HUONG DAN SU’ DUNG
BioFreedom™ Hé Stent Mach Vanh Phia Thuéc

Muc luc

1.MO TA THIET BI
1.1. M6 ta thanh phan thiét bij
1.2. M6 ta thanh phan thuéc pha
2.CHI BINH
3.CHONG CHI BINH
4.LIEU PHAP KHANG KET TAP TIEU CAU
5.CANH BAO
6.THAN TRONG
6.1. Twong tac thubc
6.2. Quy trinh dung stent — Than trong
6.3. bat stent — Than trong
6.4. Rt stent/hé théng — Than trong
6.5. Sau dat stent — Than trong
6.6. Hinh anh cong hwéng tir (MRI)
7.CA THE HOA BIEU TRI
8.5 DUNG TREN DAN SO BAC BIET
9.HUONG DAN SUr DUNG
9.1. Kiém tra trwéc khi str dung
9.2. Vat tw can thiét
9.3. Chuén bj hé thdng phan phéi
9.4. Phwong phap dwa stent vao
9.5. Phuwong phép trién khai
9.6. Phwong phap rut
9.7. Nong thém doan stent
10. BIEN CO BAT LQI TIEM AN
11. QUY CACH BONG GOl
12. NHING KY HIEU BU'QC DUNG TREN NHAN

13. BAO HANH

0344



1. MO TA THIET Bl

Hé stent mach vanh phu thuéc BioFreedom™ (BioFreedom DCS) la mét san phdm két hop bao gom hai thanh phén chinh:
stent dwoc phi bé mét voi hoat chat BA9™ (Biolimus A9), va hé thong phan phéi.

BioFreedom DCS la mét Hé Stent Mach Vanh Phi Thubc khéng chat mang va polymer.

1.1. Mo ta thanh phan thlét bi

e Thanh phan thlet bi bao gdm mot stent mach vanh 316L thép khong gi co thé mé rong bang béng dwoc phii bé mét véi thube
BA9 va dwoc gan sin vao mot hé théng phan phéi c¢6 béng trao d6i nhanh ban twong thich.

o Mbt hé théng phan phéi cé hai diém danh dau can quang ma soi huynh quang giup danh dau diém tan cua stent tao diéu kién
cho viéc dat stent dung vi tri.

« Tai didm tan dau gan cda hé théng phan phdi 1a mét thiét bi két ndi cé khda loai van xodn véi 16 két ndi. Dau nay két ndi véi
Iong bom béng.

« Day dan di vao dau xa cla bng théng va di ra & vj tri 2320.5 cm cach dau gan cla hé théng phan phéi.

Cac déc diém thanh phan thiét bi dwoc tom tét trong Bang 1
Bang 1: M6 ta thiét bi

Thong sb stent Kiéu 6 vanh Kiéu 9 vanh
Puwong kinh stent (mm) 2.25-3.0 3.5-40
Chiéu dai stent (mm) 42,48

Chét lieu/lép pha stent Stent thép khong gi 316L/ thuéc phii BA9

AL x A o A Chiéu dai ong théng: 142 cm

Thiet ké ong thong phan Chuy&n ddi nhanh (RX) twong thich voi day dén

phoi 0.014"

Bong ban twong thich voi hai diém danh dau
can quang duwoc dat trén than ong thong

Ong théng c6 béng

Ap suét bom béng:
Ap suét dinh danh (NP):

(cho moi kich c&)
6 atm/608 kPa
(stent &.2.25 — 3.0mm) (stent &.3.5 mm)
Ap suét v& dinh mirc (RBP) 16 atm/1621 kPa 14 atm/1418 kPa

1.2. Mo ta thanh phan thuéc phu

Thubc BA9 (USAN/INN: ‘umirolimus) 1a mot dan xuét sirolimus ban tong hop v&i tinh & m& cao. BA9, dwoc st dung trén
BioFreedom DCS, trc ché sy tang sinh cta t& bao co tron nham lam giam sy tai hep

Lé&p pht thube bao gdm hoat chat BA9 (Biolimus A9), dwoc phtl [én bé mat ngoai clia stent véi khéng polymer hodc chat mang.

Bang 2: Liéu lwong dinh danh thuéc BA9

M3 s6 san Du’c‘yng_kl'nh’tro.ng Chiél{_déi s}er}t Lieu Iuong dinh
pham stent gian n& dinh|chua gidn né& dinh| danh cda thubc
danh (mm) danh (mm) BA9 (ug)
BFR1-2542 25 42 657
BFR1-2548 25 48 749
BFR1-2742 2.75 42 657
BFR1-2748 2.75 48 749
BFR1-3042 3.0 42 657
BFR1-3048 3.0 48 749
BFR1-3542 35 42 657
BFR1-3548 3.5 48 749
2. CHI bINH

BioFreedom DCS dworc chi dinh cho viéc cai thién du(‘yr)g kinh long ma’ch vanh trong diéu tri ton thwong mach vanh méi & cac
dong mach vanh nguyén thly véi dwong kinh tham chiéu tir 2.5 mm dén 3.5 mm.

3. CHONG CHI BINH

BioFreedom DCS chéng chi dinh st dung trong:

+Bénh nhan c6 chéng chi dinh s dung liéu phap khang két tap tiéu cau va/hoac lieu phap khang déng.

«Bénh nhan co tén thucyng lam can tr& nong béng tao hinh mach.

+Bénh nhan cé tién sir di (rng v&i BA9 hodc cac dan xuét cia no.

+Bénh nhan cé tién st di (rng véi thep khéng gi, nickel, hodc bét ki ion kim loai ndo dwoc tim thay trong thép khong gi 316L.
+Bénh nhan cé tién st di (rng chét can quang ma khong thé kiém soat dy phong trwéc khi dét stent BioFreedom.



+ Dung ngoai chi dinh (t&rc 1a: ngoai cac chi dinh st dung d& dwoc cho phép). Bénh nhén ngoai trd c6 thé khang gidng nhw cac
két qua dwoc quan sat thay trong cac thtr nghiém lam sang.

4. LIEU PHAP KHANG KET TAP TIEU CAU

Viéc st dung mot cach thich hop liéu phap khang déng, khang két tap tidu cau va thubc gidn mach vanh la rat quan trong dé
cho két qua tét 1au dai sau cay ghép.

Bac sT nén xem xét ky théng tin tir cac thtr nghiém 1am sang voi BA9 DCS'?, cac thir nghiém BA9 DES khac®* cling nhw cac
Hwong dan tr ESC/AHA/ACC/SCAI dugc cap nhat gan day nhét vé can thiép mach vanh qua da va nhu ciu cu thé trén trng
bénh nhan dé xac dinh phac dd khang két tap tidu cau/khang déng t6i wu duoc sty dung cho bénh nhén cla ho.

O nhirng bénh nhan cé nguy co chay mau cao (HBR), bac si co thé chon phac dd khang két tap tiéu cau kép trong 1 thang
dwa trén cac két qua ctia ther nghiém ngéu nhién, mu d6i LEADERS FREE1 duworc thuc hién trén 2,466 bénh nhan PCI chirng
minh két qua an toan va hiéu qua vuot tréi véi BA9 DCS so véi BMS véi mét thang diéu tri khang két tap tidu cau kép sau do
Ia liéu phap khang tiéu cau don l8.

Nguy co chay mau cao (HBR) c6 thé trén cac bénh nhan sau:

«>75 tudi

+ Dung thubc khang déng dudng uéng (bao gém chét ddi khang vitamin-K hoadc cac thuéc trc ché yéu td Xa) cé ké hoach tiép
tuc st dung >1 thang sau PCI

+ Hemoglobin <11 g/dL ho&c thiéu mau can truyén mau trong vong mét thang trwédc

+S6 lwong tiéu cau <100,000/mm3 trong vong mét thang trwéc

+Nhap vién vi xuét huyét trong vong 12 thang trwédc

* Dot quy trong vong 12 thang trwéc

+ Bt ky xuét huyét noi so nao trudc dé

*Bénh ly gan man tinh dwoc dinh nghia bao gém cac bénh hay triéu chirng sau: xuét huyét do v& gian tinh mach thuc quan,
xo gan ¢d trwéng, bénh nao gan hodc vang da

+ B9 thanh thai creatinin <40 ml/phut trong vong mot thang

* Ung thu (ngoai ung thw da) trong vong 3 nam

« Cudc phau thuat Ién dy dinh trong vong 12 thang sau PCI

* Glucocorticoid hodc NSAID c6 ké hoach tiép tuc st dung >1 thang sau PCI

« Cac ly do y khoa khac ngan can viéc didu tri bang liéu phap khang tiéu cau kép kéo dai hon 1 thang cé thé gdm: cac réi loan

ba&m sinh, nguy co chan thwong cao, tién st té nga.

Bac s nén can nhic gitka van d& chay mau véi nguy co thiéu mau cuc bd khi xac dinh phac d6 chéng két tap tiéu cau co loi

nhét cho tirng bénh nhan.

5. CANH BAO

« Truwdc khi st dung, dadm bao rang bao bi bén trong khdng bi hu hdng hoac bi hé vi diéu nay cé thé lam vi pham hang rao vo
trung.

* Than trong Iwa chon bénh nhan la can thiét do viéc st dung thiét bi nay c6 th& dan dén nguy co huyet khéi, bién chirng mach
mau va/ho&c bién cb chdy mau. Do dé, bénh nhan can dwoc duy tri liéu phap khang két tap tiéu cau thich hop sau khi thuc
hién tha thuat (Tham khdo muc 4.0: Liéu phap khang két tap tiéu cau).

« Chi nhitng bac si da dwoc dao tao thich hgp mai nén thuc hién cly ghép stent.

« Viéc dét stent chi nén dwoc thuc hién tai cac bénh vién noi cé thé sén sang thuc hién phau thuat bac ciu déng mach vanh cép
clru.

« Nén can than chuén bj hé théng phan phéi (tham khao muc 6.3. Dat stent — Than trong.

« Tinh trang téc doan stent do huyét khdi c6 thé phai thwc hién nong lai doan dong mach da dat stent. Hién tai van chua ro két
qua lau dai sau khi nong lai cac stent da néi mac héa.

+ Khong tai str dung hé théng phan phéi stent nay cho mét quy trinh khac. Céc déc tinh hoat dong ctia béng dé bj suy giam trong
qua trinh st dung.

« Ky thuat “crushing” can thiép chd chia déi chua dwoc nghién ctru day da véi BioFreedom DCS. Khong co théng tin nao vé viéc
phoi bay bé mat cta BioFreedom DCS véi dong mau.

« Khi duing nhiéu stent ndi nhau, vat liéu stent phai c6 thanh phan twong tw nhau dé tranh &n mon dién héa kim loai.

+ Dat stent truc tiép chwa dwoc danh gia trong cac nghién ciru 1am sang. Do do, dat stent tryc tiép khong dwoc khuyén céo (tham
khao muc 9.4. Phuwong phéap dwa stent vao).

+ San pham nay khéng nhadm muc dich hodc dwoc chap thuan dé s dung cho déng mach ngoai bién.

+ KHONG tai tiét trung va/hodc st dung lai thiét bi nay hodc hé théng phan phéi lién quan, vi diéu nay cé thé anh hwéng dén
hiéu suét va cé thé dan dén 13i thiét bi/hé thdng phan phdi va cac bién chirng do tha thuat véi tdn thuong nang hoac tir vong.
Viéc tai stv dung, tai ché va tai tiét tring ¢ nguy co lay nhiém chéo va lay nhiém tir bénh nhan nay sang bénh nhan khéc.
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6. THAN TRONG

6.1. Twong tac thuée

Can can nhac kha néng xay ra twong tac thudc khi quyét dinh dat stent BioFreedom & bénh nhan dang dung mét loai thubc co
thé twong tac voi thudc BA9 hoac khi quyét dinh bat dau diéu tri véi mét loai thudc twong tw & bénh nhan da duoc dat stent
pht thubc BA9 gan day. Anh hwéng clia twong tac thudc BioFreedom DCS vé tinh an toan hodc hiéu qua van chuwa dwoc xac
dinh.

Khéng cé dir liéu 1am sang cu thé nao vé& s twong tac cha thubc BA9 véi cac loai thudc khac. Tuy nhién, cac loai thubc nhw
Tacrolimus c6 thé hoat dong théng qua cac protein gan twong tw (FKBP) cé thé anh hudng dén hiéu qué cla thubc BA9. Cac
nghién cru vé twong tac thubc chua dwoc thwe hién. Thubée BA9 dugc chuyen hoa béi CYP3A4. Cac chét e ché CYP3A4
manh (vi du: ketoconazol) cé thé 1am tang sy phoi nhiém cla thuéc BA9 t6i cac mirc do co tac dung toan than, dac biét néu
da dat nhleu stent. Phoi nhiém toan than véi thuéc BA9 nén duoc xem xét trén bénh nhan dwoc diéu tri ddng thei véi liéu phap
trc ché mién dich toan than.

Bénh nhan phoi nhiém toan than vai thudc BA9 lién quan tryc tiép dén sb lwong va chiéu dai cla stent BioFreedom hodc bét
ky stent phti BA9 nao khac duwoc cay ghép.

6.2. Quy trinh dung stent — Than trong

* Chi str dung mét lan. Khong tai tiét trung hodc tai st dung

* Khong st dung séan pham da dén hoac qua ngay hét han s dung dwoc niém yét.

+ Khéng s dung néu bao bi bi m& hodc bj hédng. Khdng thé dam bao tinh vé tring va dé 6n dinh cua BioFreedom DCS

khi da mé tai dwng va PHAI str dung thiét bi ngay lap tirc. Cac thiét bj khéng dwoc st dung phai dwoc hiy b hodc hoan tra

lai cho Biosensors International™ va khéng nén nhap kho tré lai.

+ KHONG COQ XAT HOAC cAO LOP PHU TREN STENT.

* Khong st dung neu I&p phu cla stent bi mai mon vwot qua binh thwdng cla viéc cai vao va phén phéi.

. Khong st dung neu stent bi co xat bat thwdng hodc tiép xtc véi cac vat khac ngoai 6ng thong dan duwdng hodc van cdm mau
da mé trwdce khi cly stent.

+ Khéng khuyén cao dé stent tiép xtc v&i cac dung dich trwéc khi cy. Tiép xtc véi dung dich trwée khi cay stent co thé dan

dén viéc giai phong thubc som.

+ Can phai d&c biét lwu y khoéng xt ly hodc béng bét ky cach nao lam gap stent trén béng.

* Khéng dung ngon tay van stent trén bong vi viéc nay co thé 1am 16ng stent khdi bong va cé thé tudt ra sau dé hodc lam mét
I&p phi thudc.

« Khéng rat stent khéi ng théng phan phdi vi cé thé lam héng stent va/hodc d&n dén thuyén tac stent. BioFreedom DCS duoc
thiét k& dé hoat ddng nhw mét hé théng.

« Hé théng phan phéi stent khong nén dwoc sir dung cling chung véi céc stent khac.

« Chi str dung méi trwdng d& bom béng thich hop. Khong st dung khéng khi hodc bét ky méi trwdng dang khi nao dé& bom
bong vi diéu nay co thé dan dén s gian n& khéng ddng déu va khé khan trong viéc trién khai stent.

+ Khéng cb gang kéo théng truc than dau gan (hypotube) vi né co thé khién éng théng bi gay néu vé tinh bi udn cong.

+Khong dé 6 ong thong phan phéi tlep xtc véi dung mai hivu co, vi du: isopropyl alcohol. Viéc tiép xtc nhw vay cé thé lam giam
hiéu ndng cla 6ng théng phan phéi. i i

+ TRONG TRUONG HOP STENT KHONG BU'Q'C TRIEN KHAI THANH CONG, NEN HOAN TRA LAI STENT VA HE THONG
PHAN PHOI CHO BIOSENSORS INTERNATIONAL.

6.3. Dat stent — Than trong
+ Khong tao ap Iwc am hodc bom hé théng phan phéi trwéc khi trién khai stent khac véi chi dan. S& dung ky thuat trang
béng dwoc mé ta trong phan 9.3 Chuan bi hé théng phan phéi.
+ Dwérng kinh stent trén nhan dé cap dén dwong kinh trong stent khi da gian né.
« C4y ghép stent c6 thé dan dén bdc tach cac mach & xa va/hodc gan véi stent va c6 thé gay ra tc mach cép tinh, can can
thiép bd sung (CABG, nong thém, dat thém stent, hoac khac).
« Khi can giai quyét nhidu tdn thuwong, nén dat stent & cac ton thwong xa trwéc sau dé la cac tén thwong gan. Dat stent theo
the tw nay gidp phong nglra viéc can thiét phai vwot qua stent gan khi dat stent xa va gidm nguy co tuét stent.
+ Khéng lam bung thiét bi néu stent chwa duoc dét vao dung vi tri tdn thuwong (Tham khdo muc 6.4. Rut stent/hé théng — Than
trong).
« Viéc dat stent co kha néng lam tén thuong tinh trang ma& cla nhanh bén.
* Khéng dwoc vuot qua ap suat v& dinh mipc niém yét trén san pham. Viéc st dung ap suét cao hon so véi quy dinh ghi
trén nhan san pham c6 thé dan dén v& bong voi kha nang lam tén thwong va béc tach I6p ndi mac.
+ Khong cé gang rut mét stent chwa bung vao lai 6ng thong dan dwong, vi c6 thé 1am stent tudt ra khéi béng. Rut tirng
thanh phan nhw dwoc mé ta trong phan 6.4. Rat stent/hé théng — Than trong.
* Phwong phap thu hoi stent (str dung day dan bd sung, bay va/hoac kep) cé thé 1am hé mach vanh va/ hodc hé mach tai vi tri
di vao bi tén thwong thém.
Cac bién chirng c6 thé bao gdbm chay mau, tu mau hoéc gid phinh mach.

6.4. Rt stent/hé thong — Than trong



Néu co bat ky khang Iuc bat thuong nao xay ra trong qua trinh tiép can ton thuong hodc trong qua trinh rt hé théng phan phéi

trwée khi stent dwoc cay ghép, thi toan b hé thong nén dwoc rdt tirng thanh phan mét.

Khi rat hé thong phan phéi stent tirng thanh phan moét:

+ Khéng cb géng rut stent chwa bung vao éng thong dan dwong khi dang ket trong dong mach vanh.

+ C4 the 1am héng hodc tudt stent. Bwa day dan vao trong vung gidi phau mach vanh cang xa cang an toan.

+Dat diém danh dau dau gan bong cach xa dau éng théng dan dudong.

LUU Y: Néu diéu nay Ia can thiét d& duy tri vi tri cia day dén, thi day dén phai dwoc dbi thanh day dan co chiéu dai khac hodc

phéi st dung day dan thr hai.

+V&n chat van cam mau dé cb dinh hé théng phan phéi stent vao éng théng dan dwéng. Rat 6ng théng dan dwdng va hé théng
phan phdi stent ra tirng cai mot.

Khong cé kéo éng thong dan dwong va hé théng phan phéi qua dung cu mé dwong & dui. Khi dau xa cta éng thong

dan dwong cham dén cudi dau xa cua dung cu mé dwéng & dui, thao dung cu mé dwong, dng théng dan dwong va

hé théng phan phéi tirng cai mét va thay thé dung cu mé dwong theo quy trinh ctia bénh vién.

Viéc khodng tuan theo cac budc nay va/hodc tac dung lwc qua manh 1én hé thdng phan phéi cé thé dan dén tdn thwong mach

mau, tudt stent hodc 1am hdng cac thanh phan cla stent va/hodc hé théng phan phéi.

6.5. Sau dat stent — Than trong . . R ]
Can phai can trong khi di qua stent méi dwoc dat bang céac thiet bi khac dé tranh lam pha v& vi tri stent, di léch va/hoac bién
dang stent.

6.6. Hinh anh céng hwéng tir (MRI)

Thi nghiém phi [dm sang da chirng minh rang BioFreedom DCS twong thich MR. Bénh nhan duwoc dat stent BioFreedom c6
thé chup mét cach an toan, ngay sau khi cay ghép, dudi cac diéu kién sau day:

« Chi duing tir trwdrng tinh 3 Tesla hodc thap hon

+ Mién gradient khéng gian 720 Gauss/cm hoac thap hon

+Ty 1&é hép thu cu thé (SAR) tbi da clia toan bd trong lwong co thé trung binh dwoc hé thdbng MR béo céo véi 3 Wikg cho 15
phut quét.

Trong thtr nghiém phi lam sang, nén stent dwoc st dung cho BioFreedom DCS (mat va hai stent chéng 1én nhau) da tao ra
nhiét dé tang thap hon hodc twong dwong 2.1°C nhw ty & hap thu cu thé (SAR) t6i da clia toan bo trong lwong co thé trung
binh dwoc hé théng MR bao cao véi 3 W/kg cho 15 phat quét & mét hé théng MR 3-Tesla, 128 MHz (Excite, Software G3.0-
052B, General Electric Healthcare, Milwaukee, WI). Anh hwéng cua viéc thye hién MRI str dung nang lwong RF v&i mirc do
cao hon trén BioFreedom chwa duoc xac dinh. Anh hwéng clia viéc 1am néng trong méi trwéng MRI trén hon hai stent chéng
nhau hodc thudc van chwa duwoc biét.

Chét lwong hinh anh MR c6 thé bi anh huwédng néu khu vire quan tdm ndm trong ciing mét khu vuc hodc lién quan dén vi tri cta
BioFreedom DCS.

7.CA THE HOA DIEU TRI

Nhirng rdi ro va lgi ich clha stent phi thubc hodc stent boc thudc nén dwoc xem xét déi vGi trng bénh nhan trwde khi st dung
stent BioFreedom. Bac si c6 trach nhiém danh gia mirc d6 phu hop cta bénh nhan doi véi viéc cay stent trwde khi tién hanh
tha thuat.

8.SU DUNG TREN DAN SO bAC BIET

Tinh an toan va hiéu qua cta stent BioFreedom chwa dwoc xac dinh trong cac quan thé& bénh nhan sau day:
+ Phu ni» mang thai: Khéng cé sén div liéu vé viéc st dung stent BioFreedom & phu n* mang thai.

» Trong th&i ky cho con bu: Téc hai ctia thuéc BA9 trong thoi ky cho con bu chwa dwoc danh gia.

* Str dung cho tré em: Tinh an toan va hiéu qua cua stent BioFreedom chwa dwoc xac dinh.

Hay can than xem xét viéc s dung stent nay c6 thich hop cho cac quan thé bénh nhan & trén hay khéng.

Tinh an toan va hiéu qua cla viéc st dung cac thiét b cat ndi mach co hoc (cac o 6ng théng cat noi mach tryc tiép, céac 6ng
théng khoan cét ndi mach) hodc éng théng tao hinh mach mau bang laser dé didu tri hep trong stent van chuwa dwoc xac dinh.

9. HWONG DAN SU’ DUNG

9.1. Kiém tra trwérc khi str dung

1. Kiém tra bao bi hé thong phan phéi stent d& xem c6 vi pham hang rao vo trung hay khéng.

2. C4n than lay bd san pham ra khaéi bao bi va kiém tra ng théng phan phdi xem c¢é bi cong, xodn hodc huw hdng nao khac.

3. Can than thao miéng bao vé stent/béng. Que nong di kém sé& duogc tw dong lay ra.

4. Kiém tra stent d& dadm bao rang né khdng bi hw hai hodc dich chuy&n khdi vi tri ban dau trén bong. Xac nhan stent dwoc ndm
gitra cac diém danh ddu gan va xa trén bong.

5. Lwu y vi tri cGa stent so v&i cac diém danh diu gan va xa d& s& dung nhw tham chiéu dwéi soi huynh quang.

Khéng st dung néu co bat ky khiém khuyét nao dwoc ghi nhan.

9.2. Vat tw can thiét

1 Ong théng dan dwéng véi dwong kinh trong téi thidu 0.056”

1 Ong thdng c6 béng dé& nong truwéc

1 Bom tiém 10-20 ml




1000 IU  Heparin cho 500 ml dung dich nwéc mudi sinh Iy (HepNS)

1 Day dan 0.014 inch = 175 cm

1 Van xoay cdm méau
N/A  Chét can quang pha lodng 1:1 v&i nwéc mudi sinh Iy
1 Dung cu bom ap lyc

1 Khoéa 3 chac

9.3. Chuén bi hé théng phan phéi

1. Chuén bj dung cu bom/ bom tiém véi moi trwo'ng cén quang dé dwoc pha loéng.

2. Gan dung cu bom vao khéa 3 chac; gan vao cong hub bom béng. LU Y: KHONG tao ap lwc am hodc dwong lén bong
nong vao Iic nay vi né cé thé lam tudt stent sém.

3. M& khoa 3 chac hé théng phan phbi.

4. D& & trang thai trung tinh.

9.4. Phwong phap dwa stent vao
1. Chuan bi mé& dwéng vao mach mau theo thuwe hanh can thiép PTCA tiéu chudn.
2. Nong tén thuo'ng béng béng voi vai duwdng kinh nhé hon dudng kinh cla stent 0.5 mm va chiéu dai bong bang hodc ngan
hon chiéu dai viing tén thuong va ngén hon chiéu dai stent duoc cay vao.
3. Ngay truéc khi d&t hé thdng phan phdi stent vao dau gan day dan, trang Iong day dan ctia hé théng phan phéi bang
HepNS theo phac db ciia bénh vién.

Tranh tiép xuc voi stent.
LUU Y: Khi stent tiép xtic v&i dung dich s& co kha nang bat dau giai phong thuéc. Can gioi han thai gian tiép xdc véi dung dich
tredre khi 1ap tre dwa hé thong phan ph0| vao day dan.
4. DBat hé théng phan phéi stent vao phan gan clua day dan trong khi van gilr nguyén vi tri day dan qua ton thwong dich.
5. M& van xoay cAm mau trén cdng két néi ctia dng théng dan duwdng cang réng cang tét va déng lai khi stent da duoc duwa
vao bén trong ong dan dwdng mét cach an toan.
6. Day hé thong phan phéi stent trén day dan dén tbn thwong dich dudi hudng dan cla soi huynh quang. St dung cac diém
danh dau can quang trén bong dé dinh vi stent Xuyén qua tén thwong. Tién hanh chup mach dé xac dinh vi tri stent.
LUU Y: Néu cam thay c6 lwc can, KHONG CO GANG DUNG LU'C BE VUOT QUA. Luc can co thé cho thdy c6 van dé xay ra
va c6 thé l1am tén thwong mach méu hoadc héng stent, hodc lam tuét stent néu dung lwc. Rat hé théng phan phéi stent va dng
théng dan dudng tirng cai mot dé tranh cac van dé ky thuat khac (tham khdo muc 6.4. Rut stent/hé théng phan phéi stent —
Théan trong).

9.5. Phwong phap trién khai
1. Tham khao bang twong hop trén thé twong hop hodc phia sau hop san pham dé xac dinh ap suét né béng twong tng voi
dwdng kinh mach mau muc tiéu.
THAN TRONG: Cac ban twong hep khac nhau ap dung cho cac chiéu dai stent khac nhau.
2. Trwdce khi trién khai, xac dinh lai vi tri chinh xac cta stent & vi tri ton thwong muc tiéu théng qua cac diém danh dau can
quang trén béng.
3. Pam bao réng khéa 3 chac trén hé théng phan phéi stent dwoc mé dé gan dung cu bom &p luc va tao ap Iwc am dé dudi khi
trong bong.
4. Van déng khoa 3 chac trén 6ng théng phan phdi stent d&n cdng ctia béng va dudi khi khdi dung cu bom 4p lwc. M& cong
bén clia khéa 3 chac vao hé théng phan phéi.
5. Dwéi hinh anh soi huynh quang, bom béng Ién it nhét 6 atm dé trién khai stent tai dwéng kinh dinh danh, nhwng khéng duoc
vuwot qua ap suat vé dinh mirc (RBP) dwoc quy dinh trén nhan. Sy gidn né t6i wu doi hdi stent phai tiép xic hoan toan véi
thanh dong mach véi duwong kinh trong cda stent phu hop véi kich thwéc cha dwong kinh long mach tham chiéu. DAM BAO
RANG STENT KHONG BU'Q’'C GIAN NO DU'O1 MUC.
6. Lam xep bong véi thoi gian thich hop da dwoc bao cao bén dudi bang cach hat chan khong véi dung cu bom ap luc. Dam
bao béng dwoc xa xep hoan toan truéc khi rat khdi hé théng.
Buwong kinh bong (mm) /
Chiéu dai bong (mm)
2.5 dén 2.75/ tat cé chiéu dai 15 giay
3.0 dén 3.5/ tht ca chiéu dai 20 giay

Thoi gian xa xep bong [s]

7. Bam bao viéc gian n¢ stent phu hop va xa bong day da béng cach chup mach bom can quang qua éng théng dan dudng.
8. Néu duing nhiéu hon mét stent la can thiét @& che pha vung ton thwong va khu vyre dé ding bong, hay chéng cac stent [én
nhau mét cach thda dang (it nhat 2 mm) dé tranh bi tai hep & méi néi.

9.6. Phwong phap rut

1. Phai ddm bdo bong duwoc xa xep hoan toan.

2. M& van xoay cAm mau hét c&.

3. Trong khi git yén vi tri day dan va ap lwc am trén thiét bi bom ap lwc, rut hé thdng phan phéi ra.
4. Siét chat van xoay cAm mau.

5. Chyp mach mau lai dé xem vi tri dat stent

9.7. Nong thém doan stent ]
1. Néu chwa dat dwgc sw gian né thich hop sau nong, hdy xem xét st dung mét ong thong cé béng khac cé dwong kinh bong
nong thich hop dé dat dwoc stent ap vao thanh mach mau thich hop.




LUV Y: Qua trinh nong sau phai du’,qc thwe hién trong doan stent da dat. KHONG nong ra ngoai cac ria cla stent. .
2. Xac nhan Iai,vj tri dat stent va két quéa chup mach. Lap lai viéec bom b@ng cho dén khi dat dwoc sy gian nd stent toi wu.
Puwdng kinh cudi cuing cda stent phai phu hop véi cia mach mau tham chiéu.

1. BIEN CO BAT LOI TIEM AN

Céc bién cb bét lgi ¢ thé bao gdm nhung khong giéi han lién quan dén viéc s& dung stent trén cac ddng mach vanh nguyén

thay:

+ Tac nghén stent hoac that bai khi bung stent

+ Tac nghén hoac co that mach méau dot ngot

+ Nhdi mau co tim cap

«Phan tng dj (ng vai lidu phap khang déng va/hoac chéng huyét khéi, chét can quang, stent va/hodc vat liéu hé thdng phan
phéi

» Phinh mach, gia phinh mach hodc ré déng tinh mach

+ Réi loan nhip, bao gém rung that va nhip nhanh that

+ Chén ép tim cap

+ Séc tim

* T vong

* Bdc tach, thing hodc v& mach mau.

« Thuyén tac xa (khi, m6 ho&c huyét khéi)

+ Ph3u thust bac cau dong mach vanh cép ciu (CABG) khi hdng stent hodc ton thwong mach mau

» Sot

* Tu mau & vung choc

* Xuét huyét can truyén mau

* Ha huyét 4p/Tang huyét ap

+ Nhiém trung va/hoac dau ving choc

« Huyét khoi stent mucf)n/Huyét khéi stent/Tac

* Thieéu mau ngoai vi hodc ton thwong than kinh ngoai bién

* B4t quy hoac con thiéu mau n&o cuc bd thoang qua

* Suy than

* Tai hep & doan stent

« Di l&ch stent hodc huyét tic stent

+ Tac hoan toan déng mach vanh

« Pau that ngwc khéng 6n dinh

Cac tac dung bét lgi c6 thé lién quan dén thuéc pha BA9:

LUV Y: Viéc st dung thubc BA chi gi¢i han trong viéc dat stent trong long mach vanh. Tac dung khéng mong doi clia viéc st
dung thudc nay chua dwoc mo ta ddy da va cé thé c¢é nhirng tac dung phu/bién chirng lién quan dén viéc st dung thubc BA9
v6i lidu cao hon dang k& so voi viéc phan bd thong qua BioFreedom DCS.

Chuing bao gdm nhirng didu sau:
+ Budn nén

« N&i hach

* Loét miéng

* Nang ngwc

» Chong mat

11. QUY CACH BbONG GOl

VO TRUNG, KHONG SINH NHIET: Thiét bi nay da dwoc tiét tring bang chiéu birc xa dién tir.
THANH PHAN: M6t hé stent mach vanh phu thuéc BioFreedom.

BAO QUAN: Bao quan noi thoang mat, khd réo, tranh anh sang. Khéng bao quan trén 25°C.
THAI BO: Thai bd thiét bj theo quy dinh dia phwong.

LUU Y: San pham nay khéng chira cac phthalate.

12. NHING KY HIEU BU’Q'C DUNG TREN NHAN
= L Tranh xa anh ndng mét troi va nguon
nhiét
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Than trong, tra ctru tai liéu lién quan

Pudng kinh ngoai t6i da cta day dan
(0.D))

Khéng tai tiét trung

Budng kinh trong tdi thiéu ctia Ong théng
dan duwong (1.D.)

Khong tai str dung

Khong bdo quan trén 25°C.

Séan pham nay da duwoc tiét tring bang

Tham khé&o Hwéng dan st dung

chiéu xa

- Han st dung. Khong st dung thiét bi
'S nay sau ngay dwoc niém yét (Nam-
Thang-Ngay)

Ap suét v& dinh muc

Ap suét dinh danh Khéng chira chi nhiét t6

Twong thich cong huwéng tw

13. BAO HANH

Biosensors Internatinal dm bao rang cac san phdm dwoc san xuét theo cac thong sb ky thuat dwoc
niém yét trén bao bi, hwéng dan st dung va cac tai liéu lién quan.

Bao hanh nay thay cho va loai tri tat cé cac bao hanh khac khéng dwoc quy dinh rd rang & day, du
duoc dién dat hay ngu y, bang hoat dong cla luat phap hay cach khac, bao gébm, nhung khong gidi
han, b4t ky bdo ddm mac nhién nao vé tinh thwong mai ctia san phdm hodc tinh phu hop vé céng nang
clia san phdm cho mét muc dich riéng tw. . ’

Biosensors International khong thira nhan hodc Gy quyén cho bat ky ngwdi nao thira nhan thay cho nha
san xuéj bt ky trach nhiém phap ly bd sung hoéc trach nhiém phap Iy khac hodc trach nhiém nao lién
quan dén san phdm nay.
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DRUG COATED CORONARY STENT SYSTEM

1. DEVICE DESCRIPTION

The BioFreedom™ Drug Coated Coronary Stent System (BioFreedom DCS) is a combination
product consisting of two key components: the stent coated abluminally with the active
ingredient BA9™ (Biolimus A9), and the delivery system.

BioFreedom DCSis a polymer and carrier free Drug Coated Coronary Stent System.

1.1, Device Component Description

« The device components consist of a balloon expandable intra-coronary 316L stainless
steel stent abluminally coated with the BA9 drug and pre-mounted onto a semi-
compliant rapid exchange balloon delivery system.

« The delivery system has two radiopaque markers, which fluoroscopically mark the ends of
the stent to facilitate proper stent placement.

« Atthe proximal end of the delivery system is a female Luer Lock connector hub. This hub
connects to the balloon inflation lumen.

« The guidewire enters the distal tip of the catheter and exits 23+0.5 cm proximal to the
tip of the delivery system.

The device component characteristics are summarized in Table 1.

Table 1: Device Description

Stent Pattern: 6-crown model \ 9-crown model
Stent Diameters (mm): 25-3.0 ‘ 35
Stent Lengths (mm): 4,48

316L stainless steel stent / BA9 drug coating
Working length: 142 cm
Rapid Exchange (RX) compatible with 0.014" quide wires.
Semi-compliant balloon with two radiopaque markers
located on the catheter shaft

Stent Material / Coating:
Delivery System Design:

Balloon Catheter

Balloon Inflation

Pressure:

Nominal Inflation (for all sizes)

Pressure (NP): 6.atm /608 kPa

Rated Burst Pressure (stent 1. 2.5 - 3.0mm) (stent (. 3.5)
(RBP) 16 atm /1621 kPa 14 atm /1418 kPa

1.2. Drug Component Description

« The BA9 drug (USAN/INN: umirolimus) is a semi-synthetic sirolimus derivative with high
lipophilicity. The BA9 drug, as provided on the BioFreedom DCS, inhibits smooth muscle
cell proliferation within the stent proximity.

« The drug coating consists of the active ingredient BA9 (Biolimus A9), which is then
applied to the abluminal surface of the stent with no polymer or carrier.

Table 2: Nominal BA9 Drug Dosage

4. ANTIPLATELET REGIMEN

Administration of appropriate anticoagulant, antiplatelet and coronary vasodilator therapy
is critical for a successful long-term result of the implantation.

Physicians should take into consideration information from clinical trials with BA9 DCS'
other BA9 DES trials*** as well as the most recently updated ESC/AHA/ACC/SCAI Guidelines
for percutaneous coronary intervention and the specific needs of individual patients to
determine the antiplatelet / antic jon regimen to be used for their patients .

In patients with high bleeding risk (HBR), physicians may choose a 1 month dual antiplatelet
regimen based on results of the randomized, double-blind LEADERS FREE' trial conducted
in 2 466 PCl patients demonstrating superior safety and efficacy outcomes for the BA9 DCS
versus a BMS with one month of dual antiplatelet therapy followed by single antiplatelet
therapy alone.

High bleeding risk (HBR) may include patients with any of the following:

>75 years old

Oral anticoagulation use (including vitamin-K antagonists or factor Xa-inhibiting drugs)
planned to continue for > 1-month post PCI

Hemoglobin <11 g/dL or anemia requiring transfusion in the previous month

Platelet count <100,000/mm® in the previous month

Hospital admission for bleeding in the previous12 months

Stroke in the previous12 months

Any prior intracerebral hemorthage

Severe chronic liver disease defined to include the following diseases or symptoms:
variceal hemorrhage, ascites, hepatic encephalopathy or jaundice

Creatinine clearance <40 ml/min in the previous month

Cancer (non-skin) in the previous 3 years

Major surgery planned in the 12 months post-PCl

Glucocorticoids or NSAID planned to continue > 1-month post-PCl

Other medical reasons that would preclude treatment with >1-month dual antiplatelet
therapy which may include: congenital conditions, high risk of trauma, history of falling
Physicians should consider the bleeding versus ischemic risk when determining the most
beneficial antiplatelet regimen for an individual patient.

5. WARNINGS

Before use, ensure that the inner package has not been damaged or opened prior to use
as this may indicate a breach of the sterile barrier.

Judicious selection of patients is necessary since the use of this device carries the
associated risk of thrombosis, vascular complications and/or bleeding events. Hence,
patients should be maintained on clinically adequate post-procedural antiplatelet
therapy (refer to section 4: Antiplatelet Regimen).

Only physicians who have received appropriate training should perform implantation of
the stent.

Stent placement should only be performed at hospitals where emergency coronary artery

Care should be taken to the preparation of the delivery system (refer to section 6.3. Stent

Subsequent thrombotic blockage of the stented segment may require repeat dilatation
of the arterial segment containing the stent. The long-term outcome following repeat
Jilatati at present.

2. INDICATIONS

The BioFreedom DCS is indicated for improving coronary luminal diameter for the treatment
of de-novo lesions in native coronary arteries with a reference diameter ranging from 2.50
mmto 3.5 mm.

3. CONTRAINDICATIONS

The BioFreedom DCS is contraindicated for use in:

Patients in whom anti-platelet and/or anti-coagulant therapy is contraindicated.
Patients with lesion(s) that prevent complete inflation of an angioplasty balloon.
Patients with known sensitivity to the BA9 drug or its derivatives.

Patients with a known allergy to stainless steel, nickel or other metal ions found in 316L
stainless steel.

Patients with known sensitivity to contrast agents that cannot be controlled
prophylactically prior to BioFreedom stent implantation.

Off-label use (i.e. outside of the approved indications for use). Patient outcomes may not
be the same as the results observed in clinical trials.

This delivery system must not be reused in another procedure. The performance

The “crushing” technique in bifurcations has not been attempted with BioFreedom DCS.
No information is available regarding BioFreedom DCS abluminal surface exposure to the

’ Nominal ’ .
Nominal Expanded Nominal Dose of f
Product Code e e Unexpanded Stent BA9 dug (1g) bypass graft surgery can be readily performed.
Length (mm) .

BFR1-2542 25 ) 657 Placement — Precautions).
BFR1-2548 25 4 749 '
BFR1-2742 275 2 657 of endothelilized stents s uni
BFR1-2748 275 48 749 .
BFR1-3042 30 2 657 characteristics of the balloon are degraded during use.
BFR1-3048 30 48 749 .
BFR1-3542 35 /2 657
BFR1-3548 35 1 749 blood stream.

When multiple tandem stents are required, stent materials should be of similar
composition to avoid dissimilar metal corrosion.

Direct stenting has not been evaluated in clinical studies. Therefore direct stenting is not
recommended (refer to section 9.4. Stent Delivery Procedure).

Urban et al. Polymer-free Drug-Coated Coronary Stents in Patients at High Bleeding Risk. New England
Journal of Medicine 2015, October 14, DOI: 10.1056/NEJMoa1503943
Ricardo A. Costa et al.: Polymer-Free Biolimus A9-Coated Stents in the Treatment of De Novo Coronary
Lesions: 4- and 12-Month Angiographic Follow-up and Final 5-Year Clinical Outcomes of the Prospective,
Multicenter BioFreedom FIM Clinical Trial. JACC Cardiovascular Interventions (2015), doi: 10.1016/.
jcin.2015.09.008.
Windecker S, Serruys PW, Wandel S and al. Biolimus-eluting stent with biodegradable polymer versus
sirolimus-eluting stent with durable polymer for coronary revascularisation (LEADERS): a randomized
non-inferiority trial. The Lancet: Published online September 1st, 2008
Stefanini GG, Kalesan B, Serruys PW, Heg D, Buszman P, Linke A, Ischinger T, Klauss V, Eberli F, Wijns
W, Morice M, Di Mario C, Corti R, Antoni D, Sohn HY, Eerdmans P, van Es GA, Meier B, Windecker S,
Jiini P. Long-term clinical outcomes of biodegradable polymer biolimus-eluting stents versus durable
polymer sirolimus-eluting stents in patients with coronary artery disease (LEADERS): 4 year follow-up of
arandomised non-inferiority trial. Lancet. 2011 Dec 3;378(9807):1940-8.
Serruys PW et al. Improved Safety and Reduction in Stent Thrombosis Associated With Biodegradabl
Polymer-Based Biolimus-Eluting Stents Versus Durable Polymer-Based Sirolimus-Eluting Stents in
Patients With Coronary Artery Disease Final 5-Year Report of the LEADERS (Limus Eluted From A Durable
Versus Erodable Stent Coating) Randomized, Non-inferiority Trial. JACC : Cardiovascular Interventions, vol
6,n°,2013
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« This product s not intended or approved for use in peripheral applications.

« DO NOT resterilize and/or reuse this device or related delivery system, as this can
compromise performance and can lead to device/delivery system failure and procedure
complications with severe injury or patient death. Reuse, reprocessing and resterilization
bear the risk of cross contamination and patient to patient infection.

6. PRECAUTIONS

6.1. Drug Interactions

Consideration should be given to the potential for drug interactions when deciding to place
a BioFreedom stent in a patient who is taking a drug that could interact with the BA9 drug
or when deciding to initiate therapy with such a drug in a patient who has recently received
a stent coated with BA9 drug. The effect of BioFreedom DCS drug interactions on safety or
efficacy has not been determined.

There is no specific clinical data available for the interactions of the BA9 drug with other
drugs. However, drugs like Tacrolimus that may act through the same binding proteins
(FKBP) may interfere with the efficacy of the BA9 drug. Drug interaction studies have not
been performed. The BA9 drug is metabolized by CYP3A4. Strong inhibitors of CYP3A4 (e.g.
ketoconazol) might cause increased BA9 drug exposure to levels associated with systemic
effects, especially if multiple stents are deployed. Systemic exposure of the BA9 drug
should be taken into consideration if the patient is treated concomitantly with systemic
immunosuppressive therapy.

Patient’s exposure to the BA9 drug is directly related to number of stents used and length of
the BioFreedom stent or any other BA9 coated stents implanted.

6.2. StentHandling - Precautions

For single use only. Do not resterilize or reuse.

Do not use a product that has exceeded its labeled expiration date.

Do not use if packaging has been damaged or opened. The sterility and stability of

the BioFreedom DCS cannot be guaranteed once the pouch has been opened

and hence the device MUST be used promptly. Un-used devices should be discarded or

returned to Biosensors International™ and should not be re-stocked.

DO NOT RUB OR SCRAPE THE STENT COATING.

Do not use if stent coating is subjected to abrasions beyond those of normal insertion

and delivery.

Do not use if stent is exposed to abnormal rubbing or contact with objects other than the

quide catheter or opened hemostasis valve prior to implantation.

Exposing the stent to fluids before implantation is not recommended. Exposure to fluids

prior to implantation may result in premature release of drug.

Special care must be taken not to handle orin any way disrupt the stent on the balloon.

Do not“roll”the mounted stent with your fingers s this action may damage stent coating

and loosen the stent from the balloon. Subsequently this could cause dislodgement, or

some loss of drug coating

Do not remove stent from its delivery catheter as removal may damage the stent and/or

lead to stent embolization. BioFreedom DCS is intended to perform as a system.

The delivery system should not be used in conjunction with other stents.

Use only the appropriate balloon inflation media. Do not use air or any gaseous medium

to inflate the balloon as this may cause uneven expansion and difficulty in deployment

of the stent.

Do not attempt to straighten the proximal shaft (hypotube) as it may cause the catheter

to break i it is accidentally bent.

« Do not expose delivery catheter to organic solvents, e.q. isopropyl alcohol. Such an
exposure can degrade delivery catheter performance.

« INTHE EVENT THAT THE STENT IS NOT SUCCESSFULLY DEPLOYED, THE STENT AND
DELIVERY SYSTEM SHOULD BE RETURNED TO BIOSENSORS INTERNATIONAL.

6.3. Stent Placement - Precautions

+ Do not introduce negative pressure or pre-inflate the delivery system prior to
stent deployment other than as directed. Use balloon purging technique described
in section 9.3. Delivery System Preparation.

« The labeled stent diameter refers to the expanded stent inner diameter.

« Implanting a stent may lead to dissection of the vessel distal and/or proximal to the
stent and may cause acute closure of the vessel requiring additional intervention (CABG,
further dilatation, placement of additional stents, or other).

« When treating multiple lesions, distal lesions should be stented first followed by proximal
lesion stenting. Stenting in this order obviates the need to cross the proximal stent in
placement of the distal stent and reduces the chances for dislodging the proximal stent.

« Donotexpand the stent ifitis not properly positioned in the vessel. (See section 6.4. Stent
/ System Removal — Precautions)

« Placement of a stent has the potential to compromise side branch patency.

Do not exceed rated burst pressure as indicated on product label. Use of

pressures higher than specified on the product label may result in a ruptured balloon

with possible intimal damage and dissection.

Do not attempt to pull an unexpanded stent back through the guiding

catheter, as dislodgement of the stent from the balloon may occur. Remove as

asingle unit as described in section 6.4. Stent / System Removal - Precautions.
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« Stent retrieval methods (use of additional wires, snares and/or forceps) may result
in additional trauma to the coronary vasculature and/or the vascular access site.
Complications may include bleeding, hematoma or pseudoaneurysm.

6.4. Stent/System Removal - Precautions

Should unusual resistance be felt at any time during either lesion access or removal of
the stent delivery system prior to the stent being implanted, the entire system should be
removed as a single unit.

When removing the stent delivery system as a single unit:

« Do not attempt to retract an unexpanded stent into the guiding catheter while engaged
in the coronary arteries.

« Stent damage or dislodgement may occur. Advance the quidewire into the coronary
anatomy as far distally as safely possible.

« Position the proximal balloon marker just distal to the tip of the quiding catheter.

NOTE: If it is necessary to maintain quidewire position, the quidewire must either be

converted to an exchange wire length or a second quidewire must be inserted.

« Tighten the rotating hemostatic valve to secure the delivery system to the guiding
catheter. Remove the quiding catheter and stent delivery system as a single unit.

Do not attempt to pull the guiding catheter and delivery system through the

femoral sheath. When the distal tip of the guiding catheter reaches the distal

end of the femoral sheath, remove sheath, guiding catheter, and delivery system

asa single unit and replace sheath per hospital protocol.

Failure to follow these steps and/or applying excessive force to the stent delivery system
can potentially result in stent dislodgement or damage to the stent and/or delivery system
components.

6.5. Post Implant — Precautions
Care must be exercised when crossing a newly deployed stent with adjunct devices to avoid
disrupting stent placement, apposition, and/or geometry.

6.6. Magnetic Resonance Imaging (MRI)

Non-clinical testing has demonstrated that the BioFreedom DCS is MR Conditional. A patient

with a BioFreedom stent can be scanned safely, immediately after placement of this implant,

under the following conditions:

« Static magnetic field of 3-Tesla or less

« Spatial gradient field of 720-Gauss/cm or less

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

In non-dlinical testing, the stent platform used for BioFreedom DCS (single and two stents
overlapping) produced a temperature rise of less than or equal to 2.1°C at a maximum
MR system reported whole body averaged specific absorption rate (SAR) of 3-W/kg for
15-minutes of MR scanning in a 3-Tesla, 128 MHz MR system (Excite, Software 3.0-0528,
General Electric Healthcare, Milwaukee, WI). The effect of performing MRI procedures using
higher levels of RF energy on the BioFreedom stent has not been determined. The effect of
heating in the MRI environment on more than two overlapping stents or drug is unknown.

MR image quality may be compromised if the area of interest is in the same area or relatively
close to the position of the BioFreedom DCS.

7. INDIVIDUALIZATION OF TREATMENT

The risks and benefits of drug-eluting or drug coated stents should be considered for each
patient before use of the BioFreedom stent. Physicians are responsible for assessing patient
appropriateness for stent implantation prior to procedure.

8. USEIN SPECIAL POPULATIONS

The safety and effectiveness of the BioFreedom DCS has not been established in the

following patient populations:

« Pregnancy: There are no data available for use of the BioFreedom stent in pregnant
women.

« During Lactation: The effects of the BA9 drug during lactation have not been evaluated.

« Pediatric use: The safety and efficacy of the BioFreedom stent has not been established.

Carefully consider whether it is appropriate to use in the above patient populations.

The safety and effectiveness of using mechanical atherectomy devices (directional
atherectomy catheters, rotational atherectomy catheters) or laser angioplasty catheters to
treat in-stent stenosis has not been established.

9. OPERATOR’S MANUAL

9.1. Inspection Prior to Use

1. Inspect the stent delivery system package for damage to the sterile barrier.

2. Carefully remove the system from the package and inspect the delivery catheter for
bends, kinks, and other damage.

3. Carefully remove the stent guard covering the stent /balloon. The pre-attached stylet is

automatically removed.

4. Inspect the stent to ensure that it has not been damaged or displaced from its original
position on the balloon. Verify that the stent is positioned between the proximal and
distal balloon markers.

5. Note the position of the stent relative to the proximal and distal marker bands for use as
reference under fluoroscopy.

Do not use if any defects are noted.

9.2. Materials Required

1 A guiding catheter with a minimum inner diameter of 0.056"
1 Pre-dilatation balloon catheter

1 10-20 cc syringe

10001V Heparin per 500 cc Normal Saline (HepNS)

1 0.014inch guidewire > 175 m

1 Rotating hemostatic valve

N/A Contrast diluted 1: 1 with normal saline

1 Inflation device

1 Three-way stopcock

9.3. Delivery System Preparation

1. Prepare inflation device/syringe with diluted contrast medium.

2. Attach inflation device to the three-way stopcock; attach to balloon inflation port hub.
NOTE: DO NOT apply negative or positive pressure to the balloon at this time as it can cause
premature dislodgement of the stent.

3. Open stopcock to stent delivery system.

4. Leave on neutral.

9.4. Stent Delivery Procedure

1. Prepare vascular access site according to standard PTCA practice.

2. Pre-dilate lesion with a balloon diameter 0.5 mm smaller than the stent, and a balloon
length equal to or shorter than the target lesion length, and shorter than the length of
the stent to be implanted.

3. Immediately prior to backloading the stent delivery catheter onto the quidewire, flush
the guidewire lumen of the delivery system with HepNS according to hospital protocol.
Avoid contact with the stent.

NOTE: Stent contact with fluid has the possibility of initiating drug release. Fluid contact

time should be limited to immediately prior to loading the delivery catheter on the

quidewire.

4. Backload stent delivery system onto the proximal portion of the guidewire while
maintaining guidewire position across target lesion.

5. Open rotating hemostatic valve on the quiding catheter hub as widely as possible, and
close when the stent has been advanced safely inside the guide catheter.

6. Advance the stent delivery system over the guidewire to the target lesion under
fluoroscopic guidance. Utilize the radiopaque balloon markers to position the stent across
the lesion. Perform angiography to confirm stent position.

NOTE: If resistance is felt, DO NOT FORCE PASSAGE. Resistance may indicate a problem and

may result in damage to the vessel or stent, or in stent dislodgement if it is forced. Remove

the stent delivery system and the quiding catheter as a single unit (see section 6.4. Stent /

System Removal - Precautions).

9.5. Deployment Procedure

1. Consult the balloon compliance chart on the compliance card or at the back of the product
box in order to determine the balloon inflation pressure appropriate for the target vessel
diameter.

CAUTION: Different compliance charts apply for different stent lengths.

2. Before deployment, reconfirm the correct position of the stent relative to the target lesion

via the balloon markers.

Ensure that the three-way stopcock on the stent delivery system is open to the inflation

device and apply negative pressure to purge the balloon of air.

Tun the three-way stopcock on the stent delivery catheter off to the balloon port and

purge the inflation device of air. Open the side port of the three-way stopcock to the

delivery system.

Under fluoroscopic visualization, inflate the balloon to at least 6 atm to deploy the stent

at nominal diameter, but do not exceed the labeled rated burst pressure (RBP). Optimal

expansion requires the stent to be in full contact with the artery wall with the stent

internal diameter matching the size of the reference vessel diameter. ENSURE THAT THE

STENT IS NOT UNDERDILATED.

Deflate the balloon with appropriate time reported below by pulling a vacuum with the

inflation device. Make sure the balloon is fully deflated before attempting any movement

of the system.
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Balloon Diameter (mm) / Balloon length (mm) Time for Deflation
2.50t0 2.75/all lengths 15 seconds
3.0t03.5/all lengths 20 seconds




7. Confirm adequate stent expansion and balloon deflation by angiographic injection
through the quiding catheter.

8. Ifmore than one stent is needed to cover the lesion and balloon treated area, adequately
overlap the stents (at least 2 mm) to avoid potential gap stenosis.

9.6. Removal Procedure

1. Ensure that the balloon is fully deflated.

2. Fully open the rotating hemostatic valve.

3. While maintaining guidewire position and negative pressure on inflation device,
withdraw the delivery system.

4. Tighten rotating hemostatic valve.

5. Repeat angiography to assess the stented area.

9.7. Further dilatation of stent segments

1. If an adequate expansion has not been obtained, re-advance the stent delivery system or
exchange for another balloon catheter of appropriate balloon diameter to achieve proper
stent apposition to the vessel wall.

NOTE: Post-dilatation should be performed within the stented segment. DO NOT dilate

beyond the stent edges.

2. Reconfirm stent position and angiographic result. Repeat inflations until optimal stent
deployment is achieved. Final stent diameter should match reference vessel.

10. POTENTIAL ADVERSE EVENTS

Adverse events that may be associated with the use of a stent in native coronary arteries
include but not limited to:

Abrupt stent closure or failure to expand the stent.

Abrupt vessel closure or spasm

Acute myocardial infarction

Allergic reaction to anti-coaqulation and/or anti-thrombotic therapy, contrast material,
or stent and/or delivery system materials

« Aneurysm, pseudoaneurysm or arteriovenous fistula

« Arthythmias, including ventricular fibrillation and ventricular tachycardia

« (ardiac tamponade

« (Cardiogenic shock

Death

Dissection, perforation, or rupture of the artery

Emboli, distal (air, tissue or thrombotic emboli)

Emergency coronary artery bypass grafting (CABG) as a result of damage to the stent or
injury to the vessel

Fever

Hematoma at insertion site

Hemorrhage requiring transfusion

Hypotension/hypertension

«Infection and/or pain at insertion site

« Late stent thrombosis/stent thrombosis/occlusion

« Peripheral ischemia or peripheral nerve injury

« Stroke or transient ischemic attack

Renal failure

Restenosis of stented segment

Stent migration or stent embolization

Total occlusion of coronary artery

Unstable angina

Adverse events that may be associated with BA9 drug coating:

BA9 drug administration is limited to intra-coronary stent delivery. The adverse effects of
using this drug have not been fully characterized and may have additional side effects /
complications associated with the use of the BA9 drug at significantly higher doses than
what would be delivered via the BioFreedom DCS.

They include the following:
« Nausea

« Lymphadenopathy

« Mouth ulcers

« Chest heaviness

« Dizziness

11. HOW SUPPLIED

STERILE, NON-PYROGENIC. This device is sterilized via e-beam sterilization.
CONTENTS: One Biosensors BioFreedom Drug Coated Coronary Stent System.
STORAGE: Store in a cool dark dry place. Do not store above 25°C.

DISPOSAL: Dispose device in accordance with local regulations.

NOTE: This product does not contain phthalates.
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12. SYMBOLS USED IN LABELING
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13. WARRANTY

Biosensors International warrants that its products are manufactured to the
specifications set forth on its packaging, instructions for use and related literature.

This warranty is in lieu of and excludes all other warranties not expressly set forth
herein, whether express or implied, by operation of law or otherwise, including, but
not limited to, any implied warranties of merchantability or fitness for a particular

purpose.

Biosensors International neither assumes, nor authorizes any other person to assume
forit, any other or additional liability or responsibility in connection with this product.



