Chuong trinh nghién ciru ABSORB
va ca lam sang tai Bénh Vién Chg Ray
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Hé thong gia do tu tieu Absorb
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Scaffold Coating Delivery System
® Poly (L-lactide) ® Poly (D,L-lactide) ® Similar dose ® World-class
(PLLA) (PDLLA) density and deliverability
release rate
@ Based on proven ® Naturally to XIENCE V
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Cac dU lieu lam sang cua ABSORB

= ABSORB cohort A

- Nghién ctru tién luvong vé 1am sang va hinh thai mach
mau

= ABSORB cohort B
So6 lwong bénh nhan 16n hon
Cai thién hé thong gidng nhu loai stent tdm thudc tot
nhat
Nghién cttu hinh thai mach mau tai nhiéu thdi diém
khac nhau

= ABSORB Extend

- Nghién ctru 16n, gdm nhiéu bénh nhan vdi sang
thuvong phu'c tap hon



ABSORB cohort A
Nghién cUu dau tién trén ngudi
30 bénh nhan

khéng chon ngau nhién tai 4 BV & Chau Au va New Zealand

Clinical I I I I I I I

Follow-Up (Months) 6 12 18 24 36 48 60
QCA, IVUS, OCT, IVUS VH l 1 l 1
MSCT

Muc tiéu nghién ciru: khao sat tinh an toan va tinh kha thi
Tiéu chi danh gia: cic tiéu chi hinh &nh hoc va 1dm sang kinh dién
Sang thu'ong: mdi, don gian véi duong kinh 3 mm

Kich thudc gia d6: 3.0 x 12mm (loai 3.0 x 18mm ra ddi sau khi bat dau tién
hanh nghién c(u va dudc st dung trén 2 bénh nhan



ABSORB cohort A
Két qua theo doi sau 6,12,48 va 60 thang

6 Months 12 Months 48 Months 60 Months
Hierarchical

(n=30) {n=29)* {n=29)* (h=29)*

lschemia Driven MACE 1({3.3%)** 1({3.4%)** 1(3.4%)** 1(3.4%)**
Cardiac Death 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)

MI 1({3.3%)** 1(3.4%)** 1(3.4%)** 1(3.4%)**
0-Wave Ml 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)

Nan 0-Wave M| 1({3.3%)** 1({3.4%)%* 1(3.4%)** 1(3.4%)*~
Ischemia Driven TLR 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
by PC| 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
by CABG 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)

* One patient withdrew consent and missed the 9, 12, 18 month and 2, 3 and 4 year visits

**This patient also underwent a TLR, not qualified as ID-TLR (DS = 42%) followed by post-procedural troponin qualified as NQMI and
died from Hodgkin’s disease at 888 days post-procedure

Khdng xuat hién cac bién c6 MACE tir sau 6 thang dén 48 thang
Khong xuat hién huyét khdi trong 4 nam (tat cd bénh nhan ngung clopidogrel)



ABSORB cohort A
QCA sau 6 thang

Cumulative Incidence Curve for Late Loss
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*: BMS loss from SPIRIT FIRST (n=27)
**. EES loss of pts with 3.0 x 18 mm for single lesion from SPIRIT | and Il (n=22)
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ABSORB cohort A
IVUS sau 6 thang

fom

Vessel Area (mm?)

EEM-'Stent’ Area (mm?)

__:S:E:;_f_iuld Area {mmz}

NIH Area (mm?)

Lumen Area (mm?)

Post-PClI Follow-Up Difference p-Value
13.55 13.49 -0.4% NS
7.47 8.08 +8.2% 0.003
6.08 5.37 AM7% _j_ﬂ__@i:_
0 0.30 NA B NA
6.08 5.07 -16.6% <0.001

BVS Scaffold Percent Volume Obstruction = 5.5%

XIENCE V Stent Percent Volume Obstruction = 8.0%%*




ABSORB cohort A

Long mach tang kich thudc mudn

Sau PCI 6 thang 24 thang

n=25 n=25 n=18

ABSORB scattold £ X Lumen
z px Area
SGonorc A Lzrgzr:n/:rzsa 111.8% l 5.19 mm? unciir&ged
Unpaired Analysis’ : 4 F 110.85%

{matched analysis)

Su’ mat muon lic 6 thang chu yéu do giam dién tich chong dc

Su tang kich thu'dc long mach muon xuat hién ro nét hon tu 6 thang
dén 2 nam



ABSORB cohort A

* Sau 5 nam theo doi

Trudc thu thudt Sau thu thuat 2 nam 5 nam
Tang kich thudc dudng kinh mach ghi nhan vao ndm 2 van con sau 5 ndm



ABSORB cohort A

Sau 5 nam theo doi

OCT

6 thang

The “final golden tube”




ABSORB cohort A
& Mach dap ky: mach mau tai dan hoi

Importance of Pulsatility 12+ ABSORB Palpography
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e ime o~ Mach mau diéu tri bang Absorb
Mach mau dan hoi sinh nhieu tai [ap tinh dan hoi sau 6 thang

Nitric oxide hon

i

Su’ thoai bién cua gia dd Absorb phuc hoi tinh dan hoi cua mach
mau, lam tang tiét Nitric oxide la y€u t0 bao Vé.



ABSORB cohort A

i TOom tat

= Tan suat cac bién co khong mong muon
thap trong 5 nam

= Khong co huyét khoi trong 5 nam (diéu tri
khang tiéu ciu kép it nhat 6 thang)

= Tang kich thuGc mach mau muon tu 6
thang dén 2 nam

= Tai l[ap chdc nang thanh mach sau 2 nam




ABSORB cohort B
Cai tién gia do

e Phan b6 cac mat cdo déu han
e Luc tac dung Ién thanh mach
déu han

e Dién tich gia dG mat muon it

han, duy tri tac dung chong dé
thanh mach it nhat 3 thang

Cohort B A . Ay gen "
W‘S‘S‘sﬁ‘“‘g e Khong thay doi chat lieu, be
& X‘ & ;(-/ \ J 74 \ \ . . ’

: day mat cao va thai gian phong

MN&&@@ thich thudc




ABSORB cohort B

101 bénh nhan (khong dugc chon ngau nhién)
tai 12 trung tdm & Chau Au, Uc va New Zealand

Group B1 (n = 45) I I I
Imaging Follow-Up (Months) 6 12 18 24 36

Group B2 (n = 56) I I I

QCA., IVUS, OCT, IVUS VH

MSCT

Muc tiéu nghién ciru: tinh an toan va tinh kha thi

Tiéu chi danh gia: tiéu chi hinh anh hoc va 1dm sang kinh dién

Sang thu'ang: c6 thé tdi 2 sang thugng mdi & 2 mach khac nhau c6 dudng
kinh mach mau 3mm va chiéu dai cho hep < 14 mm

Kich thudc gia dd: 3.0 x 18 mm



ABSORB cohort B
Két qua

30 Days 6 Months 12 Months 24 Months

Non-Hierarchical n=101 n=101 n=101 n=100%
Cardiac Death (%) 0 0 0 0
Myocardial Infarction n (%) 2 (2.0) 3 (3.0) 3(3.0) 3(3.0)
Q-wave M| 0 0 0 0
Non Q-wave MI 2 (2.0) 3 (3.0) 3(3.0) 3 (3.0)
Ischemia Driven TLR n (%) 0 2 (2.0) 4 (4.0) 6 (6.0)
PCI 0 2 (2.0) 4 (4.0) 6 (6.0)
CABG 0 0 0 0
Hierarchical MACE n (%) 2 (2.0) 3 (5.0) 7 (6.9) 9 (9.0)
Hierarchical TVF n (%) 2 (2.0) 5 (5.0) 7 (6.9) 9 (9.0)

*: mat dau mot bénh nhan sau 2 nam theo doi

Khong huyét khoi theo ARC

MACE: cardiac death, MI, ischemia-driven TLR
TVF: cardiac death, MI, ischemia-driven TLR, ischemia-driven TVR



ABSORB cohort B
ét qua kha quan tuong tu’ stent phu thuoc loai tot nhat

ABSORB BVS({B1+B2) 758-day HR
XV(3.0 x 18mm subgroup, SPI+SPI+SPII RCT)Y  1.06 [0.48,2.34)
p=0.8856
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Time Post Index Procedure (Months)

KM estimate of MACE rate in ABSORB cohort B (n=101) vs SPIRIT I+II+III (3 x
18 mm single metallic EES, n = 227)




ABSORB cohort B
& Tang dudng kinh mach mau muon

l Post-PCI l l 6 Months | ‘ 2 Years I

n=2a n=2a n=13

ABSORB Scaffold

Cohort A Lumen Area Area
Unpaired Analysis*® 6.04 mm? 111.8%

ABSORB
Cohort B Lumen Area
Serial Analkysis™ 6.53 mm?

Tmerruys, PW. TCT 2008 " Serruys, W TCT 2011



ABSORB cohort B

A

Tinh mém déo

Curvature

Tortuosity

Angulation

Arc length = 34.8 mm

jus)s-aid

15t Angle = 66.5°
Curvature = 0.203 mm’! 2nd Angle = 56.5° Tortuosity Index = 0.388

Arc length = 31.7 mm

Jus}s-isod

st = &
{ g oo Tortuosity Index = 0.301

Curvature = 0.148 mm"' 2nd Angle = 50.4°




ABSORB cohort B

i Tinh mém déo

Pre- Post-
scaffold | scaffold | p-Value

Curvature Scaffold, mm- 0.038 0.031 <0.001

Angulation, ° 28.7 26.9 0.06

Tortuosity 0.063 0.062 0.874




6 Months

ABSORB cohort B
QCA: mat mudn khdng doi gitra 12 va 24 thang

12 Months
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24 Months

BVS: 0.19 £ 0.18 mm (n=42)

XIENCE V: 0.10 £ 0.23 mm (n=22)

BVS: 0.27 + 0.32 mm (n=56)

XIENCE V: 0.23 £ 0.29 mm (n=22)
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® ABSORB24M

24M BVS (Cohort B): 0.27 + 0.19 mm (N=38)

24M EES (SPIRIT II): 0.33 + 0.36mm (N=100)

05 1 1.5

XIENCE V: 0.33 £ 0.36 mm (n=100)

BVS: 0.27 + 0.19 mm (n=38)




ABSORB cohort B

Panh gia chi’c nang van mach sau 1 nam

Fig.3 Methergin (n=13)
P<0.001 p=0.001

,, 2.63*0.19 2.47+0.21 2.67+0.20
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Pre- Met Nitro

vasomotion

Pap g co that mach mau vdi
Methergine ching to:

- Mach mau khong con bi vudng bdi gia do
- T€ bao cao tran cé kha nang dap Ung co cd

Tac dung cua Methergine bi hoa giai vOi
nitroglycerin (chat dan mach)

Test Methergine cho thdy mach mau
cho dat gia dd co that tot, chirng td
truong luc van mach dugc phuc hoi



ABSORB cohort B

Panh gia chi’c nang van mach sau 1 nam

Acetyicholine (n=19)
p=0.146 p=0.055
. 2.45%0.26 2.37+0.24 2.44%+0.23

Pap Ung van mach (co hoac dan) hién dién
trén hau nhu tat ca BN (chi trir 1BN )

- Mach mau khong con bi vudng bdi gia do
-T€ bao co tron co kha nang dap Ung co co

Pap Ung vdi Acetylcholine thay doi:

-Dan mach (dap Ung binh thudng trong
giai doan sdm la rat khich 1€)

- Co mach (do cé ton thuong thanh mach)

Pre- Ach Nitro
vasomotion

Trong 19 bénh nhan dugc test
Acetylcholine, 8 BN dap ('ng dan
mach, 1 BN khong dap Ung, va 10
BN co mach



ABSORB cohort B

Pbanh gia chi’c nang van mach

A in Vessel Diameter (mm)

{pre-drug infusion to post-drug infusion)
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ABSORB cohort B

i K&t luan

= Absorb dat muc ti€u giong stent phu
thudc tot nhat & giai doan sGm va gilra
(< 12 thang)

= Duong kinh trong mach mau duoc duy
tri trong giai doan thoai bién sém

= Mach mau khong con bi “troi” trong
khung gia do sau 12 thang (phuc hoi
kha nang van mach & 1 s6 bénh nhan)




ABSORB EXTEND

Cé thé dén 1000 bénh nhan tai 100 trung tdm trén toan thé gidi

Clinical follow up I I I I I

(months) 1 6 12 18 24 36 48 60

MSCT follow up (N=100) I I
OCT follow up (N=50)

{planned overlap subgroup only)

Muc tiéu nghién ciru: tié€p tuc thir nghiém lam sang réng han
Tiéu chi danh gia: tiéu chi 1dm sang kinh dién cta PCI
Sang thu'ong: 2 sang thuong mdi khac nhau, cé thé ndi nhau vdi chiéu dai
> 22mm va < 28mm
Kich thudc gia d6: dudng kinh: 2.5 va 3 mm
chiéu dai 18 va 28 mm



ABSORB EXTEND

Két qua lam sang tam thdi sau 6 thang (n=269)

Intent to Treat (ITT) Analysis — Interim Snapshot

CohortB 194-day HR
EXTEND 0.62[0.22,1.76]
p=0.36"

o —
0 1 p. 3 4 5 6 7 8

Time Post Index Procedure (Months)

Number at risk

Time after index procedure (days) 0 37
Cohort B 99
EXTEND

Note: MACE is defined as the composite of cardiac death, MI, and ischemia-driven TLR
*P-value is not from formal hypothesis testing and is displayed for descriptive purpose only.



ABSORB EXTEND

Két qua lam sang tam thai sau 6 thang (n= 269)

Intent to Treat (ITT) Analysis — Interim Snapshot

Cohort B 194-day HR
EXTEND 0.16 [0.01,1.76]
p=0.09"

| | | 3 | |
1 2 3 4 5 6
Time Post Index Procedure (Months)

Number at risk

Time after index procedure (days) 37
Cohort B

EXTEND

*P-value is not from formal hypothesis testing and is displayed for descriptive purpose only.



ABSORB EXTEND

Két qua lam sang tam thai sau 6 thang (n= 269)

= 2 truGng hgp huyét khoi cap/ ban cap

Ca 1: huyét khéi ban cap xay ra ST (def/prob) Through 6 Months
vVao nga‘]y 6, co géng di qua sang (ITT - Interim Snapshot)

10

thuong nhiéu [an, bung gia dd
Absorb 3 lan, sang thuang voi
hoa trung binh dén nang, chong
noi gia dd, IFU nhiéu lan

Cohort B 184-day HR
EXTEND NA [NA]

p=0.51"

=~
(3]

N
wn

=
&
'_
wn
i)
3
Q 5
[}
|8
o
=
2
=4
=
[}
(a]

A=04% 0.4%
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Ca 2: huyét khoi ban cap ngay
29, BN ngung Plavix 1 ngay e e e
tru-’dc d‘é Time Post Index Procedure (Months)

Number at risk

(=]
[ =- T

Time after index procedure (days) 0 37
Cohort B 101 101
Ti lé huyét khoi ban cap: EXTEND 469 448

Stent XIENCE V trong 30 ngéy Ié 0’40/0 (SPIRIT III) * P-value is not from formal hypothesis testing and is displayed for descriptive purpose anly
Stent ENDEAVOR 1 va III trong 6 thang la 1.0% va 0.5%



ABSORB Clinical Trial Program
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Hinh anh truGc khi bung stent

SUONG, TRAN DUC i Ejio Ray Hospital
ID: B121006 AXIOM-Artis
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Hinh anh sau khi bung stent

Hiy

SUONG,TRAN DUC
ID: B121006
*18-09-58

Study 1

23-06-12

2:25:47 PM

1IMA 30 FRM 21

Cho Ray Hospital
AXIOM-Artis
HFS

Coro 2020

Coro 2020

SINGLE PLANE\SINGLE A Vo ”
LAO 46




Cam on su’ chu y cua quy dong nghiép
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