\/ BAN DICH
TRANSLATION

Huéng Din Sir Dung

Vong Van Tim Physio Flex, Ma 5300

]

Hinh 1: Hinh dnh tir tAm nhi

Hinh 2: Hinh anh tir vong van
Huéng dén sir dung
Str dung theo chi dinh cua bac st

Canh bdo: Ludt lién bang (Hoa Ky) han ché ban vong van nay béi hodc theo chi dinh ciia bdc si.

1.0 M& ta sin phdm
Vong van nhan tao Physio Flex 13 vong van 2 13 ban ctig, thiét ké hé véi cAu trac bit dbi ximg thiét
ké vong van hé & phén truéc cia van (nhu hinh 1 va 2).
Vong van (hinh 3) c6 cdu tric bit d6i ximg thiét ké ho & ving trude tuong duong véi vong van 2 14
bén dudi vi tri mép van dong mach chti va van 2 14 (phdn A). Toan bd (Phin B) cua vong van bt dau
mép truée va md réng dén mép sau va bao gdm phén tir vi trf trigone ctia mép sau dén phén trudc cia

vong van (phin C)

-



Hinh 3.

Edwards, Edwards Lifesciences, logo chit E cach diéu, Physio, Physio I va Physio Flex la cdc nhéin hidu ctia

Edwards Lifesciences. Tat ca cdc nhin hiéu khdc la tai san ctia chit sé hitu tirong img cuia hing.

Thiét ké vong ¢6 18i Nitinol hinh chit nhat ¢6 thé diéu chinh linh hoat trong mit phing (A) va ngoai mat

phing (B) (Hinh 4).
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Hinh 4,

Tinh linh hoat ctia vong van ting dan trong mit phéng trong 24-30mm. Tlr 30-40mm tinh linh hoat nay

khéng doi. Doi v6i méi kich thude ctia vong van, tinh linh hoat ngoai mat phing 16n hon trong mét phing

(Bing 1).

Bang 1

Kich thude

Tinh linh hoat trong mit phfing (A)

Tinh linh hoat ngoai mit phing (B)

24mm — 30mm

Tang din

30mm — 40mm

Khéng doi

Lén hon dbi véi trong mit phing

Vong van ciing ¢6 hinh dang yén ngya véi chiéu cao ting dan vé yén ngua (saddle height) cta toan bé phin

sau (posterior saddle) va yén trudc (anterior saddle) hd. Ty 1€ giita chidu cao yén véi kich thudc A-P (tir

phén trude dén phén sau vong van - anterolateral to posteromedial) tang dén tir 24 — 36mm. Dic diém nay

khéng déi tir kich thude 36 - 40mm (Hinh 5).
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Hinh 5

Lai Nitinol dugc phi bdi mdt ng boc silicone va mot 16p vai polyester dét kim bén ngoai. Vong khau dugc

thiét ké dé d& dang dam kim va x4c dinh dudng khau. Mgt dudng chi khiu mau xanh 14 cdy dugc dat gitra

chu vi ngodi ctia vong va chu vi ngoai ctia 16i Nitinol x4c dinh vj trf dit chi khau (xem Hinh 2).
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Vong van bao gobm 2 marker tai mép van va 1 marker tai vi tri gitta mép sau dé d& dang dinh hudng vi tri

dat vong trong qué trinh ¢4y ghép (xem hinh 6).
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Anterolateral
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[
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Mid-poslerior marker

Hinh 6: Vi tri mép van

Vong van dugc gén véi gid do tay cAm véi kich thude nho (Hinh 7) dé két ndi véi tay cAm kiéu 1150 va

1151 (Hinh 8). Gi4 d& tay cdm duoc thiét k& véi phan 1am bing thép khong gi c6 thé uén cong dé thuan

tién cho vi€c tieép cin va dinh vi vong trén vanh van.



Hinh 7

Hinh 8

Vong van Physio Flex bao gém cac kich c& 24, 26, 28, 30, 32, 34, 36, 38, 40 mm.
Vong van Physio Flex duoc thiét ké phi hop véi bo do kich thude 1252.
2.0 Péng go6i va Van chuyén

Vong van Physio Flex dugc gén sin vao mot gid do va duoc v6 triing va khéng ding nhiét. Bao bi bao gdm
mot hop chita mot goéi vo tring kép, hai khay duge bt kin bing nip, dé thuéin tién cho viée xir ly va chuyén
dén khu vyc vé tring tai trong qua trinh phiu thuat. Sau khi ma khay bén ngoai, khay bén trong c6 thé duge

dit tryc tiép vao khu vuc vo tring.
3.0 Chi dinh

Vong van Physio Flex, ma 5300, dugc chi dinh trong stra van 2 14 trong sa hodc hd van 2 14 ho#ic ¢a ho van

va hep van hai l4, myc dich diéu tri ma khong cin thay van hai 14 ctia bénh nhan.



4.0 Chéng chi dinh
Chédng chi dinh viéc sir dung vong van Physio Flex trong trudng hop bénh nhén ¢6 c4c trigu chimg sau:

1. Thiéumd I4 van bim sinh ('vi dy: théng lién nhi that, day mép van)

2. Thoai héa van 2 14 mirc d6 nding dnh hudng dén 14 van.

5.0 Canh béao

CHI SU DUNG MQT LAN. Thiét bi nay dugc thiét ké, chi dinh va phan phéi CHI PE SU DUNG MOT
LAN. KHONG TAI VO TRUNG HOAC TAI SUDUNG THIET BI NAY. Khéng ¢6 dit liéu ndo ghi nhdn
tinh v6 trung, khéng gy kich ting va dém bao chitc ning ctia thiét bi sau khi tai xir ly. Hanh déng nhu vy

¢6 thé dan dén bénh t4t hogie mét sur kién bét lgi, vi thiét bi c6 thé khéng hoat dong nhur dyr kién ban du.

Thiét b nay chu yéu chira Nitinol, mét hop kim ciia Nickel va Titanium. Thiét bi nay ciing chira coban, sit,
cacbon, niobium, ddng va crom. Nhimg nguoi c6 phan img di {mg v6i cac kim loai ndy c6 thé bj phan ung
di tmg véi thiét b cdy ghép nay. Truée khi thuc hién ciy ghép, bénh nhan can duoc tir van v& cic vit liéu
c6 trong thiét bi, ciing nhu kha niing di tmg/man cam véi cac vit lidu nay. Tinh an toan cta vong tao hinh

vong Physio Flex chua duge thir nghiém & nhiing bénh nhén bj di tmg Niken.

Thiét bi nay dugc san xuat khéng c6 cao su, nhung cé thé da dugc san xuét trong méi truong co chira cao

su.

Nhing bénh nhan dugc cdy ghép vong van nhan tao di tri qua cac thu thudt nha khoa hodc céc thi thuét

¢6 kha ndng nhiém tring mau khéc phai duge xem xét diéu tri bang khang sinh dy phong.

Neéu duoc str dung véi bgnh viém ndi tim mac do vi khudn dang tién trién, viém ndi tim mac c6 thé tai phat

sau khi cdy ghép.

Tan méu do nén tré 1a mét nguy co tiém 4n. Tan huyét c6 thé x4y ra ngay ca khi nén tré nhe.
Nghén tim, tén thuong dong mach vanh va xoang vanh la nhimg nguy co tiém 4n.

Lua chon vong qud nhé lam ting nguy co sa 14 van trude tAm thu sau stra van (S.A.M.).

Céc phén phi kim loai cta gi4 do, tay cAm va bé do kich c& khong can quang khéng thé dugc phat hién

bang thiét bj hinh anh bén ngoai.

Khéng lam bién dang hoic thay dbi vong dé phi hop véi giai phau vong van, vi né cé thé [am hong vong.
Néu kich thuéc vong duoc chon khdng phtrhop vé6i vong van ctia bénh nhan, hily chon vong van 16n hon

hodc nho hon.



Khong cit bat ky sgi chi ndo trén vong. Viée cit nhimg soi chi nay cd thé tao ra nhimg sgi chi léng 1éo co

kha nang gy huyét khéi tic mach hoiic tan méu.

Théo gia do khoi vong sau khi vong duge cdy vao. Viée cly gia d& tay cAm véi vong ¢6 thé khién bénh
nhén bj thuong hodc tir vong. Trong trudmg hop gia d& cin duoc dinh vj trong viing phdu thuft, mét chdt
can quang bén trong gia d& 6 thé duoc phat hién dudi tia X,

6.0 Chi y

Khong sir dung vong sau ngay hét han trén nhén.

Kiém tra bao bi, dam bao rdng n6 chua bi m& hoiic bi hu hong. Khéng sir dung céc vong di dugc théo ra

khoi khay dbi va bj roi, ban hogc c6 thé bj hong.

Can xtr ly nhe nhang doi véi tat ca cdc vong cay ghép. D& dam bao tinh vo tring va nguyén ven cuia vong,

vong can dugc bao quan trong hgp san pham cho dén khi sip cdy ghép.

Kiém tra cic sizers va tay cam dé tim céc dau hiéu mon, chiang han nhu xin mau, niit hoiic ran. Néu ban

quan sat thdy bat ky su héng nao, hiy thay thé céc sizers va / hoc tay cam ngay 14p tic.

Dinh kich thuée hinh khuyén phti hop [a didu c4n thiét. Chi sir dung sizers thich hop, kiéu 1252, do Edwards
Lifesciences cung cp dé dinh kich thudc vong va hinh khuyén. Khéng sir dung gi4 d& nhan lam bd chinh

am.

Mot thé s sé-ri duoc gz‘in vao chiéc nhan bfmg mot soi chi khau. Khéng thdo thé nay cho dén khi chiic chin

vi€e cdly ghép va dinh c& xong. Trong qua trinh thdo thé, tranh cét hoic l1am rich vai.

Khéng duge sir dung kim khéu ¢6 canh cit sic hoac kep ¢6 ring trong khi dua vio dé tranh lam hong vai

bao quanh vong.

Chi khdu nén dugc dit qua vong nhu minh hoa trong Hinh 9. Khéng dit chi khau trong mé tdm nhi, vi ¢é
thé xay ra suy giam din truyén tim. Trénh céc vi tri khau c6 thé lam tén thuong hodc tdn thuong co mii

hodc dong mach vanh phai.



Hotdy G Sewrg ot
i Crpacdgrerial
[ mtre

Corrext

Hinh 9

7.0 Bién chirng

Céc bién chimg nghiém trong, déi khi din dén tir vong, c6 lién quan dén viéc sir dung vong van nhén tao.
Ngoai ra, céc bién chimg do phéan img cua timg bénh nhan véi vong van dugc cdy ghép hoic do nhiing thay
ddi vat Iy hodic héa hoc trong céc thanh phan ¢6 thé yéu cdu md lai va thay thé vong van nhén tao, déi khi

trong vong vai tuan hodc vai thang,

Can phai theo ddi y té cén than va lién tuc dé c6 thé chin doan va xir tri ding céc bicn chiing lién quan dén

phuc hinh nham gidm thiéu nguy hiém cho bénh nhan.

Tinh trang trao nguge van hai 14 khéng duge diéu chinh hoic tai phat 12 mot bién chimg tiém 4n lién quan

dén céc vong van.

Sau ddy la danh sich cdc bién chimg lién quan dén viéc sira van hai I4 va tao hinh vong van nhén tao duoc

tong hop tir cde tai ligu va tir cde bdo cdo nhdn duge thong qua hé théng xir Iy khiéu nai Edwards.
Céc bién ching vé thi tuc va san phim:

® {rdo ngugc hai la con s6t lai hodc tai phat;
e hepvan?2 l3;

o huyét khéi;

e thuyén tac huyét khdi;

e tan mau;

e khéi tim

e cung lugng tim thép; suy tim phai;
g g y tim p



e savan 2 I4 ti phat do phat trién ctia bénh thodi héa van, viém ngi tdm mac, hodc thiéu sét trong
viée sira van va céu tric dudi van;

o biéncd cua viéc khau gdy anh huéng dén hé théng mach vanh;

e Dbién chimg lién qua dén viéc bic ciu kéo dai, van déng mach chu bi keo va thiéu sy béo vé co tim;

e xé vai che bing kim cit;

o chdy m4u lién quan dén viéc sir dung liéu phép chéng déng mau;

e nhiém tring tai chd va / hoic toan than;

e su tach rdi mét phin cua vong khoi vi tri gén ctia n6 (s téch 16p cuia vong);

o sucd cua vong do bién dang khi cdy ghép hoiic su suy giam vat Iy hodic héa hoc ctia cdc thanh phan
vong;

e giy vong van,

e  dirt chi khiu;

e savan 214 trong ki tim thu (SAM) va tic nghén dong chay thit trai (LVOT) khi 14 van trudc hodc
sau qua 1én;

e viém ndi tim mac:

e thdng lién nhi thét;

e di tmg véi kim loai;

e phit trién qué mitc cic mé co hoic co day.

8.0 Cén nhic hiu phiu

Dé cho phép viéc diu tri va hop nhit ctia vong van bai mé cuia bénh nhan, bit ké nthip tim, li¢u phap chéng

déng mau sau phau thuit nén dugc xem xét sau phiu thuat.

Nhimg bénh nhdn c¢é vong van nhan tao da trai qua cac thu thuat nha khoa hoiic céc thi thudt c6 kha ning

nhiém tring huyét khac phai dugc xem xét didu tri bing khéng sinh du phong.

9.0 Luu trir
Vong van khong thé sir dung sau thoi gian hét han dugc in trén bao bi.
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bé giam thiéu sy ldy nhiém va mang den su bao vé tdi da, luu trir vong van (trong thi dung vo tring) va

thé dir liéu cdy ghép duge chira trong hdp , & noi kho thodng cho dén khi st dung;

10.0  Phu kién kém theo



Kich thude: kich thudc phu kién cho van 2 14 ma 1252: 24-40mm
Khay: ma khay cho bd phu kién cho van 2 14 TRAY 1252
Tay cAm: ma 1150 (dai 2 inches) va ma 1151 (dai 4 inches)

10.1 Pong géi va Van chuyén

Phy kién vong van dugc dong goi roi, khong vé tring va phai dugc vo tring lam sach trude khi sir dung.

khong vé tring phu kién véi bao bi gbc.

Thay thé cic phu kién thuong xuyén. Lién hé véi dai dién ban hang cta Edwards Lifesciences ctia ban dé

nhén dugc céc san pham thay thé thich hop.
10.2 Cénh bdo

Khéng thé dinh vi cdc manh phi kim loai cua sizers va tay cam bing thiét bi hinh anh bén ngoai.
10.3 Lwu y
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Kiém tra sizers va tay cam dé tim céc dau hiéu hao mon, chéng han nhur xin mau, nit hogc ran. Thay thé

dung cu do kich thudc/tay cam néu c6 bat ky h hong nao duge quan sat thiy.

Khéng sir dung bg do kich thuée ciia céc nha san xudt khac, hodc thude do cia vong van khic ngoai
Edwards Lifesciences Physio Il mé hinh 1252, dé tao kich thudc cho vong van Physio Flex, ma 5300. Do
kich thudc khong diing 1a nguyén nhén gy anh hudng dén vong van ty nhién va mé 14 van, ton thuong tim,

hoiic dén dén sa van 2 14 hojc khéng khdp vong van.
10.4 Huwéng din 1am sach va vo trung phu kién vong van

Péi véi ma khu kién 1252, xem huéng din lam sach va vé tring vong van dugc dé cap trong bd phu kién

ma 1252,

11.0  Dao tao chuyén vién

Ky thuat ciy ghép vong van ndy tuong ty nhu k§ thudt duge sir dung dé dat bat ky vong van. Khéng cin
do tao dic biét dé lép ddt vong van nhan tao Physio Flex, ,ma 5300. Béc st phéu thut quyét dinh khi nao

va néu stra van hai 14 trong trudong hop thodi héa hoic sa van 2 14.

12.0  Chon lya va do kich thwée van



Cac buée

Quy trinh

Str dung b do kich thuée ma 1252 dé do van hai 14 cho kich thude
vong van ty nhién. Lya chon vong dya trén cac phép do khoang
céch giita cic co quan va chiéu cao va/holic dién tich b& mat cia l4
van phia trude bing cach sir dung thudc do ma 1252 Edwards.
Hinh 10 cho thiy phép do chiéu cao ctia 14 van truée va dién tich
bé miit sau khi 14 van trudc da duoc mé ra.

Kich thude tuong (mg véi khoang cach gitta cdc mép (gitra hai
ranh trén thude do) va chiéu cao ctia 14 van truéc 1a kich thude nén
dugc chon. Mép tu do ctia 14 van trude khdng duge virot qua 1 mm

so voi mép dudi ctia bg chinh stra.
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Hinh 10
O nhitng bénh nhan bi sa van hai 14 chirc ning, c6 thé xem xét
phuong phép gidm kich thuéc.
Néu bac si phau thuat dang quyét dinh gitra hai kich thuéc & nhimg
bénh nhan bi bénlh thodi hoa van, thi viéc lua chon kich thude 16n

hon duge khuyén khich trong hau hét cac truomg hop.

Cat bd thé so seri vong van duoce chon.

13.0  Si dung tay cAm va gia d& tay cAm

Gia d& duge gin sin v6i vong. Vong van Physio Flex dugc l3p vio bing gi4 d& gén vao tay cam (kiéu 1150

hofdic 1151, dugc déng géi riéng).

Ciac bude

Quy trinh




Gién tay cam vao gi4 dd theo chuyén dong mot bude bang céch lip tay cAm

vio phin khe trén gia do (Hinh 11).

1
Hinh 11
D¢ bé cong tay cdm, hay nim chit hai diu va ding luc nhe nhang dé udn
cong tryc thép khong gi (Hinh 12).
2a

Hinh 12

2b

Uodn cong day gifr, néu can dé thudn tién cho viéc tiép cdn, ma khéng can

gilt vong. Xem Hinh 13.




Hinh 13

14.0

CAy ghép vong van
Céc buée Quy trinh
Dit timg dudng khau qua vong van tir 1 dén 2 mm bén ngoai duodng giao
nhau gifta 14 van va tm nhi (Hinh 14). it nhit mét vét khau duoc yéu ciu
phia trén dudng khau sau (nhu dugc thé hién bai dudng trdn nét dut). Puong
khau b sung ndy tuong (mg v&i doan clia vong qua diém dénh déu phia sau.
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Hinh 14

5 Ludn céc dudng khau qua cac ddu mau xanh 14 cdy trén mit ra cta vong

khau (Hinh 15) ctia vong duge chon.




Neéu cam thiy c6 lwc can khi kim khau xuyén qua vong, hiy kéo kim khéu
ra khdi vong va bit dau lai bang cach dit chi khiu qua vong khau nhur duge
minh hoa trong Hinh 15.
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Hinh 15
3 Str dung gia d& ¢6 thé udn cong dé dinh vi vong nhan tao vao vong van.

15.0 Thso gia d& tay cAm

Vong van nhén tao Physio Flex ra khoi gia d& tay cAm véi 1 bude cét chi khau.

Cac bude Quy trinh

Mot soi chi két ndi véi gid do tay cdm va vong van (Hinh 16) ndm & phén sau ctia gia do.
1 Cit chi khau & viing nhé cao bing dao mé (Hinh 16). Viéc nay cho phép thdo gid do khoi

vong.




Hinh 16

Nhe nhang théo gid d& khéi vong bing cach sir dung tay cAm. Chi khau duoc két ndi vinh
vién véi gid d va khi rat gid dd, chi khéu sé duge théo ra.

Khdng dé gia d& gan vao vong sau khi vong dugc ciy vao.

Sau khi gid d& duoc théo ra khéi vong, cé thé thdo tay cim khoi gia do bang cach nim chit
gi4 d& tai diém két ndi va kéo tay cam ra.
Xem Hinh 17.

Hinh 17.




Sau khi duoc tach ra khoi vong, gid do tay cam sé bj loai bo.
Luu ¥: Gid d& chi st dung mot 14n. Tay cAm c6 thé tai sir dung. Dé biét thém thong tin, hiy

tham khao Huéng dan tiét tring duge cung cép cling véi 1252 phu kién.

4 Budc cic nit khiu dé c6 dinh vong van nhéan tao vao vong van va cét chi khau.

Hinh 18 minh hoa mét vong van nhan tao Physio Flex dugc ciy ghép ding céch.
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16.0 Danh gia ning lye siva chiia

Chét lugng clia viée stra van trude tién nén dugc danh gia sau khi bude chi khiu vao vong. Nude mubi
duoc bom vao tam thit qua van hai 14 dé quan sat ap dién cia bd tr do 2 14 van. Phai ¢ mét dudng dbi
ximg song song véi phan sau cia vong véi ty 18 % dén Y giira 14 trude va 14 sau trong 15. Néu duong mép
ctia b tr do cuia 2 14 van khéng ddi xtmg, didu nay cho thiy 14 van con sét lai hodc chuyén dong I4 van bi
han ché; diéu nay nén dugc stra chira. Ngodi ra, néu 14 sau chiém hon mdt nira hodc nhiéu hon dién tich 13

vong, né nén duge rat ngdn dé giam thiéu nguy co chuyén dong ra trude tam thu (S.A.M.).

Chat lugng cua stra chira duge danh gid bang siéu 4m tim qua thye quan (TEE) sau khi hoan thanh bac cau
tim phéi. Viéc kiém tra nay dé loai trir su hién dién ciia SAM sau phau thut stra van & bénh nhin c6 mé

du 14 van.



Néu viée dp dung cdn than phuong phép dat vong ctia nong van tim khong tao ra kha niing stra chita ddy du
tinh trang suy van tim dugc xdc dinh bing cdch kiém tra bing mét hodic xét nghiém trong phiu thuat, bac

sT phdu thuat phai chuin bi dé théo vong va thay van bj bénh bing van nhén tao trong cling mét quy trinh.

17.0 An toan véi MRI

A MR Conditional

Thir nghiém phi 14m sang da chimg minh réng vong van nhan tao Physio Flex, ma 5300, 1a MR c6 diéu

kién. Mgt bénh nhan véi thiét bi nay cé thé dugc quét an toan trong hé théng MR dép ting cac diéu kién

- sau:

e Tir truong tinh chi 1,5T va 3,0T
o Trudng gradient khong gian MR t8i da 3000 gauss / cm (30T / m) tré xudng
e Hé thong MR téi da dugc béo céo, t 1é hip thu riéng trung binh toan co thé (SAR) 1a <2 W / kg

(Ché do van hanh binh thuong)

Trong céc diéu kién quét & trén, vong tao hinh vong Physio Flex, ma 5300 dy kién sé tao ra nhiét d ting

tdi da 2°C sau 15 phit quét lién tuc.

Trong thir nghiém phi 1dm sang, hinh anh tao ra do thiét bi nay kéo dai khoang 6 mm tinh tir vong van nhin

tao Physio Flex khi dugc chup bing chudi xung echo gradient va hé théng MRI 3.0 Tesla.

Nén toi uu hda céc thong s6 hinh anh MR,

18.0 Quén 1y bénh nhén
18.1 Pang ky thong tin bénh nhéin

Khi str dung vong van nhan tao Edwards, hay cén than dién ddy du vao The dir lidu cdy ghép duge
déng géi véi mbi vong. Tra lai phan da duoc ddnh diu truée cia thé cho Co quan ding ky bénh
nhén cdy ghép va giir cac phan con lai cho hd so bénh vién va bac si phiu thuat. Khi nhan duoc
Thé dit liéu cdy ghép, bo phan ding ky bénh nhin cly ghép s& xuét trinh thé dinh danh c6 kich
thude bing vi cho bénh nhﬁﬁ. Thé cho phép bénh nhan théng bo cho nha cung cp dich vu cham

s6c stre khoe loai cly ghép ma ho 6 khi ho dén kham. Khi vong van bj hiy hogc vong Edwards



trude dé dugc thay thé, sir dung Thé dir liéu cdy ghép dé bdo céo thong tin ndy cho bd phan ding

ky théng tin cuia Edwards.

Thé nhén dang bénh nhan duoc cung cap cho méi bénh nhén dugc cdy vong van nhén tao Physio

Flex.
18.2 Phuyc hdi cdy ghép 1am sang va loai bé thiét bi

Edwards Lifesciences quan tam dén viéc liy cdc mAu vat 1am sang da phuc héi cia vong van nhan
tao Physio Flex, mi 5300, dé phén tich. Lién h¢ véi dai dién dia phuong dé tra lai nhimg vong van

di thu hoi.

e Néu géi chua m& véi mang ngin vo tring con nguyén ven, tire 13 khay Tyvek bén trong
chua dugc mé, hiy tra lai vong van trong bao bi ban dau ciia né

e Néukhay Tyvek bén trong dugc md nhung vong khéng duge cAy: Lién hé véi dai dién dia
phuong dé tra lai vong da thu héi

e Dit cac vong da léy ra vao chét ¢6 dinh mé hoc thich hop nhu formalin 10% hoiic
glutaraldehyde 2%. Khéng cin thiét 1am lanh.

e Vong da ldy: Lién hé vé6i dai dién dja phuong dé tra lai vong da thu hoi

Cc thiét b da qua str dung c6 thé duge xir 1 va thai bo theo cach tuong tw nhur chét thai bénh vién
va cée vét liéu sinh hoc nguy hiém theo quy dinh ctia dja phuong, vi khéng c6 rii ro dic biét ndo

lién quan dén vi€c thai bo cac thiét bi nay
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Téi, Vii Thi Tinh, CMND sb: 017253279 cip ngay 18/01/2011 tai Céng An Thanh Phé Ha Nbi; cam doan

dich chinh x4c gidy td/ van ban nay tir tiéng Anh sang tiéng Vigt.

Nguwdi dich

1

Vii Thi Tinh

LOI CHUNG CUA CONG CHUNG VIEN

Hom nay, ngay 11 thang 10 nam 2021 (Ngay mudi mot thang mudi , mudi ndm hai nghin khong tram hai
muoi mot).
Tai Vin phong Cong chimg Nguyén Hug, dia chi tai s6 165 Giang V&, phuong Cat Linh, quan Déng Da,
thanh ph Ha Nbi.
T6i, NGUYEN THI THUY - Cong chimg vién,trong pham vi trach nhiém ciia minh theo quy dinh ctia
phap luat.

CHUNG NHAN
- Ban dich nay do ba Vii Thi Tinh, CMND sb: 017253279 cép ngay 18/01/2011 tai Céng An Thanh Phé
Ha N@i, 1a cong tac vién phién dich cua Vin phong Cong chimg Nguyén Hug, thanh phé Ha Noi, di dich
tir tiéng Anh sang tiéng Viét .

- Chit ky trong ban dich dung 1a chit ky cua ba Vii Thi Tinh;
- Ni dung cuia ban dich chinh x4c, khong vi pham phap ludt, khong trai voi dao dire xa hdi;

- Vin ban cdng chimg nay duoe 1ap thanh 2 ban chinh, mdi ban gdbm 20 td, 20 trang, luu mét (1) ban tai
Vian phong Cong chimg Nguy&n Hué, thanh phd Ha Noi.

S6 cong chirng: 3645  Quyén sé: 01 /2021 TP/CC-SCC/BD

CONG CHUNG VIEN
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Edwards

Physio Flex Annuloplasty Ring, Model 5300

]
[

Figure 1: Atrial view Figure 2: Annular view

Instructions for Use

Rx Only

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

1.0 Product Description

The Physio Flex annuloplasty ring is a semi-rigid, open,
mitral annuloplasty ring with an asymmetrical open
anterior segment (see Figures 1 and 2).

The ring (Figure 3) has an asymmetrical open anterior
segment corresponding to the mitral annulus below the
aorto-mitral curtain (segment A). The complete portion
(segment B) of the ring begins at the anterolateral
commissure and extends beyond the posteromedial
commissure and the posteromedial trigone into the
anterior annulus (segment C).

Figure 3

Edwards, Edwards Lifesciences, the stylized E logo,
Physio, Physio Il, and Physio Flex are trademarks of
Edwards Lifesciences Corporation. All other trademarks
are the property of their respective owners,

The ring design has a rectangular Nitinol core which
enables different flexibilities in-plane (A) and out-of-
plane (B) (Figure 4).

Figure 4

The ring flexibility progressively increases in-plane from
size 24 mm to 30 mm. It remains relatively constant from
size 30 mm to 40 mm. For each ring size, the out-of-plane
flexibility is greater than the in-plane flexibility (see

Table 1).

Tahle 1
In-Plane Out-of-Plane
Size Flexibility (A) | Flexibility (B)

Daiimii—20 K Progressively

increases Greater than
; in-plane
30 mm—-40 mm Reting 4
constant

The ring also has a progressive saddle height with a
complete posterior saddle and an open anterior saddle.
The ratio of the saddle height to the A-P (anterolateral to
posteromedial) dimension progressively increases from
size 24 mm to size 36 mm. It remains constant from size
36 mm to 40 mm (Figure 5).

saddle L = Posterior
height . : e saddie

1S . =4 % height
P < 3 L
3 Constanl saddia
L , -1 Size 3 mm —40 mm
4 A

L ;":
L= Jr

Il

/)
4/ Progressive

L J / sadoleincrease
£ y o/ Size2dmm-35 mm

Figure 5

The Nitinol core is covered with a silicone sleeve and an
external, knitted, polyester cloth. The sewing cuff is
designed for ease of needle penetration and suture
placement. A green circumferential suture line placed
between the outer perimeter of the ring and the outer
perimeter of the Nitinol core identifies the suture
placement area (see Figure 2).

The ring has two commissure markers and a
mid-posterior marker to facilitate orientation during
implantation (see Figure 6).
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Mid-posterior marker

Figure 6: Commissure Placement

The ring incorporates a holder with a proximal arm
(Figure 7) for connection to handle models 1150 and
1151 (Figure 8). The holder arm is designed with a
section made of stainless steel that can be bent to
facilitate access and positioning of the ring on the valve
annulus.

Figure 8

The Physio Flex annuloplasty ring is available in sizes
24, 26, 28, 30, 32, 34, 36, 38 and 40 mm.

The Physio Flex annuloplasty ring is designed to be
used with sizer model 1252.

2.0 How Supplied

The Physio Flex annuloplasty ring comes pre-attached
to a holder and is provided sterile and non-pyrogenic.
Packaging consists of a box containing a dual sterile
barrier package, two trays sealed with lids, one inside
the other to facilitate handling and transfer to the sterile
field at the time of surgery. After opening the outer tray,
the inner tray may be placed directly into the sterile field.

3.0 Indications for Use

The Physio Flex annuloplasty ring, model 5300, is o
indicated for the correction of mitral valve insufficiency, &
or mixed mitral insufficiency, where treatment does not :
necessitate replacement of the natural mitral valve.

4.0 Contraindications

Use of the Physio Flex annuloplasty ring is
contraindicated in patients with the following conditions:

1. Congenital malformation with lack of valvular tissue.
(e.g., AV canal or hypoplastic commissures)

2. Severe mitral annular calcification involving the
leaflets.

5.0 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, non-pyrogenicity, and
functionality of the device after reprocessing. Such
action could lead to iliness or an adverse event, as the
device may not function as originally intended.

This device predominantly contains Nitinol, an alloy of ]
Nickel and Titanium. The device also contains cobalt,

iron, carbon, niobium, copper, and chromium, Persons

with allergic reactions to these metals may suffer an

allergic reaction to this implant. Prior to implantation,
patients should be counseled on the materials contained 5
in the device, as well as potential for £
allergy/hypersensitivity to these materials. Safety of the o
Physio Flex annuloplasty ring has not been tested in =
patients with Nickel allergy. 0

This device was manufactured without latex, but may
have been produced in a latex-containing environment.

Patients with annuloplasty rings who undergo dental or
other potentially bacteremic procedures must be
considered for prophylactic antibiotic therapy.

If used with evolving bacterial endocarditis, endocarditis
may reoccur after implant.

Hemolysis due to regurgitation is a potential risk.
Hemolysis may occur even with mild regurgitation.

Heart black, damage to circumflex arteries and coronary
sinus are potential risks. i)

The choice of too small a ring increases the risk of
post-repair systolic anterior motion (S.A.M.).



Non-metal fragments of holders, handles, and sizers are
not radiopaque and cannot be detected by means of an
external imaging device.

Do not attempt to deform or alter the ring to conform to a
specific annular anatomy, as it could damage the ring. If
the ring is not suitably sized for the annulus, select a
larger or smaller ring.

Do not cut any threads on the ring. Cutting these threads
“can create loose threads with the potential for
thromboembolism or hemolysis,

Remove the holder from the ring after the ring is
implanted. Implantation of the holder with the ring can
cause patient injury or death. In the event that a holder
needs to be located within the surgical site, a radiopaque
pin within the holder can be detected under x-ray.

6.0 Precautions
Do not use the ring after the expiration date on the label.

Inspect the packaging, ensuring that it has not been
opened or damaged. Do not use rings that have been
removed from the double trays and dropped, soiled, or
possibly damaged.

Gentle handling is required for all implantable rings. To
ensure the sterility and integrity of the ring, the ring should
be stored in the product box until implantation is imminent.

Examine sizers and handles for signs of wear, such as
dullness, cracking or crazing. If you ohserve any
deterioration, replace the sizers and/or handles
immediately.

Sizing the annulus properly is essential. Use only the
appropriate sizers, model 1252, provided by Edwards
Lifesciences to size the ring and the annulus. Do not use
the ring holder as a sizer.

A serial number tag is attached to the ring by a suture,
Do not detach this tag until implant is certain and sizing
is completed. During removal of the tag, avoid cutting or
tearing the cloth.

Suture needles with sharp cutting edges or forceps with
teeth must not be used during insertion to avoid damage
to the fabric covering the ring.

Sutures should be placed through the ring as
demonstrated in Figure 9. Do not place sutures in the
atrial tissue, as impairment of cardiac conduction may
occur. Avoid suture placement that may injure or
compromise the circumflex or right coronary arteries.
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Figure 9

7.0 Complications

Serious complications, sometimes leading to death,
have been associated with the use of prosthetic rings. In
addition, complications due to individual patient reaction
to an implanted ring or to physical or chemical changes
in the components may necessitate reoperation and
replacement of the prosthetic ring, sometimes within
weeks or months.

Careful and continuous medical follow-up is required so
that prosthesis-related complications can be diagnosed
and properly managed to minimize danger to the patient.

Uncorrected or recurrent mitral regurgitation is a potential
complication associated with annuloplasty rings.

Following is a list of complications associated with mitral
valve repair and prosthetic ring annuloplasty compiled
from literature and from reports received through the
Edwards complaint handling system.

Procedural and Product Complications:

residual or recurrent mitral regurgitation;

stenosis;

thrombosis;

thromboembolism;

hemolysis;

heart block;

e low cardiac output, right heart failure;

s recurrence of mitral regurgitation due to progression
of natural degenerative disease, endocarditis, or
inadequatefincomplete repair of the valvular and
subvalvular structures;

¢ suture injury to the circumflex artery;

+ complications related to prolonged bypass, aortic
cross clamping and inadequate myocardial protection;

¢ tearing of the cloth covering with the use of cutting
needles;

¢ bleeding related to the use of anticoagulation therapy;

¢ |ocal and/or systemic infection;

¢ partial dislodgement of the ring from its site of
attachment (ring dehiscence);

¢ malfunction of the ring due to distortion at implant or
physical or chemical deterioration of ring components;

« fracture of the ring components;



o fraying of the suture material;

o systolic anterior motion (S.A.M.) and left ventricular
outflow tract obstruction (L.V.O.T.0.) whenever a
large posterior or anterior leaflet is present;

e endocarditis;

e left atrial ventricular disruption or rupture;

o metal allergic reactions;

e fibrous tissue overgrowth or pannus.

8.0 Postoperative Considerations

To allow for healing and incorporation of the
annuloplasty ring by host tissue, regardless of cardiac
rhythm, postoperative anticoagulation therapy should be
considered following surgery.

Patients with annuloplasty rings who undergo dental or
other potentially bacteremic procedures must be
considered for prophylactic antibiotic therapy.

9.0 Storage

The annuloplasty ring cannot be used after the
expiration date on the label.

To minimize contamination and to provide maximum
protection, store the annuloplasty ring (in dual sterile
barrier package) and Implantation Data Card contained
inside the outer cardboard box in a clean, dry area until
needed.

10.0 Accessories

Sizers: Mitral Sizer model 1252,
Sizes: 24 —40 mm

Tray: Mitral model TRAY 1252

Holder Handles: Model 1150 (2 inches) and Model
1151 (4 inches)

10.1 How Supplied

Accessories are packaged separately, provided
non-sterile and must be cleaned and sterilized before
each use. Do not sterilize accessories in their original
packaging.

Replace accessories on a routine basis. Contact your
Edwards Lifesciences sales representative to obtain
appropriate replacements.

10.2 Warnings

Non-metal fragments of the sizers and handles cannot
be located by means of an external imaging device.

10.3 Precautions

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

Do not use other manufacturers’ ring sizers, or sizers
other than Edwards Lifesciences Physio Il mitral sizer
model 1252, to size the Physio Flex annuloplasty ring,

model 5300. Inaccurate sizing may cause damage to the
annuloplasty ring or leaflet tissue, injure the heart, or
result in mitral regurgitation, or patient mismatch.

10.4 Accessories Cleaning and Sterilization
Instructions

For model 1252 accessories, see the Annuloplasty Ring
Care and Sterilization Instructions provided with the 1252
accessories.

11.0 Physician Training

The techniques for implanting this ring are similar to those
used for the placement of any annuloplasty ring. No
special training is required to implant the Physio Flex
annuloplasty ring, model 5300. It is the surgeon’s decision
when and if to repair a mitral valve in the presence of
degenerative or functional mitral regurgitation.

12.0 Measurement and Selection of the
Appropriate Ring

Step | Procedure

1 Use model 1252 sizers to measure the mitral
valve for annuloplasty ring size. Ring
selection is based on measurements of the
inter-commissural distance and the height
and/or surface area of the anterior leaflet
using the Edwards model 1252 sizers.
Figure 10 shows a measurement of the
anterior leaflet height and surface area after
the anterior leaflet has been unfurled.

The size that corresponds to the
inter-commissural distance (between the two
notches on the sizer) and the height of the
anterior leaflet is the one that should be
selected. The free edge of the anterior leaflet
must not extend more than 1 mm beyond the
inferior edge of the sizer.

Figure 10

In patients with functional mitral regurgitation,
a downsizing approach may be considered.

If the surgeon is deciding between two sizes
in patients with degenerative valve disease,
the selection of the greater size is
recommended in most instances.




Step

Procedure

Step

Procedure

Remove the serial number tag once the ring
has been selected.

13.0 Use of Handle and Holder

The holder comes pre-attached to the ring. The Physio
Flex annuloplasty ring is inserted using the holder
attached to the handle (model 1150 or 1151, which is
packaged separately).

Step

Procedure

1

Attach the handle to the holder in a one-step
motion by snapping the handle into the
engaging component on the holder

(Figure 11).

R\
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Figure 11

2b

Bend holder wire, if necessary to facilitate
access, without holding the ring. See
Figure 13.

Figure 13

14.0 Ring Implantation

Step

Procedure

2a

To bend the handle, grip the ends and gently
apply force to bend the stainless steel shaft
(Figure 12).

Figure 12

1

Place each suture through the annulus 1 to

2 mm outside the junction between the leaflet
and the atrium (Figure 14). At least one
suture is required above the posterior
commissure (as shown by the dashed circle).
This additional suture corresponds to the
segment of the ring past the posterior
commissure marker.

Figure 14




Step

Procedure

Step | Procedure

Pass the sutures through the green marks on
the outflow side of the sewing cuff (Figure 15)
of the selected ring.

If resistance is felt when the suture needle is
passed through the ring, pull the suture
needle out of the ring and begin again by
placing the suture through the sewing cuff as
demonstrated in Figure 15.

P

Figure 15

suture will be removed.

after the ring is implanted.

Use the bendable holder to parachute and
position the ring onto the annulus.

15.0 Removal of the Ring Holder

The Physio Flex annuloplasty ring is attached to a
single-cut release holder.

Step

Procedure

1

A single suture well (Figure 16) is located on
the posterior section of the holder.

Cut the retaining suture thread in the raised
area with a scalpel (Figure 16). This enables
removal of the holder from the ring.

Figure 16

and pulling the handle off.
See Figure 17.

Figure 17

holder is to be discarded.

Note: The holder is for single-use only.
The handle is reusable. For more

provided with the 1252 accessories.

2 Gently detach the holder from the ring using
the holder handle. The retaining suture is
permanently connected to the holder and
upon withdrawal of the holder, the retaining

Do not leave the holder attached to the ring

3 After the holder is removed from the ring, the
handle can be removed from the holder by
gripping the holder at the connection point

After the holder is detached from the ring, the

information, refer to Sterilization Instructions

the annulus and cut the sutures.

Physio Flex annuloplasty ring.
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Figure 18

16.0 Evaluating Repair Competency

The quality of the repair should first be evaluated after
tying the sutures to the ring. Saline is injected into the
ventricle through the mitral valve to observe the line of
coaptation. There should be a symmetrical line that is
parallel to the posterior portion of the ring with a %4 to %

4 Tie the suture knots to secure the ring onto

5 Figure 18 illustrates a properly implanted




ratio of anterior leaflet to posterior leaflet within the
orifice. If the line of coaptation is asymmetrical, this
suggests a residual leaflet prolapse or restricted leaflet
moation; this should be corrected. Also, if the posterior
leaflet occupies more than half or more of the ring orifice
area, it should be shortened to mitigate the risk of
systolic anterior motion (S.A.M.).

The quality of the repair is assessed by transesophageal
echocardiography (TEE) after completion of
cardiopulmonary bypass. This examination should rule
out the presence of postvalvuloplasty SAM in patients
with excess leaflet tissue.

If careful application of the ring method of valvuloplasty
fails to produce adequate repair of valvular insufficiency
as determined by visual inspection or intraoperative
testing, the surgeon must be prepared to remove the
ring and replace the diseased valve with a prosthetic
valve during the same procedure.

17.0 MRI Safety Information

MR Conditional

Non-clinical testing demonstrated that the Physio Flex
annuloplasty ring, model 5300, is MR conditional. A
patient with this device can be safely scanned in an MR
system meeting the following conditions:

¢ Static magnetic field of 1.5T and 3.0T only

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

o Maximum MR system reported, whole body
averaged specific absorption rate (SAR) of < 2
Wrkg (Normal Operating Mode)

Under the scan conditions above, the Physio Flex
annuloplasty ring, model 5300 is expected to produce a
maximum temperature rise of 2 °C after 15 minutes of
continuous scanning.

In non-clinical testing, the image artifact caused by the
device extends approximately 6 mm from the Physio
Flex annuloplasty ring when imaged with a gradient echo
pulse sequence and a 3.0 Tesla MRI system.

Optimization of MR imaging parameters is
recommended.,

18.0 Case History

18.1 Implant Patient Registry

When using an Edwards annuloplasty ring, carefully
complete the Implantation Data Card that is packaged
with each ring. Return the pre-addressed portion of the
card to the Implant Patient Registry, and keep the
remaining portions for hospital and surgeon records.
Upon receipt of the Implantation Data Card, the Implant

Patient Registry will produce a wallet-sized identification
card for the patient. The card allows patients to inform
healthcare providers what type of implant they have when
they seek care. When a ring is discarded or a previous
Edwards ring is replaced, use the Implantation Data Card
to report this information to Edwards Registry.

A Patient Identification Card is provided to each patient
implanted with the Physio Flex annuloplasty ring.

18.2 Recovered Clinical Implants and Device
Disposal

Edwards Lifesciences is interested in obtaining recovered
clinical specimens of the Physio Flex annuloplasty ring,
model 5300, for analysis. Contact the local representative
for return of recovered rings.

¢ [f the unopened package with sterile barrier is intact
i.e. the inner Tyvek tray has not been opened, return
the ring in its original packaging

o Ifthe inner Tyvek tray is opened but ring is not
implanted: Contact the local representative for return
of recovered ring

¢ Place explanted rings in a suitable histological fixative
such as 10% formalin or 2% glutaraldehyde.
Refrigeration is not necessary

¢ Explanted ring: Contact the local representative for
return of recovered ring

Used devices may be handled and disposed of in the
same manner as hospital waste and bio-hazardous
materials in accordance with local regulations, as there
are no special risks related to the disposal of these
devices.
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