiic dai dién cia Edwards Lifesciences dé sip
xép cho phép tra lai va thay thé. Bét ky van tim sinh hoc ndo dugc tra lai cho Edwards Lifesciences phai
dugce van chuyén trong bao bi ban ddu ma né da duge nhén.

Cinh béo: Van tim nhan tao sinh hoc phai dugc kiém tra cin than trude phiu thuat dé 1am bing chimg vé
viée tiép xtic vdi nhiét d§ qua cao hodc cac hu hao khac.

Do ban chét sinh hoc cia van tim nhén tao sinh hoc nay va tinh nhay cam ctia né dbi véi tac dong vit 1y
va c4c didu kién méi trudong, né khong thé duoc tré lai, ngoai trir Iy do da néu & trén.

Luu y: Cac san phdm duge phét hién bi déng bang hodc nhiét do qua cao sau 3 ngdy ké tir ngay nhan
hang s& duogc coi la do diéu kién méi trudng trong tim kiém soat ctia khich hing va ¢6 thé dugc thay thé
v0i chi phi ctia khach hang.

10.3 Luu trir

Van tim nhén tao sinh hoc dong mach chi Magna Ease dugc bao quan & nhiét do 10°C - 25°C (50°F —
77°F). Nén kiém tra kho va ludn phién dinh ky dé dam bdo rang cdc van tim nhén tao sinh hoc duge sir
dung truée ngdy hét han duge déng trén nhan bao bi.

Canh bio: Khéng déng lanh. Ludn bao quan van tim sinh hoc & noi khé 4o, khéng bj 6 nhiém. Biét ky
van tim nhan tao sinh hoc ndo da bi déng lanh, hojic nghi ngd da duge déng lanh, khéng dugc ding dé
cly ghép cho ngudi.

11. Huéng din sir dung
1. Dao tao bdc st

Khéng yéu ciu dio tao diic biét cho van Magna Ease dong mach chi. Phuong phép sir dung van ndy ciing
dugc dat trén hodc trong vong van tuong ty nhu cde van dong mach chit nhén tao khéc.

2. Hudng dan xic Iy va chudn bi
Van nhén tao dugc tiét tring va dit vao | hdp nhya va dén kin lai. Truée khi mo ra, kiém tra cdn thin bao
bi xem ¢6 bi hu héng, 1o ri va chd niém phong bj khuyét.
Cén trong: van nhédn tao tir dd dung bi hu hong, 10 ri, khéng co di glutaraldehyde, hosic khong con
nguyén seal thi khong duge sir dung trén con ngudi.
Khuyén céo chi m& hép Magna Ease ra khi chic chan s& cy ghép. Diéu nay can thiét dé giam nhiém

khuin chéo, vi glutaraldehyde duge chimg minh khdng hoan todn 100% hiéu qua tiét tring tat ca cdc loai
nhi&m khudn chéo c6 thé xay ra. Khéng duoc thir tiét tring lai van nhin tao Magna Ease.



Van nhén tao va dung dich dung glutaraldehyde déu tiét tring. Phén ngoai ciia hdp dumg chua dugc tiét
tring nén khéng dé trong khu tiét tring.

G& niém phong va van dua van ra khoi hgp dung,

Str dung ging tay, gin tay cAm vao khép ndi clia van trong khi van van con ndm trong hdp dumg, dat tay
cAm vio khép vao xoay theo chidu kim ddng hd cho t6i khi ndo thdy dé can. Ding tay cam rit van ra
khoi hép, ding gang tay ndm 14y kep va van chat véi tay cdm, khéng viin van,

Mot khi tay cdm dugc gin vao van, khong go tay cam ra cho t6i khi quy trinh cdy ghép van hoan thanh.
Liic d6, tay cdm s& duoc ldy ra khoi phau trudmg.

Mau tay cam 1111 va 1126 (sir dung 1 [an) duge khuyén khich sir dung cho van déng mach chii nhan tzo.
Rt clip ra bing céch ndm l4y phan vién cta clip va kéo xubng song song véi van va bo clip di.

P& riva van, djit van vao chdu dung 500ml mudi sinh Iy tiét tring, ddm bdo van phdi ngdp hoan toan trong
dung dich muéi sinh 1y. Khi tay cdm va van déu nim trong bdn, chdm rii ding tay cdm khudy van trong
dung dich t4i thidu 1 phit. D4 bo dung dich, sau d6 lam lai quy trinh véi dung dich méi trong it nhat 1
phit. Van nén ndm trong dung dich cudi cling cho ti can thiét dé gitr van khang bi kho.

Cén than khong dé van tiép xiic voi day va canh chau trong khi khudy van.
3. Cdy ghép thiét bi

Vi tinh phirc tap va da dang trong quy trinh phéu thuét thay van tim, nén sy lya chon phuong thirc phﬁu
thuit (tudn theo nhimg canh béo, cin trong va phuong phap o llen) s& phu thudc vao sy lya chon clia mbi
bac si phau thudt. Tuy nhién céc budce co ban s duge tién hanh gom:

- CAt bd 14 van bj hu va nhimg cdu trac quanh van néu béc sT phiu thuft thiy cin thiét

- CAt bd nhirng phan bj can xi hoa tai phﬁn vong van dé dam bao cho viéc khiu van

- Sir dung dung cu do ciia Carpentier Edwards dé do kich ¢& vong van, ma 1113 dong mach chu.
Dung cu do ma 1133 c6 thé sir dung dé do cho viéc dit trong van hogc ¢ trén vong van, tly
thudc vao sir lua chon ctia bic st

Do lwang va cay gheép trén vong van:

Sur dung phuong phap dit van trén vong van thi vong khiu van s€ nam trén vong van, gitp t6i uu héa
dién tich 15 qua van. Van véi kich thuée Ién hon s& duge cdy ghép bing phuong phap nay so véi viée
dat van trong vong van. Véi kich c& van dugc ting 1én s& cai thién huyét dong luc. P& cdy ghép van &
vi tri trén vong van, dung cu do phai song song v&i vong van, va cdc phuong phdp do dudi day cén
duoc ap dung:

- Budc 1: sir dung ma 1133, sir dung d4u hinh try cta dung cu do cé kich thuée 16n nhét ma vira
vGi vong van. '

- Budc 2: médt khi da chon ddu hinh tru thich hop nhat, sit dung dung cu méd phong ¢é kich thuge
twong tmg véi dung cu do dé uém vao va dam bao phén khéu van vira khit véi vong van

- Budée 3: kiém tra néu cé thé ting kich thuée ciia van bing cdch tang kich thuéc cia dung cu mé
phdng va uém vao. Phai dam béo 16 mach vanh khéng bi che lai va khung van khéng anh hudng
dén thanh dong mach & doan khép néi xoang - éng. Néu dung cu mé phéng vira in thi sir dung
van Magna Ease véi ciing kich ¢&, con néu dung cu md phong khéng vira, diing lai kich thuée di
do & budc 2.



Str dyng phwong phép khau dém nim ngang dé dit van & trén vong van.
Do liecng vé cdy ghép trong vong van:

- Sir dung phuong phdp dit van trong vong van, toan bs van bao gém vong khau van déu nam
trong vong van. D& do kich ¢ ding cho phwong phap dat van trong vong thi ¢6 thé sir dung ca
dung cu do hinh tru hoic ddu dung cu md phong ma 1133.

- Dé do kich ¢& chinh xéc, dung cu do phéi song song véi vong van, va toan bd dung cu do bao
gdm ludn vong khau van gia dinh phai vira véi vong van.

- Strdyung phuong phap khau dé diit van & trong vong van

- Khau van vio ding vj tri bang ky thuat khau thich hop vao tranh nhimg van dé tiém tang dugc
ghi lai & phan cén trong.

Cén trong: Dudi diéu kién nhigt do va anh sang khéc nghiét ctia phong phau thudt, van cin dugc lam w6t
lién tuc (mdi 1 dén 2 phat) & ca 2 mit bing nude mudi sinh Iy va gitr &m trong sudt quy trinh phiu thuat.

Cén trong: Kiém tra tay cAm va dung cu do cé tin hiéu hu héng, duc, gay, nit khéng. Néu nhan thiy
dung cu do va tay cdm c6 ddu hidu bi xuéng cép thi thay béng dung cu khéc ngay.

Canh bdo: Khong thé dinh vi dugc céc manh v& clia dung cu do va tay cim bﬁng k¥ thudt hinh anh bén
ngoai.
G& tay cam/ khung giit ra

Khung gitr dugc dinh trong tay cdm va dugc théo ra chung véi nhau sau khi hoan thanh quy trinh khau
van vdi cdc bude nhu sau:

1. Sirdung dao md hoic kéo dé cit 3 cong chi trén khung giir
Cén trong;: Khi cét chi nhé can trong dé tranh ct tring khung va 1a van

2. Saukhi cit hét cong chi dinh véi van thi cling 14y tay cAm, khung giir va chi ra khéi co thé

3. Sau dé thdo khung gir ra va giuc bo. Néu sir dung tay cam ma 1111, thi rita va tiét tring tay cAm
sau mdi 14n sir dung lai.

11.4 Phu kién

- Dung cy do: tao diéu kién cho viéc lya chon van véi kich thude phi hop dé cdy ghép. Du cu do
ma 1133 cho phép quan sat truc tiép néu dung cu co6 vira voi vong van hay khong. Mau 1133
durge phét trién dé do chinh x4c van Magna Ease dong mach chu v6i da dang bénh nhan. Méi size
s& ¢6 1 tay can vai kich thude khdc nhau & phia cudi. 1 diu tay cdm 1a ddu hinh tru v6i vong gia
dinh vong khau van. Pau khéc cia tay cim 1a dung cu mo6 phong thiét lap lai vira vong khéu van,
chiéu cao van va vi trf cua khung stent. Dung cu do sé ¢ céc ¢¢ tuong tng voi kich thude cia
van Magna Ease (19, 21, 23, 25, 27, 29 mm)

- Tay cdm va khung giir van: bao gdm 2 phan, 1 phdn dinh vé6i van va ding 1 13n, va 1 tay cim c6
thé uén duge (mau 1111 dé tai sir dung va mau 1126 st dung 1 14n)

Chn trong: Tay cAm ma 1126 vo tring dugc sir dung mét 1an va khong duge tai sir dung.
11.5Huéng dfn rira phy kién
Hwéng dan riva ty dong:

Trudce khi rira: sir dung chét ty Klenzyme Enzymatic anionic hogic tuong tir



Giai doan rira: Rura dung cu trong khay c6 nfip vé6i chit tdy anionic trong miy rira co hoc it nhét 2
phut

Huwéng din riva bing tay:

Tuy vao quy trinh ctia bénh vién

Giai doan rira: Pt dung cu do, tay cam, khay va ndp khay vao trong dung dich tdy rira, nhu
Cidezyme, theo théi gian va nhiét do chi dinh ctia nha san xuét. Pam béo ring cac dung cu dugc
boc lai va khéng cham vao nhau. Ding ban chai mém dé cha rira phu kién trong vong 5 phut.
Khéng sir dung ban chai bing sét, va luén sir dung nude méi sau mdi 14n riva.

Sau dé rira lai cac dung cu bang nude khir ion tiét trang 5 14n, mdi 1an 1 pht.

Khir tring: Pat cdc dung cy da duge rira sach vao dung dich khir triing (vi du nhu OPA) theo thoi
gian va nhiét do dit ra cia nha san xuit. Dam bao rfing cdc dung cu duge boc lai va khong cham
vio nhau. Sau d6 ria lai cdc dung cu bang nude khir jon tiét trang 5 14n, m&i 1an 1 phat.

Cén trong: Kiém tra tay cdm va dung cu do ¢6 tin hiéu hu hong, duc, giy, nit khéng. Néu nhan thiy
dung cu do va tay cdm c6 déu hiéu bj xubng cép thi thay bing dung cu khéc ngay.

11.6 Ti¢t triung phu kién

M3u tay cAm 1111 va 1133 chua duge tiét tring va cin dugc tiét tring trude khi sir dung. Tay cam va
dung cu do phai dugc rira va tiét tring sau mdi lin str dung. Dung cu do can dugc kiém tra néu c6 tin hiéu
hur héng, duc, gdy, niit khong. Néu nhén thdy dung cu do va tay cim c6 dau hiéu bj xudng cip thi thay
béng dung cu khac ngay.

Tay cAm va dung cu do cén dugc théo khéi bao bi trude khi tit trong. Mdi trung tdm can sir dung nhimg
quy trinh gdm c6 chi du sinh hoc dé kiém tranh do hiéu qua ctia quy ftrinh tiét tring.

D& nghi tuan theo céc diéu kién duéi ddy:

- Khir tring bang néi hip:

- Huat chan khéng:
Déng goi:
Nhiét do 132 — 137*C (270 — 279*F)
Thoi gian hip tir 10— 18 phit
Khéng dong géi:
Nhi¢t do 132 — 137*C (270 — 279*F)
Thoi gian hiip tir 3 — 18 phut

- Trude khi hit chan khéng:
Déng gbi:
Nhiét dd 132 - 137*C (270 - 279*F)
Théi gian hép tir 3 — 18 phut
Khéng déng goi:
Nhiét d§ 132 — 137*C (270 - 279*F)
Thoi gian hip tir 3 — 18 phut

Canh béo: khéng xép lai c4c khay khi dang tiét tring
11.7 Thu hdi van nhin tao da dwge Iy ra



Edwards Lifesciences rit himg thi nghién ctru nhimg miu van déng mach chii Magna Ease dé sir
dung qua lam sang. Vui 1ong lién hé nhén vién chuyén trach vé van nhan tao tai khu vuc dé hoan lai
van dd xai. Van cdn dugc cit gitr trong dung dich én dinh mé nhu 10% formalin va 2%
glutaraldehyde. Khéng can bé ti lanh trong trudng hop nay.

12. Thong tin bénh nhin
12.1 Péng ky thong tin

Mot thé dir liéu cdy ghép duge déng gbi trong mbi g6i san phdm dé bénh nhan ding ky. Sau khi cdy
ghép, vui long dién ddy di thong tin theo yéu ciu. S6 sé-ri van tim nhén tao dugc liét ké trén bao bi
v trén thé nhan dang géin v&i van tim nhan tao, va duge in sin trén thé dir liéu cdy ghép. Tra lai phin
di dugc ddnh dia chi trude cua thé cho bd phan dang ky bénh nhan cdy ghép cta chung t6i. Céc phan
con lai ctia thé duge cung cép cho hd so bénh vién va bac st phau thuat. Khi dugc bo phan dang ky
bénh nhén c:?iy ghép Edwards nhan dugc, bénh nhan s& xut trinh thé nhin dang ¢6 kich thude bing
vi. Thé ndy cho phép bénh nhan théng béo cho nha cung cip dich vu chim séc sirc khée san phdm ho
dang duogc cdy ghép khi ho dén tham kham. Khi mét van tim nhan tao bi loai bo hodc san phém clia
Edwards Lifesciences trudc dé duoc thay thé, hdy bao cdo thdng tin nay cho bd phan dang ky bénh
nhén cdy ghép Edwards.

12.2 Huéng dfn bénh nhan
Tai lidgu théng tin bénh nhan c6 thé duge 1Ay tr Edwards hoiic cia dai dién dja phuong,

12.3 Théong tin an toan vé chyp edng hwéng tir (MRI)

MR Conditional

Thir nghi¢m phi 1am sang da chimg minh ring thiét bj nay 1a diu kién chup cong hudng tir. Mot bénh
nhén thay van cén dugc chup trong diéu kién:

e Tir truong tinh chi 3 tesla hoic thﬁp hon.

e Tirtrudng do ddc khong gian t6i da 720gauss/cm.

o Tdc do hip thu riéng trung binh co thé (SAR) duoc béo céo toan hé thdng ctia todn co thé 1a
3W / kg trong 15 phiit quét.

Trong thir nghiém phi 1am sang, van tim nhén tao sinh hoc Magna Mitral Ease gia tang nhiét do it hon
hodic bing 0,6 ° C tai tc d6 hip thu riéng trung binh co thé (SAR) duoc béo cdo toan hé thong clia
toan co thé 12 3W / kg trong 15 phiit quét MR trong hé théng MR 3 tesla (Excite, Phin mém G3.0-
052B, General Electric Healthcare).

Chét lugng hinh anh MR c6 thé bj anh huong néu khu vyc quan tim niim trong ciing khu vie holic
twong d6i gén vai vi tri ctia san phim ndy. Téi wu héa céc théng s6 hinh anh MR dugc khuyén nghi.

Gi4 c6 thé thay déi ma khéng cin thong béo.



San pham nay duge san xult va bén theo mét hogic nhiéu bang sang ché sau cta Hoa Ky: US-Patent s6
5,928,281, 5,931,969; 5,961,549; 6,102,944 6,214,054; 6,245,105; 6,413,275; 6,416,547; 6,547,827;

6,561,970; 6,585,766; 6,837,902; 6,878,168; 6,945,997; 7,029,434; 7,214,344 va RE 40570; va céc
bing sang ché nude ngoai tuong img. Biing sang ché bd sung dang chdr xr ly,
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Hinh A. Théng sb k¢ thuat (mm)

Van tim nhén tao sinh hoc déng mach chi Carpentier-Edwards PERIMOUNT Magna Ease, mé 3300TFX

Kich cé 19mm 21mm 23mm | 25mm | 27mm 29mm
YT | A. Dudngkinh
ml khung stent
/ C (khung day) 19 21 23 25 27 29
Ei/j/%/ B. Puong kinh
T B -| trong 18 20 22 24 26 28
A C. Téng chiéu cao 13 14 15 16 17| 18
: D D. Pudng kinh
' ngoai vong khiu 24 26 28 30 32 34
(P1036-21 | -Duong kinh vong
mo van 19 21 23 25 2i 29
Ghi chi: Déi véi do kich ¢&, xem quy trinh phiu thujt.
Béing 1. T6m tit ty 1& bién ching, ma 2700
Nhém AVR Nhom DVR
x| %sau
o o o, Pha X
/{'h&':au %Khong APh] phau %Khong
;4 . %Phau L bién chim " thugt | bién chim
Bién chimg ¢ thudt 8| thuat ; &
thudt cta gl sau 6 ndm : (bénh sau 6 ndm
. : (bénh T cua i« o
bénh nhan - (dd 1éch e nhéan (d6 léch
nhén theo X bénh £
% chudn) . theo chuin)
nam) nhan S
ném)
Tir Vong 47 4.6 7352.0) | 129] 42 67.2(6.5)
L4y ra khdi bénh nhan 0.0 0.3 98.5(1.0) 0 0.8 NA
T4i phiu thudt lién quan t6i van 0.7 0.1 99.8(0.4) 0 0 NA
Tai phdu thuat 224 1.8 75.4(1.8) | 34.5 2.3 NA
Thuyén tac huyét khéi lién quan t&i van 3.1 1.5 91.4(1.1) | 1.4 5.1 NA
Thuyén tic huyét khdi 5.0 2.4 84.9(1.6) | 5.7 6.6 NA
Viém ndi tdm mac 0.6 0.8 95.8(0.9) 1.4 L5 NA
Mit chirc niing van 0.1 0.7 96.0(1.1) | © 0.4 NA
RO vong van 0.1 0.3 98.8(0.5) 0 1.2 NA
|_Bién chimg chéng dong méu xuét huyét 1.4 0.4 96.4(1.1) | 4.3 23 NA
Huyét tan 0.0 0.2 99.1(0.4) | © 0.4 NA
Huyét khbi van 0.0 % 100.0(0) 0 0.4 NA
NA = Khong 4p dung




Bing 2. Két qua siéu fim tim sau phiu thuat
19mm 2Imm 23mm | 25mm 27mm 29mm Tong
Téng N 12 22 15 8 3 3 63
S6 thang trung binh sau | 28.6 + 349+ 369+ 399+ 314+ 15.3+ 34.6 +
phiu thudt 7.2 8.6 9.2 7.6 15.9 12.2 9.2
Yantoc(migidy) | a0 | 256+ | 2362 | 215+ | 200+ | 208+ | 246+
Gidtritrung bloh£d9 | “p00" | 046 | 042 | 056 | 027 0.1 0.50
1&ch chuan ' ' ’ ' ) ' )
n= 12 21 15 7 3 3 61
e 1.90 - 1.90—~ | 139— | 1.00— [ 1.90— | 2.05- 1.00 —
L 3.60 3.90 2.86 2.60 2.40 2.10 3.90
Dinh tire thi
i f_.’?f"'lé"é“ "’{1’ ido | 32225 | 27.04% | 23.00% | 1950 | 17.60% | 144 | 2567+
KU e WRLEAR | 1108 1049 | 7.30 8.16 4.70 0.58 10.14
I&ch chufin
n= 12 21 15 7 3 3 61
— 1440— | 1440- | 7.70—- | 4.00— | 1440 | 13.95— | 4.00-
v 51.80 60.80 | 32.70 | 27.00 | 23.00 1506 | 60.80

Biing 3. K¢t qui theo chire niing NYHA, ma 2700

Phén loai chire niang theo NYHA sau

phéu thuat

Phan loai chire niing theo NYHA truéc phéu thuét

I 1l T IV | Efthgn | B0OD8C0
san
I 18 19 9
Il 140 37 35 15
1 181 48 4 I 72 24
v 43 16 2 53 2
Khéng ¢6 sin 5 I 2 2




Bing 4. Tom tit cic bién chimg lién quan dén van (N=267), ma 2700
Thai ky phéu thudt (<30 Thoi ky hau phau (>30
. nga nga
Bieniching % beﬁiyzhan % bénh bt o
Sb ca % SH ca %
Thuyén tic huyét khéi/ Huyét khoi 8 3 31 1.45
Viém ndi tim mac 0 0 T 0.33
Miét chitc néing van 1 0.37 34 1.6
Ro van 1 0.37 4 0.19
Bién chimg chdng déng mau xuét huyét 4 1.5 8 0.338
Huyét tan 0 0 2 0.09
Tai phau thudt/LAy ra khoi bénh nhan 0 0 16 0.75
Tai phau thuat - Nguyén nhan khac 3 1.12 1 0.05
Hét han 1 0.37 30 1.41
Tong 18 133
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Hinh 4a. Dung cu do kich
Hinh 3. Van dong mach chu ¢& van déng mach chi




Hinh 4b. Dung cu do dau
Cylindrical
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(P1036-83

Hinh 4c. Dung cu do dau Replica
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. Hinh 5a. Do kich thuéc trén vong van
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Hinh 5b. Po kich thurée trén vong van
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Hinh 5c. Do kich thudc trén vong van
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Hinh 5d. Vi tri trén vong van
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Hinh 6c. Vi tri trén vong van




REF M san phdm GWC Do twong thich ctia day dan
REF M san pham | NP Ap suat dinh miic
S6 lrong RBP Ap luc bé béng
Kich ¢& nho nhaf cua dung cu mé STRAIGHT Thilg
dudng
Chiéu dai kha dyng Hut khi

Sir dung 1 14n

Diéu kién chup cong hudng
tir

Cén trong

Chiéu dai day dn khuyén
nghi

Khéng sir dung khi bao bi bj mé
hodc hong

Kich thuéc nhé nhét cua
sheath

Can trong: Ludt lién bang (Hoa
Ky) han ché viéc bén thiét bj nay
bai hodc theo chi dinh cia bac si

Q

Cathetar

Kich thudc truc 6ng thong

Budng kinh ngoai

Dudng kinh bong

Pudng kinh trong

Chiéu dai hoat dong cia béng

o
3,

Bdo quan ¢ noi mat mé, kho

Gidi han nhiét do

Vé tring

Chi dinh dﬁng voi van can
thiép qua da Edwards kich
thude 23mm

STERILE

V6 tring béng ethylene oxide

Chi dinh ding véi van can
thiép qua da Edwards kich
thude 26mm

STERILE

V0 tring bang chiéu xa

Chi dinh ding véi van can
thiép qua da Edwards kich
thudc 23mm hoic 26mm

STERILE

—

V6 triing bang nhiét va hoi nuéce

Chi dinh dung véi van can
thi€p qua da Edwards kich
thudc 29mm

LOT

S61L6

Chira phthalates

%

Chi dinh béi

Khéng v6 tring
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Téi, Vii Thi Tinh, CMND s6: 017253279 c4p ngay 18/01/2011 tai Céng An Thanh Phé Ha Ni; cam doan

dich chinh x4c gidy to/ vin ban nay tir tiéng Anh sang tiéng Viét.

Ngwoi dich

o

Vii Thi Tinh

LOI CHUNG CUA CONG CHUNG VIEN

Hoém nay, ngay 11 thang 10 nim 2021 (Ngay muoi m§t thang mudi , mudi ndm hai nghin khéng trdam hai
muoi mdt).
Tai Van phong Céng chimg Nguyén Hué, dia chi tai s8 165 Giang V&, phudng Cat Linh, quin Déng Da,
thanh phd Ha Noi.
T6i, NGUYEN THI THUY - Cong chimg vién,trong pham vi trach nhiém caa minh theo quy dinh cta
phap luit,

CHUNG NHAN
- Béan dich nay do ba Vii Thi Tinh, CMND sb: 017253279 cip ngay 18/01/2011 tai Céng An Thanh Phé
Ha Ngi, 12 cfng tac vién phién dich ctia Vin phong Cong chimg Nguyén Hug, thanh phd Ha Néi, da dich
tir tiéng Anh sang tiéng Viét .

- Chit ky trong ban dich ding la chit ky ctia ba Vi Thi Tinh;

- N61 dung ctia ban dich chinh xéc, khéng vi pham phép luét, khong trai véi dao dice xa hoi;

- Van ban cong chimg nay duge lap thanh 2 ban chinh, mdi ban gdm 23 &, 23 trang, luu mt (1) ban tai
Vian phong Cong chimg Nguyén Hugé, thanh phd Ha Néi.

S6 cong chirng: 3641  Quyén s6: 01 /2021 TP/CC-SCC/BD
CONG CHUNG VIEN
~ 908 .3
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Model 3300TFX PERIMOUNT Magna Ease Aortic Bioprosthesis /
Modell 3300TFX PERIMOUNT Magna Ease aortabioprotes /

Model 3300TFX PERIMOUNT Magna Ease aortisk hioprotese

English

For Single Use only
Rx only

1. Device Description

The Edwards Carpentier-Edwards PERIMOUNT Magna Ease aortic pericardial
bioprosthesis model 3300TFX (also referred to as the Magna Ease aortic
bioprosthesis) is a trileaflet bioprosthesis comprised of bovine pericardium that
has been preserved in a buffered glutaraldehyde solution and mounted on a
flexible frame. The bioprosthesis is treated according to the Edwards ThermaFix
process, which involves heat treatment of the tissue in glutaraldehyde and uses
ethanol and polysorbate-80 (a surfactant). The bioprosthesis is packaged and
terminally sterilized in qlutaraldehyde. Glutaraldehyde is shown to both reduce
the antigenicity of tissue xenograft bioprostheses and increase tissue stability
(Refs, 10 & 12), Glutaraldehyde alone has not been shown to affect or reduce
the cakification rate of the bioprasthesis.

Edwards , Edwards Lifesciences, the stylized E logo, Carpentier-Edwards,
ThermaFix, PERIMOUNT, Magna and Magna Ease are trademarks of
Edwards Lifesciences Corporation.

All other trademarks are the property of their respective owners.

The frame is designed to be compliant at the orifice as well as at the
commissures. The compliance of the commissure supports is intended ta
reduce the loading shock at the valve commissures and free margin of the
leaflets (Ref. 42). The compliance of the orifice is intended to reduce the stress
on the leaflet. The compliant orifice concept is based on the physiology and
mechanics of natural heart valves and reported experience with implantation
of unstented homografts (Refs. S&7).

The lightweight wireform frame is made of Flgiloy, a corrosion-resistant
alloy, chosen because of its superior spring efficiency and fatique-resistant
characteristics, and is covered with a waoven polyester fabric.

A thin Elgiloy/polyester film laminate band surrounds the base of the wireform
frame providing structural support for the orifice. To this frame is attached a
soft, silicone-rubber suture ring that is covered with a porous, seamless
polytetrafiuoroethylene doth to facilitate tissue ingrowth and encapsulation.
The aortic sewing ring has been scalloped to conform to the natura! aortic root,
The compliant nature of the suture ring facilitates coaptation batween the
bioprosthesis and an often irreqular or calcific tissue bed.

An integral valve holder is attached to the valve by means of sutures
to facilitate handling and suturing the valve during implantation, The
holder is easily detached by the surgeon (see 11.2 Handling and
Preparation Instructions).

The sewing ring diameter and profile height on the Magna Ease aortic
bioprosthesis has been reduced to facilitate implantation in patients with
small aortic roots. The sewing ring has three equally spaced markers to aid
in orientation.



2. Indications for Use

Pericardial valves are indicated for use in patients suffering from valvular
heart disease. Aorticvalvular heart disease is a condition involving any of
the following: obstruction of the aortic heart valve or stenosis; leakage of
the aortic valve, known as regurgitation, incompetence, or insufficiency;
and combinations of the two, sometimes referred to as mixed disease or
combined lesions.

Aortic valvular heart disease may be caused by any number of factors,
induding congenital abnormalities, infection by various microorganisms,
degenerative caldification, and theumatic heart disease,

Pericardial valves are used particularly in those patients for whom long-term
anticoagulation is contraindicated or who may be difficult to maintain on
anticoagulation therapy.

The Magna Ease aortic bioprosthesis is intended for use in patients whose
aortic valvular disease is sufficiently advanced to warrant replacement of
their natural valve with a prosthetic one. Itis also intended for use in
patients with a previously implanted aortic valve prosthesis that is no longer
functioning adequately and requires replacement. In the latter case, the
previously implanted prosthesis is surgically excised and replaced by the
replacement prosthesis, The bioprosthesis can be implanted in either the
supra-annular or intra-annular position.

3. Contraindications

Donot use if 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 surgeon who ¢an evaluate all the various risks involved,
induding the anatomy and pathology observed at the time of surgery.

4, Warnings

For Single Use Only

This device is designed, intended, and distributed for single use only. Do
not re-sterilize or reuse this device. There are no data to support the
sterility, nonpyrogenicity and functionality of the device after reprocessing.

DO NOT RESTERILIZE THE BIOPROSTHESIS BY ANY METHOD. 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 hioprosthesis to extreme temperatures will render
the device unfit for use,

DO NOT USE the hioprosthesis if the tamper evident seal is broken,
DO NOT USE the bioprosthesis if expiration date has elapsed,

DO NOT USE the bioprosthesis if the containeris leaking,
damaged, or the glutaraldehyde solution does not completely
cover the bioprosthesis.

DO NOT EXPOSE the bioprasthesis to any solutions, chemicals,
antibiotics, etc., except for the storage solution or sterile
physiological saline solution, as irreparable damage to the leaflet
tissue may result that is not apparent under visual inspection.

DO NOT ALLOW the bioprosthesis tissue 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 surgical mirror used to examine suture placement. Other
surgical devices may cause 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 bioprasthesis with
instruments or cause any damage to the hioprosthesis tissue,
Even the most minor tissue perforation may enlarge in time
to produce significant impairment of bioprosthesis function.

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.

The decision to use a tissue valve must ultimately be made by the physicdian
on an individual basis after a careful evaluation of the short- and long-term
risks and benefits to the patient and consideration of alternative methods of
treatment. Long-term durability has not been established for bioprostheses.

As with any implanted device, there is potential for an immunological response.

Serious adverse events, sometimes leading to replacement of the
bioprosthesis and/or death, may be associated with the use of prosthetic
valves (see 6, Adverse Events). A full explanation of the benefits and risks
should be given to each prospective patient before surgery.

Note: Bioprostheses should be used with caution in the presence of severe
systemic 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 ta minimize the possibility of
prostheticinfection.

Bioprosthetic heart valve recipients should be maintained on anticoaqulant
therapy (except where contraindicated) during the initial healing stages
after implantation, approximately 2 to 3 months. Anticoagulants should
then be discontinued over a period of 10 days, except in those patients for
whorn indefinite anticoagulant protection is indicated, i.e., in the absence
of sinus rhythm and in patients with a dilated left atrium, calcification of the
atrial wall, or history of previous atrial thrombus. However, the appropriate
anticoaqulation therapy must be determined by the physician on an
individual basis (Ref. 1).

Adequate rinsing with physiclogical saline, as described in the Technique
section, is mandatory before implantation to reduce the glutaraldehyde
concentration, No other solutions, drugs, chemicals, antibiotics, etc.,

should ever be added ta the glutaraldehyde or rinse solutions, as irreparable
damage to the leaflet tissue, which may not be apparent under visual
inspection, may result.

5. Precautions

+  The outside of the Jar is not sterile and must not be placed in the
steqile field,

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



Adequate removal of calium deposits from the patient’s annulus must be
performed before implantation to avoid damage to the delicate prosthetic
valve leaflet tissue as a result of contact with caldum depasits,

Glutaraldehyde may cause irritation of the skin, eyes, nose, and thioat.
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 MSDI0424
available from Edwards Lifesciences,

The Magna Ease aortic bioprosthesis has a unique configuration
designed to it above the patient annulus or within the annulus.

The surgeon should be familiar with the recommendations for proper
sizing and placement in the supra-annular or intra-annular position,
Refer to the Device Implantation section (11.3) for further details,

Handle the bioprosthesis only with Edwards Lifesciences accessories. Only
Edwards sizers should be used during the selection of the bioprasthesis
Size; other sizers may result in improper bioprosthesis selection.

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

Due to the relative flexibility of the frame, care must be exercised
to prevent folding or deformation of the stent that may lead
1o regurgitation, altered hemodynamics, and/or leaflet disruption
rendering the bioprosthesis incompetent. In this regard oversizing
must be avoided.

The spacing of the sutures in the remnant of the valvular orifice and
the prosthesis suture ring must be carefully matched to avoid folding
of the leaflets or distortion of the orifice. Edwards Lifesciences has
received reports in which individual maltress sutures, spanning a
distance of 10 to 15 mm, produced a pursestring effect causing
compression of the valve orifice.

When using interrupted sutures, it is important to cut the sutures close
to the knotsand to ensure that exposed suture tails will not come inta
contact with the leaflet tissue. Cases have been reported in which
bioprostheses developed severe requrgitation and had to be replaced
as a result of wear due to contact with sutures (Ref, 2).

Unlike rigid mechanical valves, the stent wall is soft and will not resist
needle penetration, Accordingly, extreme care must be exercised when
placing sutures through the sewing margin to avoid penetration of the
side wall of the stent and possible laceration of the leaflet tissue.

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 the commissure, which would interfere
with proper valvular function,

The stent of the aortic bioprosthesis is symmetrical, and the
commissure supports (struts) are equally spaced, The stiuts
should correspond to the remnants of the natural commissures
50 a5 not to obstruct the coronary ostia.

+  Aserial number tag is 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, This tag should not be detached from the
bioprosthesis until implant is imminent. Gare should be exercised to
avoid cutting or tearing the suture ring cloth during removal,

+  Gentle 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.

»  Based on reports in the literature on tissue valves (Refs, 3, 18, 23, 26,
48, 49, & 54), there appears to be an increased incidence of leaflet
calcification in patients under the age of 20. When feasible, repeated
intravenous injections containing calcium should be avoided during the
postoperative period, and excessive milk or dairy product consumption
should be avoided in children. Animal research studies (Ref, 11) show
that a high systemic calcium level can lead to early caldfication.

6. Adverse Events

6.1 Observed Adverse Events

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

Adverse events associated with the use of Carpentier-Edwards PERIMOUNT
pericardial bioprostheses compiled from the literature and from reports
received through the product surveillance system in accordance with the
United States (Federal) requlations establishing Good Manufacturing
Practices, section 820,198, include stenosis, requrgitation through an
incompetent valve, perivalvular leak, endocarditis, hemolysis,
thromboembolism, thrombotic obstruction, bleeding diatheses related

to the use of anticoagulant therapy, and malfunctions of the valve due

to distortion at implant, fracture of the Elgiloy wireform, or physical or
chemical deterioration of valve components. Types of tissue deteriaration
include infection, calcification, thickening, perforation, degeneration,
suture abrasion, instrument trauma, and leaflet detachment from the valve
stent posts. These complications may present clinically as abnormal heart
murmur, shortness of breath, exercise intolerance, dyspnea, orthopnea,
anemia, fever, arrthythmia, hemorrhage, transient ischemic attack, stroke,
paralysis, low cardiac autput, pulmonary edema, congestive heart failure,
cardiac failure, and myocardial infarct,

Note: Based on reports in the literature on tissue valves (Refs, 3,18, 23,

26, 36, 48, 49 & 54), there appears 1o be an increased incidence of leaflet
calcfication in patients under the age of 20. In this regard, animal research
studies (Ref. 11) show that a high systemic caldium level can lead to eaily
aldfication. Furthermore, at least one published report describes a potential
relationship between the consumption of daily calcum supplements and early
leaflet calcification in an adult (Ref, 34). When feasible, repeated intravenous
injections containing caldum should be avoided during the postoperative
period; and excessive milk or dairy product consumption should be avoided in
children. These are no dinical data presently available demonstiating increased
resistance of Magna Ease aortic bioprostheses to calcfication as compared to
other commercially available bioprostheses.



6.2 Potential Adverse Events

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

Angina
Cardiac arrhythmias
Endocarditis
Local and/or systemic infection
Heart failure
«  Hemaolysis
+  Hemolyticanemia
Hemorrhage
+  Myocardial infarction
Prosthesis leaflet entrapment (Impingement)
«  Prosthesis nonstructural dysfunction
Prosthesis pannus
+  Prosthesis perivalvular leak
Prosthesis requrgitation
Prosthesis structural deterioration
Prosthesis thrombosis
+ Stroke
Thromboembolism
Itis possible that these complications could lead to:
Reoperation
Explantation
+ Permanent disability
Death

7. (linical Studies

Pre-Approval Patient Cohort

(linical data, available on 719 patients requiring isolated aortic valve
replacement (AVR) with the Model 2700 Carpentier-Edwards pericardial
bioprosthesis with mean followi-up of 3.9 years, indicate overall actuarial
survival rate at 6 years of 73.7% =+:2.0%. Clinical data, available on

70 patients requiring double valve replacement (DVR) with mean
follow-up of 3.7 years, indicate overall actuarial survival rate at 6 years
of 67.29% +6.5%. This pre-approval patient cohort data was collected
from the period between August 1981 to January 1989.

In the isolated AVR population, there were a total of 455 (63.3%6) males
and 264 (36.7%) females with a mean age at implant (+ standard
deviation) of 64 {12.4) years and a range of 18 to 30 years. The indications
for valve replacement were stenosis (63.4%), requrgitation (16.3%), mixed
disease (15.3%) and previous prosthetic aortic valve dysfunction (5.096).

In the DVR population, there were a total of 24 (34.3%) males and

46 (65.7%) feales with a mean age (& standard deviation) of 62.9-
(£12.7) years and a range of 31 to 94 years. The indications for valve
replacement were stenasis (45.7%), requrgitation (25.7%), mixed disease
(21.4%) and previous prosthetic aortic valve dysfunction (7.4%).

The follow-up methods used at each dlinic induded hospital visits, office
visits and contact by telephone or letter with either the patient, the patient’s
family or local doctor.

Tahle 1 summarizes the operative and post operative complication rates

for the isolated AVR and DVR populations. The operative rates are hased on
719 patients for the isolated AVR population and on 70 patients for the DVR
population. The pastoperative rates are based on 2767.9 and 255.8 years of
follow-up occurring 30 days after implant for the isolated AVR and DVR
populations respectively.

Table 2 presents, by valve size, the mean gradients reported in
echocardiograms performed on patients in this study population.

Infarmation on preoperative and postoperative NYHA Functional Class

was gathered for the isolated AVR population. In 220 patients the NYHA

was not reported (171 patients expired and 49 patients not available). Of the
499 patients with reported preoperative and postoperative NYHA Functional
Class at the fast available follow up, 10 patients (2.0%) got worse, 59 patients
{11.8%) remained the same and 430 patients (86.23%) improved.

Table 3 presents data comparing preaperative NYHA Functional Class to
postaperative NYHA Functional Class at the last available follow up.

Post-Approval Patient Cohort

Edwards continues to follow a post-approval cohort of 267 patients with
isolated valve replacements (AVR) (Model 2700) from four centers of the
original clinical trial for the Carpentier-Edwards PERIMOUNT pericardial
bioprosthesis since November 1981. The population Is comprised of 171
(64%) males and 96 (36%) females. The mean age (= standard deviation)
of these patients at the time of implant was 64.9 +11.8 years and ranged
from 21 to 86 years. A total of 140 deaths accurred between 1981 and 1994,
Thirty-one (22.1%) of the 140 deaths were determined to be valve-related.
The actuarial valve-related survival is 83% at 12 years. In the postoperative
period, 16 patients required valve explants. Gne event occurred as a result of
perivalvular leak, two due to endocarditis/sepsis and 13 were due to valve
dysfunction. The actuarial explant-free rate is 90% at 12 years,

The follow-up methods used at each dinicincluded hospital visits, office
visits, and contact by telephone or letter with either the patient, the
patient’s family, or local doctor.

Table 4 summarizes operative (<30 days) and postoperative (>30 days)
valve-related complication rates. The postoperative linearized complication
rates are based on 2131.5 patient years of follow-up. The Campentier-Edwards
PERIMOUNT pericardial bioprosthesis was implanted in this cohort from
September 1981 through December 1983 with a mean follow-up of 8.1 years,
The 267 patients in the cohort have a total of 2152 patient years of follow-up.
Of the 127 patients eligible for follow-up (not considered dead or explanted
prior to the 1994 update) 17 (13.4%) patients are considered lost to
follow-up. In the operative period, there were eight thromboembolic

events, four hemorrhagic anticoagulation complications (HAC), one
perivalvular leak and one valve dysfunction. In the postaperative period
there were 31 thromboembolic events, eight hemorrhagic anticoagulation
complications, four perivalvular leaks, two incidences of hemalysis, seven
cases of endocarditis and 53 incidents of valve dysfunction in 38 patients.
Valve dysfunction included 23 patients with hemodynamic valve dysfunction,
13 required reoperation/explant, and valve dysfunction was the cause of
death in two patients.



While overall patient survival is 45% at 12 years, freedom from valve related
deaths is 8396. These results suggest a patient population which presents

with marbidity from many non-valve related disorders, In addition, 12-year
complication rates for freedom from explants, thromboembeolism, endocarditis
and HAC were above 80%. The 12-year freedom from valve dysfunction is 78%.
This rate includes all forms of dysfunction, induding PV leak, requrgitation,
stenosis, leaflet disruption, calcification and unspecified dysfunction,

Improvementin NYHA functional classification has also been demonstrated
postoperatively. Forty-five percent of the patients 2re in NYHA Functional Class |
at 12 years post implant with the Carpentier-Edwards pericardial valve,

This data was compiled as of July 1994 from 2 multi-center dlinical trial
conducted by Edwards Lifesciences. Follow-up on this post-approval
cohort is continuing, and periodic updates will be available by contacting
Edwards Lifesciences LLC, Cardiovascular Surgery Marketing Department,
One Edwards Way, livine, CA 92614-5686.

8. Individualization of Treatment

Bioprosthetic heart valve recipients should 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 dilated left atrium, a history of thrombotic events, an
absence of sinus thythm, calcification of the atrial wall, or with atrial
fibrillation or flutter.

The decision to use a tissue valve 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 to the patient and
consideration of altemative methods of treatment.

8.1 Specific Patient Populations

The safety and effectiveness of the Magna Ease aortic bioprosthesis has not
been established for the following specific populations hecause it has not
been studied in these populations:

«  patients who are pregnant;
+ nursing mothers;

+  patients with abnormal calcium metabalism (e.g., chranic
renal failure, hyperparathyroidism);

patients with aneurysma| aortic degenerative conditions
(e.q., 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 bioprosthesis-related complications, particularly
those refated to material failure, can be diagnosed and properly managed.

Patients with bioprostheses are at risk from bacteremia (e.q., 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 healtheare providers that they have an implant
when seeking care.

10. How Supplied

10.1 Available Models and Sizes

The Magna Ease aortic bioprosthesis is available in labeled sizes 19, 21, 23,
25,27, and 29 mm (reference Table A for nominal specifications).

10.2 Packaging

The Magna Ease aortic 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 windows on the side panel, The temperature indicator

is intended to identify products which have been exposed to transient
temperature extremes. Please refer to the Starage section for product
storage conditions, Upon receipt of the bioprosthesis, immediately inspect
the indicator and refer to the carton label to confirm a "Use” condition. If the
“Use” condition is not apparent, do not use the bioprosthesis and contact the
local supplier or Edwards Lifesciences representative to make arrangements
for return authorization and replacement. Any bioprosthesis returned to
Edwards Lifesciences must-be shipped in the original packaging in which

it was received.

Wamning: The bioprosthesis must be carefully inspected hefare
implantation for evidence of extreme temperature exposure or
other damagqe,

Due to the biological nature of this bioprosthesis and its sensitivity to
physical handling and environmental conditions, it cannot be returned,
except as noted ahove,

Hote: Products found to have been subjected to freezing or excessive heat
later than 3 days following 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 Ease aortic bioprosthesis should be stored at 10°C to 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 fabel,

Caution: 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 Physician Training

Ho spedial training is required ta implant the Magna Ease aortic
biaprosthesis. The techniques for implanting this bioprosthesis are
simifar to those used for supra-annular or intra-annular placement
of any stented aortic bioprostheses.

11.2 Handling and Preparation Instructions

The bioprosthesis is packaged sterile in a plastic jar with a screw-cap dosure
and seal, Before opening, carefully examine the jar for evidence of damage
(e.q., a cracked jar or Iid), leakage, or broken or missing seals,

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 a Magna Ease aortic
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. No attempt should be
made to resterilize a Magna Ease aortic bioprosthesis.

Caution: The bioprosthesis and glutaraldehyde storage solution are
sterile. The outside of the jar is not sterile and must not be placed
in the sterile field,

Remove the seal and sceew-lid from the jar. The jar should contain enough
buffered glutaraldehyde storage solution to cover the prosthesis. The contents
of the jar should be handled in an aseptic manner to prevent contamination.

Using gloved hand, attach the handle ta the bioprasthesis holder while the
bioprosthesis is still in the container. To do this, simply insert the handle into
the bioprosthesis holder and tum it clockwise until resistance is felt. Using
handle remove clip and bioprosthesis from jar. Using qloved hand qrasp dip
and continue to rotate the handle until fully engaged as shown in Figure 1.
Da not grasp the hioprosthesis. Be careful not ta exert too much
pressure while turning so as to push the bioprosthesis off the dip and
damage the bioprosthesis.

Once the handle has been attached, it should not be removed from the holder
until after implantation has been completed and the handle/holder assembly
has been detached as a unit and removed from the operating field.

Note: The model 1111 or model 1126 (single use) handle is recommended
for use iith the aortic bioprosthesis. |

Remove the clip by grasping the dlip edge and slide off parallel to
bioprosthesis (Fiqure 2). Discard the clip.

To rinse the bioprosthesis, place the bioprosthesis in a minimum of

500 mi of sterile, physiological saline salution. Be sure the saline solution
completely covers the biopresthesis and holder, With the bioprosthesis and
holder submerged, slowly agitate the basin (or use the attached handle to
gently swirl the bioprodthesis back and forth for a minimum of 1 minute).
Discard the rinse solution. Repeat this process once using new saline
salution for a minimum of 1 minute. The bioprosthesis should be leftin
the final rinse solution until needed to prevent the tissue from drying.

Caution: Do not allow the tissue to come in contact with the
bottam or sides of the rinse basin during agitation or swirling of
the bioprosthesis, Care must be taken to ensure that the 1.D. tag
does not come in contact with the tissue and injure it. No other
objects should be placed in the rinse basin,

Inspection of the bioprasthesis and removal of the identification tag are
performed at the time the surgeon calls for the bioprosthesis.

11.3 Device Implantation

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

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

2. Surgically remove any calcium from the annulus to ensure proper
seating of the sewing ring.

3. Measure the size of the annulus using only Carpentier-Edwards sizers,
model 1133 aortic (Figures 43—4c). The model 1133 sizers can be used
to measure for either supra-annular or intra-annular placement,
depending on surgeon preference,

Supra-annular sizing and implantation:

Using supra-annular technique, the sewing ring of the valve is placed
above the annulus, maximizing valve orifice area, A larger valve size can
often be implanted using a supra-annular technique compared to an
intra-annular technique. This increase in prosthetic valve size provides
improved hemodynamic performance. For optimal implantation of the
valve in the supra-annular position, the sizer should be parallel with the
plane of the annulus and the following sizing technique should be used:

Step 1: Using the model 1133 sizer, select the cylindrical end of
the largest diameter sizer that comfortably fits in the patient’s
annulus (Fiqure 5a).

Step 2: Once you have verified the appropriate cylindrical end, use
the replica end of the same sizer to verify that the sewing ring will fit
comfortablyon top of the annulus (Figure 5b).

Step 3: Determine if upsizing of the valve is possible by using the replica
end of the next larger sizer (Figure 5¢). Ensure that the corenary ostia
are not obstructed and that the valve stent posts do not interfere with
the aortic wall at the sinotubular junction (Figure 5d). If this larger size
replica end fits comfortably, implant this size of the Magna Ease aortic
bioprosthesis. If this larger size replica end does not fit comfortably,
implant the valve size identified by Step 2.

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

Intra-annular sizing and implantation:

Using intra-annular technique, the entire valve including the sewing
ting is placed inside the annulus. Either the cylindrical or valve replica
end of the model 1133 sizer can be used for intra-annular sizing.

For proper sizing, the sizer should be parallel with the plane of the
annulus and the entire sizer, including the simulated sewing ring
partion, should pass through the annulus (Figure 6a—6¢). A suture
technique resulting in intra-annular placement of the valve, such as
an everting mattress technique, should be employed.

4. Suture the valve in place using an appropriate suture technique that
avoids the potential problems noted under 5. Precautions.

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

Caution: Examine sizers and handles for signs of wear, such as duliness,
cracking or crazing, Replace sizer/handle if any deterioration is observed,

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



Handle/Holder Removal

The integral holder and attached handle are removed as a unit at the
completion of the suturing procedure in the following manner (see Figure 3):

1. Using a scalpel or scissors as shown, cut each of the three exposed
sutures that are on the top of the holder.

Caution: Avoid cutting or damaging the stent or delicate [eaflet
tissue when cutting the sutures,

2. When all three attaching sutures have been properly cut, remove the
handle/holder assembly, along with the attaching sutures, from the
bioprosthesis as a unit.

3. Following surgery, remove the holder from the handle and discard the
holder. If using model 1111 handle clean and sterilize the handle before
each use.

11.4 Accessories

Sizers

The use of a sizing instrument facilitates selection of the correct size

valve for implantation, Model 1133 sizers are designed to permit direct
observation of their fit within the annulus. The model 1133 sizer was
developed to facilitate accurate sizing of the Magna Ease aortic
bioprosthesis in a wide range of patients. Each sizer consists of 2 handle
with a different sizer configuration at each end (Figure 4a). On one side of
the handle is a cylindrical end with an integrated lip that reflects the valve
sewing ring geometry (Figure 4b). On the other side of the handleisa
valve replica end that reflects the valve sewing ring geometry as well as the
height and location of the stent posts (Figure 4c). A sizer is available for each
size of the Magna Ease aortic bioprosthesis (19, 21, 23, 25, 27, and 29 mm).

Valve Holder and Handle

The handle/holder assembly consists of two components: an integral
dispasable part that is physically mounted to the valve by the manufacturer,
and a malleable handle (reusable model 1111 or disposable model 1126
for single use) that is attached to the holder at the time of surgery.

Caution: The model 1126 disposable handle is supplied sterile for
single use and must not be resterilized,

11.5 Accessory Cleaning Instructions

Instructions for Automated Cleaning:
Pre-rinse (as needed): Klenzyme enzymatic anionic detergent or equivalent.

Cleaning: Clean instruments within tray and with lid detached prior to
initial use and after each use with a nonionic detergent dleaning solution
(example Instru-Klenz) in a mechanical washer (example STERIS AMSCO
Reliance 444), minimum 2 minute wash phase,

Instructions for Manual Cleaning:
Pre-rinse (as needed): Per hospital procedure,

(leaning; Place the sizer, handle, tray base, and tray lid instruments in

a dleaning solution bath, such as Gdezyme, an enzymatic detergent, for
the time and temperature specified by its manufacturer. Ensure that the
instruments are covered and do not touch each other. Clean the accessories
thoroughly with a soft plastic brush for 5 minutes; remove any superficial
impurities with the soft brush. Never use metal brushes or steel wool on
the instruments. Always use fresh deaning solution between deanings.

Afterwards, rinse each accessory thoroughly 5 times for T minute with
sterile, deionized water.

Disinfection: Place the deaned and inspected instruments in disinfection
solution (example Cidex OPA) for the time and temperature specified by
the manufacturer. Ensure that the instrurments are covered and do not
touch each other. Afterwards, rinse each instrument thoroughly 5 times
for 1minute with sterile, deionized water,

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

11.6 Accessory Sterilization

The model 1111 handle and the model 1133 sizers are supplied nonsterile
and must be sterilized before using. The handles and sizers must be cleaned
and resterilized prior to each use, Sizers should be examined for signs of
wear, such as dullness, aracking or crazing and should be replaced if any
deterioration is observed,

Sizers and handles must be removed from their plastic shipping pouches prior
to sterilization. Each institution should use procedures that indude biolegical
indicators to determine the effectiveness of the sterilization procedure.

The following condilions are recommended:

Autoclave Sterilization:

Gravity Displacement:
Wrapped:
Ternperature: 132°C=-137°C270°F-279°F)
Exposure Time: 10-18 minutes
Unwrapped (“llash™);
Temperature: 132°C=137°C (270°F=279°F)
Exposure Time: 3—18 minutes

Prevacuum:
Wrapped:
Temperature: 132°C=137°C 270°F-279°F)
Exposure Time: 3—18 minutes
Unwrapped (“flash”):
Temperature: 132°C=137°C270°F=279°F)
Exposure Time; 3—18 minutes

Warning: Do not stack trays during sterilization.

11.7 Return of Explanted Bioprostheses

Edwards Lifesciences is extremely interested in obtaining recovered dlinical
specimens of Magna Ease aortic bioprostheses for analysis. Please contact
your local bioprosthesis spedialist for retum of recovered bioprostheses. The
explanted bioprastheses should be placed into a suitable histological fixative
such as 10% formalin or 2% glutaraldehyde and returned to the company.
Refrigeration is not necessary under these drcumstances.



12, Patient Information

12.1 Registration Information

An Implantation Data Card is included 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 Reqistry. The remaining portians of the card

are provided for hospital and surgeon records. Upon receipt by our Implant
Patient Registry, a wallet-sized identification card will be produced for the
patient. This card allaws 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 is replaced, report this information
to our Implant Patient Registry.

12.2 Patient Manual

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

12.3 Safetyin the Magnetic Resonance (MR) Environment:

MR Conditional

Non-clinical testing has demonstrated that this device is MR Conditional,
A patient with this device can be scanned safely, immediately after
placement of this implant under the following conditions:

Static magnetic field of 3 tesla or less
Maximum spatial magnetic gradient field of 720 gauss/cm

Maximum MR system reported, whole-body-averaged specific
absorption rate (SAR) of 3 W/kg for 15 minutes of scanning
(i.e. per pulse scanning)

In non-clinical testing, this device produced a temperature rise of less than
or equal to 0.6°C at a maximum whale-bady-averaged specific absarption
rate (SAR) of 3 W/kq for 15 minutes of MR scanning in a 3 tesla MR system
(Excite, General Electric Healthcare, Software 63.0-0528).

MRimage quality may be compromised if the area of interest is in the
same area or relatively close to the position of the device. Optimization
of MR imaging parameters is recommended.

Prices subject to change without notice,

This product is manufactured and sold under at least one or more of the
following U.S. Patents; US-Patent Nos. 5,928,281; 5,931,969; 5,961,549;
6,102,944; 6,214,054; 6,245,105; 6,413,275; 6,416,547, 6,547 827;
6,561,970; 6,585,766; 6,837,902; 6,878,168; 6,945,997; 7,029,434;
7,214,344 and RE40570; and corresponding foreign patents, Likewise,
additional patents pending.
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Table A, Nominal Specifications (mm) z @

Carpentier-Edwards PERIMOUNT Magna Ease Aortic Pericardial Bioprathesis, Model 3300TFX

[ Size 9mm  21mm 23mm 25mm  2Z7mm 29mm
~ i A. Stent Diameter (Wireform) 19 21 23 25 27 29
[#[I B. Internal Diameter (Stent1.D.) 18 20 2 24 26 28
(. Profile Height 13 14 15 16 17 18
Pro3ga1 D External SewingRing Diameter 24 26 28 30 32 34
— Tissue Annulus Diameter 19 21 23 25 27 29

Note: For sizing, see surgical procedure recommendations.

Tabell A, Nominella specifikationer (mm) o

Carpentier-Edwards PERIMOUNT Magna Ease perikardiell aortabiaprotes, modell 3300TFX

Storlek 19 mm 21 mm 23 mm 25mm 27 mm 29 mm
A, Stentdiameter ({rddform) 19 21 3 25 27 29
B. Innerdiameter (stent 1.D.) 18 20 22 24 26 28
C Profilhdjd 13 14 15 16 17 18
103621 D Extern syringsdiameter 2 26 28 30 £V 3
— Diameter, vavnadsannulus 19 21 3 25 27 29

Obs! Se rekemmendationerna for kirurgiska ingrepp géllande dimensionering.

Tabel A, Nominelle specifikationer (mm) @

Carpentier-Edwards PERIMOUNT Magna Ease aortisk perikardial bioprotese, model 3300TFX

Starrelse Ymm 2lmm  2mm  25mm  27mm  29mm
A. Stentdiameter (tradform) 19 21 3 25 27 29
B. Intern diameter (Stent 1.D.) 13 20 22 24 26 28
C. Profilhgjde 13 14 15 16 17 18
103621 D Ekstern suturringsdiameter % 2 28 30 R 34
— Vavsannulusdiameter 19 21 3 25 27 29

Bemzerk: For storrelsesmdling, se anbefalinger under Kirurgisk procedure.
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Table 1: Summary of Complication Rates, Model 2700

D

Isolated AVR Population DVR Population
Post- % Event-Free Post- % Event-Free

Operative Operative atSixYears Operative Operative at Six Years
Complication % of Pts. SaPerPtYr.  (Standard Error) % of Pts. % Per Pt.Yr. (Standard Error)
Death 47 46 73.5(2.0) 12.9 42 67.2(6.5)
Explant 0 03 93.5(1.0) 0 08 NA*
Valve Related Reoperation 0.7 0.1 %9.8(0.4) 0 0 NAY
All Reaperation 224 14 754(1.8) 343 13 NA*
Valve Related Thromboembolism 31 1.5 91.4(1.1) 14 51 NA*
All Thromboembolism 5.0 S 24 84.9(1.6) 5.7 6.6 NA*
Endocarditis 0.6 0.8 95.8(0.9) 14 15 NA*
Valve Dysfunction 0.1 07 96.0(1.1) 0 0.4 NA*
Perivalvular Leak 0.1 03 98.8(0.5) 1.2 NA*
Hemarthagic Anticoagulation Complication 14 04 96.4(1.1) 43 23 NA*
Hemaolysis 0 02 99.1(0.4) 04 NA*
Valve Thrombosis 0 0 100.0 (0) 04 NA*
* NA = Not Applicable
Tabell 1, Sammanfattning av komplikationsfrekvens, modell 2700 o

Isolerad AVR-grupp DVR-grupp
Post- % episodfri efter Post- % episodfri efter

Operativ operativ sexar Operativ operativ sexar
Komplikation % av pter, % perpt, ar (standardfel) 9% av pter, % per pt. ar (standardfel)
Didsfall 47 46 13.5(2.0) 129 42 67.2(6.5)
Explantat 0 03 98.501.0) 0 08 HA*
Klaffrelaterad reaperation 0.7 0.1 99.8(0.4) 0 0 NA*
Al reoperation 224 18 154(1.8) 343 23 NA*
Klaffrelaterad tromboemboli 3.1 15 91.4(1.1) 14 5.1 HA*
All tromboemboli 5.0 24 84.9(1.6) 5.7 66 NA*
Endokardit 0.6 08 95.8(0.9) 14 1.5 HA*
Funktionsrubbning i Klaffen 0.1 0.7 96.0(1.1) 0 04 HA*
Perivalvulirt lickage 0.1 03 93.8 (0.5) 0 1.2 HA*
Hemorragisk antikoagulationskomplikation 14 0.4 964 (1.1) 43 23 NA*
Hemolys 02 99.1 (0.4) 0 04 NA*
Klafftrombos 0 1000 (0) 0 0.4 NA=

*NA = Ej tillimpbart
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Tabel 1. Resume af komplikationsrater, model 2700

D

Isoleret AVR population DVR population
Post- % Handelsesfri Post- % Handelsesfri
Operativ operativ ved seks ir Operativ operativ ved seks ar

Komplikation Ybaf pt. % pr. pt. &r (standardfejl) % af pt. % pr. pt. dr (standardfejl)
Ded 4.7 4.6 73.5(2.0) 129 42 67.2(6.5)
Eksplanteret 0 0.3 98.5 (1.0) 0 0.8 NA*
Klaprelateret reoperation 0.7 0.1 99.8(0.4) 0 0 NA=®
Alle regperationer 24 1.8 754 (1.8) 343 23 NA™
Klaprelateret tromboemboli 31 1.5 914(1.0) 14 51 NA*®
Alle tromboembalier 5.0 24 84.9(1.6) 57 6.6 NA*
Endocarditis 0.6 08 95.8(0.9) 14 1.5 NA®
Feilfunktion af klap 0.1 0.7 96.0(1.1) ] 04 NA*
Perivalvulaer lzkage 0.1 03 98.8(0.5) 0 1.2 NA*
Hemonagisk antikoagulationskomplikation 14 04 9.4 (1.1) 43 23 NA=
Hamolyse 0 0.2 99.1(0.4) 0 04 NA*
Klaptrombose 0 0 100.0(0) 0 04 NA*

= A = Utilgzngelig
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Table 2, Postoperative Echocardiography Results, Madel 2700

Len ]

Valve Size
19 mm 21 mm 23 mm 25 mm 27 mm 29 mm Total
Total N 12 2 15 8 3 3 63
Avg. Months Postoperative 286+7.12 34.9£86 369492 399+76 341159 18.3+122 346+92
Velocity (M/sec)
mean £ 5.0, 2804049 2.56+0.46 236+ 042 215 +0.56 200027 20801 2461050
n= 12 21 15 7 3 3 61
ange 1.90—3.60 1.90-3.90 1.39-286 1.00 - 2.60 1.90 - 2.40 205-2.10 1.00-3.90
Peak [nstantaneaus
Gradient (mmHg)
mean + 5.0, RNR+1N08 27.04+£1049 B00+730 1950816  17.60+4.70 14.4 +£0.58 25.67 +10.14
n= 12 N 15 7 3 3 1
range 1440-51.80  14.40-60.80 7.70-3270 4.00-27.00 14.40—-23.00 13.95-15.06 4,00 - 60.80
Tabell 2. Postoperativa ekokardiografiresultat, modell 2700 o
Klaffstorlek
19mm 21 mm 2Imm 25mm 27 mm 29 mm Totalt
Totalt N 12 n 15 8 3 3 63
Medelv. Ménader postoperativt. ~ 286£7.2 349486 36.9+9.2 399476 314+159 1534122 346492
Hastighet (/)
medely. + 5.0 280049 2,56+ 0.46 1361042 215+ 0,56 209 +0.07 208 0.1 246 0,50
n= 12 21 15 7 3 3 61
Intervall 1.90-3.60 1.90-3.90 1.39-2.86 1.00 - 2.60 1.90-2.40 2.05-2.10 1.00-3.90
Omedelbar topp
Gradient (mmHg)
medelv. £ 5.D. 320241108 27041049 23.00+730 1950816  17.60+470 144 +£0.58 25.67 = 10.14
n= 12 2 15 7 3 3 61
Intervall 1440-51.80  14.40-60.80 1.70—-32.10 4.00-27.00 1440~ 23.00 13.95-15.06 4.00 - 60.80
Tabel 2. Post-operative ekkokardiografiresultater, model 2700 " da
Klapstorrelse
19mm 21 mm 23mm 25mm 27 mm 29mm Total
Total N 12 2 15 8 3 3 63
Gennemsnit Maneder postoperativt  28.6 £ 7.2 34.9+8.6 36.9+92 399+7.6 314+159 1531122 34692
Hastighed (M/sek.)
middel + 5.D. 2.80+049 256 £0.46 236 042 215£0.56 2,09+027 20801 246 £0.50
n= 12 2 15 7 3 3 61
omride 1.90-3.60 1.90-3.90 1.39-2.86 1.00—2.60 1.90-2.40 2.05-2.10 1.00-3.20
Spidsvaerdi gjeblikkeligt
Gradient (mm Hg)
middel £ S0, 322241108 27.04+10.48 23.00+£7.30 19.50 £ 8.16 1760+ 4.70 144 +0.58 2567 £10.04
n= 12 N 15 1 3 3 61
omrade 1440-51.80  14.40-60.80 1.70-32.10 4.00-27.00 14.40-23.00 13.95-15.06 4.00-60.80
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Table 3. Effectiveness Outcomes, Functional NYHA, Model 2700

[len ]

Preoperative Postoperative
NYHA Functional Class NYHA Functional Class
Not
| ] 1} '} Expiration Available
| 18 19 9
] 140 37 35 15
1] 181 48 4 1 7 24
i\ 43 16 2 53 2
Not Available 5 i 2 2
Tabell 3. Effektivitetsresultat, funktionell NYHA, modell 2700 ©
Preoperativ Postoperativ
NYHA-funktionsklass NYHA-funktionsklass
Ej
| ] 1} '} Utgang tillgangligt
| 18 19 9
I 140 37 35 15
1} 181 48 4 1 7 24
v 43 16 2 53 yi
Ej tillganglig 5 1 2 2
Tabel 3. Effektivitetsresultater, funktionel NYHA, model 2700 @
Prz-operativ Post-operativ
NYHA funktionsklasse HYHA funktionsklasse
Ikke
1 ] n v Ekspiration tilgaengelig
| 18 19 9
I 140 37 35 15
1] 181 48 4 1 1 4
v 43 16 2 53 2
Utilgangelig 5 1 2 2
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Table 4. Summary of all Valve-Related Complication Rates (N = 267), Model 2700

O

Operative Period Pastoperative Period
(=30 Days) (>30Days)
% of P1s. %6 Per Pt, Year
- Complication No. of Incidences % No. of Incidences %

Thromboembolism / Thrombus 8 30 3 145
Endocarditis 0 0 7 0.33
Valve Dysfunction 1 037 34 1.60
Perivalvular Leak 1 037 4 0.19
Hemorrhagic Anticoagulation Complication 4 150 8 038
Hemolysis 0 0 2 0.09
Reoperation / Explant 0 0 16 0.75
Reoperation - Other 3 112 1 0.05
Expiration 1 037 30 1.41
Totals 18 133

Tabell 4, Sammanfattning av alla Kaffrelaterade komplikationsfrekvenser (N = 267), modell 2700 o

Operativ period Postoperativ period
(<30 dagar) (30 dagar)
% av Pt, %avPt Ar

Komplikatian Antal forekomster % Antal farekomster %
Tromboembali/tromb 8 30 3 145
Endokardit 0 0 7 033
Funktionsrubbning i Klaffen i 037 34 1.60
Perivalvulrt lackage 1 037 4 0.19
Hemorragisk antikoagulationskomplikation 1 1.50 8 038
Hemolys 0 0 2 0.09
Reaperation/explantation 0 0 16 0.75
Reoperation - annat 3 1.12 1 0.05
Utgang 1 037 30 141
Totalt 18 133

Tabel 4, Oversigt over alle klaprelaterede komplikationsrater (N = 267), model 2700

Operative periode

Post-operativ periode

{<30dage) {(>30dage)
Shafpt. % pr. pL. &r

Komplikation Ant, heendelser % Ant, handelser %
Trembaemboli/trombe 8 3.0 31 145
Endocarditis 0 0 033
Fejifunktion af klap 1 037 34 1.60
Perivalvulzr lzkage 1 037 4 0.19
Hazmorraqisk antikoaqulationskornplikation 4 150 8 0.38
Hamolyse 0 0 2 0.09
Reoperation/eksplantering 0 0 16 0.75
Reoperation — andet 3 112 1 0.05
Ekspiration 1 037 30 141
lalt 18 133

i
(=1



Figure 1. Aortic
Figur 1. Aorta

(P1036-55

Figure 2. Aortic
Figur 2, Aorta

(P1036-60
(P1036-61
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Figure 3. Aortic
Figur 3, Aorta

(P1036-36

Figure 4a, Aortic Sizer
Figur 4a. Aortadimensionerare
Figur 4a, Aortisk storrelsesmadler

(P1036-80

Figure 4b. Cylindrical Sizer
Figur 4b. (ylindrisk dimensionerare
Figur 4b. Cylindrisk storrelsesmaler

(P1036-34

(P1036-83

Figure 4c, Replica Sizer
Figur 4c. Replikatdimensionerare
Figur 4c. Attrapstarrelsesmaler
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Figure 5a, Supra-Annular Measurement
Figur 5a. Supra-annulir mitning
Figur 5a. Supra-annular mdling

(P1036-78

Figure 5. Supra-Annular Measurement
Figur5b.  Supra-annulir matning
Figur 5h. Supra-annular méling

(P1036-77

Figure 5¢. Supra-Annular Measurement
Figur5¢, Supra-annulirmitning
Figur5¢.  Supra-annular mdling

(P1036-58

Figure 5d. Supra-Annular Placement
FigurSd. Supra-annuliimitt
Figur 5d.  Supra-annular placering

(P1036-39

Aof

Figure 6a. Supra-Annular Measurement
Figur 6a.  Supra-annulr matning
Figur6a, Supra-annular méling

(P1036-79

Figure 6b, Supra-Annular Measurement
Figur 6b.  Supra-annulir mitning
Figur6b. Supra-annular méling

(P1036-59

Figure 6¢, Supra-Annular Placement
Figur6c.  Supra-annuldrmét
Figur6¢.  Supra-annular placering
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English Svenska Dansk English Svenska Dansk
Guidewire Ledar-kompatibilitet | Ledetrads-
REF || tataloque Humber | Katalognummer Katalognummer | GWC | Compatibility kompatibilitet
RE F (ataloque Humber | Katalognuminer Katalognummer l NP | Hominal Pressure | Hominellt tryck Hominelt iryk
Quantity Antal Antal . =
RBP Rated Burst Angivet sprangtryck | Normeret
I Minimum Minsta Min. starrelse pi Pressure sprangaingstryk
Introducer Size introducerstorlek indfarings-anordning Straight Rak lige
—cm — | Usable Length Anvindbarlingd | Brugslangde [SrEco]| Defteaes Bajd Bjels
Single Use Endast for Engangshru
® g engingebiuk gengehng MR Conditinal WR-siker MR-sikker
A m/forbehold
Attention, See 0BS! 52 Bemaerk, se
Vi ‘ \ | Instructionsfor Use | bruksanvisning brugsanvisningen @ Recommendad Rekommenderad Anbefalet
3 idewi ] I
Do not use if Anvand inte om Ma ikke anvendes, i il A eehAdl e
package is opened | farparkningen hvis emballagen er Minimum Sheath | Minsta hylsstorlek | Min, hylsterstorrelse
@ or damaged har Gppnats dbnet eller %) ize
eller skadats. beskadiget.
- — - g - Catete ﬁ Catheter Shaft Size | Kateter-skafistorlek | Kateter-skafistprrelse
Donotuse if package| Anvand inte om M ikke anvendes, hvis
is damaged &;%Zﬁﬂmgm ar | pakiken er beskadiget > | Balloon Diameter | Ballongdiameter Ballendiameter
Cautign: F SA tricts this device t th m
Rx only ;;Je:u:f a:i;?_:i{; Yiweshicts i desnve (o taludy aran e <= | Balloon Working | Ballongens Ballonens
5 — Length arbelslangd arbejdslengde
Exterior Diameter | Yttre diameter Udvendig diameter
J,zs *c| Temperature Temperatur- Temperatur-
. Limitation bagransningar begransnin
@ Inner Dizmeter Innerdiameter Indvendig diameter Jie / . : :
= = For use with size For anvandning Til brug med Edwards
o3 11‘ 3};‘;&: coal, L?g}"laé‘t’l?{gggm" g.‘éailuc:?heva!es koligt S3m 23mm Edwrards med Edwards transkateteshjeiteHlap
= - - : m transtatheter kateterinfirda storelse 23 mm
[STERILE] | Sterile Steril Stei heart valve hjartklaff, 23 mm
Sterilized Using Steriliserad med Stariliseret vad brug Forusewithsize | Foranvindning Til brug med Edwards
|s R | |
TR 1500 Ethylene Oxide afylenoxid afethylenoxid m 26mm Edwards med Edwards transkateterhjerteklap
Sterilized Using Steriliserad med Steriliserel ved transatheter kateterinfirda stanelse 26 mm
[srerie JRl| jagiaion stedlning bestealing heart valve hjartHaff, 26 mm
Sterile Using Steamn | Steriliserad med Steril ved brug af Far use wil.lh size Far anvindning Til brug med gd‘wards
STERILE H or Diy Heat angaceller varmluft | damp eller ter varme | 23mmaorsize mied Edwards transkateterhjermeklap
1 mm‘ﬁl‘:j 26mm Edwards kateteninfirda stonelse 23 mm
i | Uranscatheter hjartklaff, 23 eller 26mm
I LOT ' Lot Humber Lotnummer Partinummer hleall e eiltr e Tt
g Usa By Anvand fore Udlebsdato Foruse with size Féranvandning Til brug med Edwards
29 mm 29mm Edveards med Edwards transkateterhjerteidap
SN Serial Kumber Setienymmer Serienummer lranscatheter kateterinfarda stemelse 29 mm
! hjarkalf, 2
“ Manufacturer Tillverkare Producent et Bt Do
= - - @ Contains phthalates | Innehdller ftalater Indeholder phialater
Authorised Auktoriserad Autoriseret
[EC [REP] Representative In representantinam | reprasentant i £l
The European Europeiska ‘Q Non-sterile Osteril lkke-sterilt
Community gemenskapen
Recommended Rekommenderad Anbefalet }s'( Honpyrogenic Icke-pyrogen Nonpyrogent
GW Guidewire Size ledarstorlek ledetradsstarrelse
. Hote: Notall symbels may be included in the labeling of this preduct.
@ i ok Haile Obst Alla symboler inkluderas eventuellt inte i produktmarkningen.
Cont enls(} Contenits Inneh3ll Indhold Bemaerk: Alle symboleme er muligvis ikke inkluderet pd produktmarkatems,
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