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1. AJHEA IOl 290

1. A7 T

(1) diole 7|2 H&
A4 Ch7| 8, Sy, A, 34 T2 AEAF
2 o3 M 2 L4702l HOST-EXAMO| 1:12 F2| HiFE of
SXHAUE e | 2EZt =N AE of CiAX0 CHsl NS A% #E AFZ, HOST-EXAM
AFoM = 7|2 B3 FARHES s
DysUHHOZ ofF BE AHE 04 = 1H(z671E) S A
AT Syl ATHH HEad X228 92 2 F L4A AHHO| QUAHE X2
CH & XH(P) HOST-EXAM ¢i70f &ojst 2X}
CH &Rt | 55278
=30) pske] Clopidogrel 28712 13 1¥(75 mg)= £8)
° CHAIRFSE | 27631
g9 Aspirin 28712 13| 1~278(100~200mg)2 =8)
Hl 3 =X S P ool = (<} 9) |56
p | HEEHO aws 76
| 1. €X 29 EotH=s
C o FHIE 7|7t Y all cause death, MI, stroke, major bleeding (BARC > type 3),
o readmission due to ACS, urgent revascularization2| Z4E
THAHZ 2. O|Xt a2y HotH=s
#3K0) o FXPE 7|7F LY TVR/TLR (target vessel/lesion revascularization)l| H4&E
o FHIE TJ|ZH LY ZE AQ AMY U ME A All-cause death and cardiac
death)o| LM E
o FHIE 7|7F W stent thrombosis (acute, sub-acute, late, very late)2| UM E
o ZFHAE 7|2t W peripheral vascular intervention2| HME
A
(ClinicalTrials.gov) NCT05567536
SE¥E
DREE =2 |
X protocol =& 2| HIO[E] €8 #H MY =F2 '#8 1, F9 MAU=F S5
(2) A77letntn 7|2 M2
MAUAFIHAH) | FEHNMBOSuE )
otE 85 AHE 0|4 = FAHATH HALHDAT £ TAT)S Al 2HXHE
222 Clopidogrel EE= Aspirin?| Y X[g QB9 29| F7|7t =X

Hlm AT : HOST-EXAM RCT 9| Zt7|7t AHZ FHaE o3

Long term follow-up of Comparison of Clopidogrel vs. Aspirin monotherapy
after drug-eluting stent implantation :

"HOST-EXAM-EX" : Harmonizing Optimal Strategy for Treatment of coronary
artery stenosis - EXtend Antiplatelet Monotherapy - EXtended follow up
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*Q4A AR . Major cardiac or Cerebrovascular events == Major bleeding
(O3t AHH AHHLZ 7|=3to})

1. Major cardiac or cerebrovascular events

1) At : All cause death

2) ACSZ oIt & : MI, UA

3) Stroke

4) Stent thrombosis

5) Urgent revascularization

- Target lesion or vessel

2. Major bleeding
BARC classification = type 3

2l
Al
]
Jay
N
N
]
i
[

HOST-EXAM && &K & ez FH{UE 7|2+ 549
AFer a7t & A0 58 AFUA=E LA Clopidogrel & Aspirin
o= e0/fE ¢ XNEE &

o

® Al Clopidogrel - 1 12| 1(75 mg)2 S&%HC}
%

® CiZ=: Aspirin - 1€ 13| 1~2%(100~200mg)2 =-&%HCt
ATE QAZFT2 ALl Mo HWE Z AME D AFRULA= Al 2AF0A
AES FUSHH F8E. 58 = c0MEMXQ G2 Bt X otHY "It =

Aty s Xg = 7ENXQ] Al cause death, MI, stroke,

severe/moderate bleeding, readmission due to ACS, urgent revascularization?]

UAE

* bleeding2 BARC bleeding definitiong 20 O|& CSIt Z&

1) Type 1: Bleeding not meeting criteria for the other types

2) Type 2: Bleeding requiring (1) medical intervention by a healthcare professional,
(2) leading to hospitalization or increased level of care, or (3) prompting
evaluation

3) Type 3a: Any transfusion with overt bleeding or overt bleeding with
hemoglobin drop of 3 to <5g/dL

4) Type 3b : Clinically significant overt signs of hemorrhage with a drop in
Hb of >5 g/dl or requiring any surgical intervention or intravenous
vasoactive agents for control

5) Type 3c: Intracranial bleeding

6) Type 4: CABG related bleeding

7) Type 5: Any fatal bleeding




2At ZapHS

1) PCl O] 1HRE 8HE7X| TVR & TLR (target vessel/lesion revascularization)
HEAH 2
=2 o=

2) PCI Ol 1HEE 87X Stent thrombosis (acute, sub-acute, late, very
late)2| LHE
3) PCl O] 1HEE 8EMX| peripheral vascular intervention?| &
= AFIHLDAoff st AT A=A (protocol) E SHEAAZI(SAP)2 2 Ated OO H
=2 ME &2 = folg 22 Al Mazg 4t
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7K & 5530

VISIT &8 A2l &2 =2t ¢€3

—

Baseline
(VISIT1, VISIT2)
- Day0 MH7| =0l Rt &AL =hel| 222 v ™
[PhaseO]
(23e2lYd, F=tHH)
1) &2 FE U MF HAL Y, Wut
2) AIEAIY HAL (W2 180 MZF HAMIK Al 7tHs)
3) Angiographic &
4) Clinical Outcomes I: All cause death, MI, stroke, severe/moderate
VISIT3 - 1Year ) o L
bleeding, readmission due to ACS, urgent revascularization2| g2t
VISIT4 — 2Year o
GRS
[Phase0] o , ,
5) Clinical Outcomes II: TVR, TLR, Stent thrombosis, peripheral vascular
(Follow-up) _ _ .
intervention 2H4 of £
6) Hs2kzs =l
7) O|AEEE =ol: Gl symptom 2 Al QLA AlS o & 2ol
- HOST-EXAM A7 7|Zt2l 2Year FU 7HX|& Phase0= &
VISIT5 — 3Year
VISIT5 — 3Year : HOST-EXAM-EX[Phasel]oll tHslod &2
VISIT12 — 10Year _
1 o ged sygse J|EY 5
[Phasel]
(Follow-up)
Study Completion _
oA 227 o, BHESIs 45 gt 2 B ALy =3
(917 =2) = 15, b 7 =




O datodgt 2™ F (Clinical trial Schedule)

Screening
Period Screening | Baseline SULE & SULE
Baseline
Visit 6
o _® > > o _® . o o _® ViSit 7
Visits Visit 1 Visit 2 | Visit 3 | Visit 4 Visit 5 .
Visit 8
Visit 9
Phase 0 Phase 1
Study Phase
HOST-EXAM HOST-EXAM-EX
4-year + 120 days
5-year + 120 days
(Post PCI
~ _ _ 6-year + 120 days
Weeks* 1-year 1-year | 2-year 3-year y y
(Day) a";fg Day 0 + 90 + 90 +120 7-year = 120 days
days days days 8-year + 120 days
~ Day 0
9-year = 120 days
10-vear + 120 davs
MEH SO|A J o A
AT S AHS(SN)
5 02 < L o
=]
CEEEECEY: o
o7 ZA o
Sfad Al Ol
="1 oT X
[ o o [ o
MK AP
HEME AL [ ] [ o o o
Zoi/Me7|E Bt o
FEAHEHZ RN)F O o
Stent Al& &' o
F/U Angiographic Data® A A A A
Clinical Outcomes I° (] (] [ ] [ ] o o
Clinical Outcomes 11" (] (] [ ] [ ] o o
Msiorg gl HRoka
sol - °° ° ° ° ° ° °
stol
O| &3 ™ o o [ ) [ )
1. BE A7 BHAE EAE A0 *M S2AMIE 24 FSFE0{0F BHCE
2. Subject No= S2M FSTt =AMUZ R205l= AS HEL= it
3. Silent Ischemia/Stable Angina/Unstable Angina/NSTEMI/STEMI, Previous CABG, Previous Ml &
4. 89, dEEY, dEEA Zeto| Oie =, 598, 23
5. BE RO P, WY (ScreeningAlof 2 He, WEf XS, 4IF, BSA BMI, l2|S2|(cm) YYOIZ 2 (cm) ZA
6. Hematology, blood chemistry (844(g/dL), ZOHX |E|J-L|(yGTP (UL &2 =)
7. Stenosis site, A|&3t stent 7=, AlESH stent $F, QCA(Quantitative Coronary Analysis) M, Syntax score, Quantitative flow ratio (QFR)
8. Screening®l A& data AE=X| {20 CHsiM T 7|XiBD, V6~VIO| M= F/U AngiographicsS =g 220 XtMISHA 7| RiStCt.
9. All cause death, MI, stroke, major bleeding, readmission due to ACS, urgent revascularization?| ¥ O£ & = QISIC}
10. TVR, TLR, stent thrombosis, peripheral vascular intervention2| 24 O{£E =0l 3iC}
11. Gl symptom (Z28, 2352, 5§, 24, 7E, AL HH|, g8 U SMH 5)0 &d o 8 12 Qs Tek, X gX
FILHAIZL] Al RS =elstr).

_’IO_



fO

>
iial
0ot

=
=

i

eCRFH

ogt
i

g

HOST-EXAM-EX S 9|

HOST-EXAM-EX &2 (&, 59|

Vital Signs

Date of Visit, Vital signs, 7|, &5, BMI

Medical History

Medical History

PCl| PHASEQO S&H

PCl Al W&

PCI_PHASEQ SE%

PCl Al W&

PCI_PHASE1

PCl Al W&

Laboratory Test 1

Laboratory Test

Laboratory Test 2

Laboratory Test

Inclusion Exclusion

oz

A J‘|_|.

Inclusion Exclusion, &I &

Laboratory Test

Laboratory Test

GI_Angiography

Gl symptom 2 OfF, 2|FEE AL Ald OF, AL &=

Medication Compliance

Agor 28 0%

Adverse Event_PHASEO

Adverse Event

Gl Symptom_PHASEO

2, AoEd 55, 24, TE, 24, HH|, 28

Gl symptom (&2
S SMH 5

SAE_PHASEO SAE Report
Conclusion_Death Ml All cause death, readmission due to ACS, MI, Unstable Angina,
ST_PHASEOQ Stroke, Stent Thrombosis, Peripheral Vascular Intervention

Conclusion_RV_PHASEO

Revascularization

Conclusion_Bleeding_PHASEOQ

severe/moderate bleeding

Adverse Event PHASE1

Adverse Event

Gl symptom (HX 8, 232, 58, 2, 7&, AL HH|, EH
Gl Symptom_PHASE1
ympIom- U =M 5)
SAE_PHASE1 SAE Report

Conclusion_Death Ml
ST _PHASE1

All cause death, readmission due to ACS, MI, Unstable Angina,
Stroke, Stent Thrombosis, Peripheral Vascular Intervention

Conclusion_RV_PHASE1

Revascularization

Conclusion_Bleeding_PHASE1

severe/moderate bleeding

Anti PLTA|ESF =3
28 PHASEO

Anti-Platelet 4= 22

Concomitant
Medication_PHASEO

OF
=2

0%
ol
Mo

e &HE Al E&_Anti

HT_PHASEO

229 Beta Blockers, ACE Inhibitors, Angiotensin Receptor,
Calcium Channel Blockers & O{§ 29I

Y Y= Al

282 Statin PHASEO

=2 Diruetics, Nitrates, Statin, Other Antilipids, Nicorandil
=g o2 2o

_’I’I_




eCRFH

ogt

2

siE

Al 28 OHA _PHASEO

Mo

HEZY Trimetazidine, Molsidomin, Oral Hypoglycemic Agent,
Insulin, Hormone Replacement Therapy & Ojf 290l

HE FX| &=_PHASEO

483X U2 =8 o/F 9 =877

Anti PLT 58 _PHASE1

Anti-Platelet 4¥E 228

e &HE Al E&_Anti

222 Beta Blockers, ACE Inhibitors, Angiotensin Receptor,

HT_PHASE1 Calcium Channel Blockers 28 05 =9I
sie HE Al 929 Diruetics, Nitrates, Statin, Other Antilipids, Nicorandil
28 _Statin_PHASE1 =& oF =0
B2 2 Trimetazidine, Molsidomin, Oral Hypoglycemic Agent,
ST HFE Al 28 OHA PHASET | - - ypogl 9

Insulin, Hormone Replacement Therapy & 0% 20l

Study Completion_PHASEQ YA &z off, SEHYBHY), 2 AR
Study Completion_PHASE1 QAAIE 2tF OofF EFEFQl(FCHA Ef2h ALY
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GlolE A
(1) =218 2% 2 ojakx| Az

PACEN &AFHOIH= =28 2F I o|Mx] XM2lE <flsi #&7|eh ot otz A|AH
(iCReaT) W H™MXEHZ|EX|(e-CRF) #&F Al XtzHSEeHData Validation Specification,
DVS)E AMME. 1XMoz2 X2 A 2LFE =456ty sl AAARMo=z MHE 2
g=o o2t 2LFE UXSte AIAE Rt LA E. 2X1H 22 Data  Validation
Specifications A0l HA[El Validation Method& SAS edit check2 SAS I{7|X|& 0| &3}0
=2 E 221(HE DM, SHEAN ZYANO| edit check program= ZtZt ZHMStI, program=
S50 =elE 2Fo| thstod of v 2l % iCReaT2| CFC(Cross Form Check) FHz| 23l
o 4

Hal 55 ——
1. Exgges =l
1% 28 ZX| 2. Xr%ﬁlﬁ*ﬂl U mAA MY
- A2E F2[(System query) 3. A2 o8 39
4. ZtEhob =g =
5. Eral gt UR HD
2 GOl 5 SBEEL TR %2 0|
2% 27 ax| ol0f BHolo| Was HS
- =2 F2(Manual query) (MEStistnER oot 713 E Data Management
FHO| ME o Al W
(2) 5= 2|
O 2% ZA 3 ‘Not Done'el Z2, A2/$2H2 8 =2 98 (o, Vital SignsollA
Heart Rate zt2h @lOiM ZEFl A2, 999 UH)sI 1, raw datadlM= EEo| HMelE
Tl SHX| =

(3) "lA/Hst AtE MA A

O 7tg el & HF oAE
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4. B2 SR8 ¥ AR 54
» [TT (Intention—to—treat analysis set) =4I &2
TT= 522 tid & d72E2 Mo{E shH o[& Fof B2 & AFMMAESE Az &t
S, A Zo|E HSIsh UIAMKIE HMelst 2E A tHAKE EMo| Z&A|AHof s, & ¢
2hAtzd o] ehdl st ARt EL| =M AR 25 FRstn, AFA Mo HAL & F2eE 2[UiAbE
SO =2 Qlsto] o7 ZZEZ0| +=35HK| 2ot ARk Eetet M 24 Ao AN ZME X
Fop Aziglo] FAH] Hi™E X EFeE EAME
= ITT (Intention—to—treat analysis set) &4 CHAFK}
= A0 et AFCAX 5530 & F&H vl = AFetS FokoiA| 2 AR
=9 M3 AMXIE M 2st 5461 (Clopidogrel 2726H, Aspirin 2735%)0| ITT 4 tHaZe =2
Mo ZeHE
Total Clopidogrel Aspirin
o7 =2 5530 2765 2765
» 2E2| H|H F dFeS FokSIX] 2S 18 11 7
» SO|AE 3 52 29 23
ITT 2 CHAFK} 546112 2726 2735
D Ratgl ulE ¥ ofpotg Soksix| org, SolHslo| F=o= siEElE AL 1Y (ClopidogrelT)
2 2a T3 MR S5 HololElol thEt ok A2l F AR wPH £+ S
Table 1. FH Al FHE
(22l H(%))
AlH FxolglY
Baseline 5459(99.96%)
VISIT3-1Y 5351(97.99%)
VISIT4-2Y 5281(96.70%)
VISIT5-3Y 5299(97.03%)
VISIT6—-4Y 5202(95.26%)
VISIT7-5Y 5082(93.06%)
VISIT8-6Y 4837(88.57%)
VISITO9-7Y 4070(74.53%)
VISIT10-8Y 2415(44.22%)
VISIT11-9Y 1213(22.21%)
VISIT12-10Y 150(2.75%)

DITT BAZ 5461HS V| Eo R W

=8 7

_14_
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Table 2. Baseline Characteristics of Intention—to—treat Population

Total Clopidogrel Aspirin
(N=5461) (N=2726) (N=2735)
Demographics and Comorbidities
Age - vyr
n 5461 2726 2735
Mean=S.D. 63.45+10.69 63.48+10.69 63.41+10.69
Median (Min, Max) 64(22,93) 63(22,93) 64(27,93)
Sex - no. (%) 5461 2726 2735

Male
Female
Diabetes mellitus — no. (%)
Yes
No
Hypertension — no. (%)
Yes
No
Dyslipidemia — no. (%)
Yes
No
Current smoker — no. (%)
Never
Former
Current
Chronic kidney disease — no. (%)
Yes
No
Previous Ml — no. (%)
Yes
No
Previous CVA - no. (%)
Yes
No
Clinical Indication of PCl — no. (%)
Silent ischemia
Stable angina
Unstable angina
NSTEMI
STEMI
Laboratory results
White blood cells — /uL
n
Mean%S.D.
Median(Min, Max)
Hemoglobin, — g/dL
n
Mean%S.D.
Median(Min, Max)
Creatinine — mg/dL
n
Mean+S.D.
Median(Min, Max)

4067(74.47%)
1394(25.53%)
5450
1722(31.60%)
3728(68.40%)
5454
3344(61.31%)
2110(38.69%)
5450
3591(65.89%)
1859(34.11%)
5458
2697(49.41%)
1638(30.01%)
1123(20.58%)
5450
158(2.90%)
5292(97.10%)
5443
875(16.08%)
4568(83.92%)
5450
250(4.59%)
5200(95.41%)

130(2.38%)
1379(25.27%)
1949(35.72%)
1058(19.39%)

941(17.24%)

4557
6.78x1.92

6.48(2.45,25.52)

4573
13.76£1.7

13.90(7.50,42.60)

4820
1.00+0.72

0.90(0.17,16.00)

2021(74.14%)
705(25.86%)
2722
861(31.63%)
1861(68.37%)
2721
1672(61.45%)
1049(38.55%)
2719
1792(65.91%)
927(34.09%)
2724
1351(49.60%)
831(30.51%)
542(19.90%)
2720
80(2.94%)
2640(97.06%)
2716
440(16.20%)
2276(83.80%)
2719
116(4.27%)
2603(95.73%)

60(2.20%)
682(25.04%
987(36.23%
528(19.38%
467(17.14%

~ — ~— ~—

2275
6.75x1.97
6.4(2.45,25.52)

2283
13.75+1.79
13.90(8.00,42.60)

2410
1.01+£0.77
0.90(0.30,16.00)

2046(74.81%)
689(25.19%)
2728
861(31.56%)
1867(68.44%)
2733
1672(61.18%)
1061(38.82%)
2731
1799(65.87%)
932(34.13%)
2734
1346(49.23%)
807(29.52%)
581(21.25%)
2730
78(2.86%)
2652(97.14%)
2727
435(15.95%)
2292(84.05%)
2731
134(4.91%)
2597(95.09%)

70(2.56%)
697(25.50%)
962(35.20%)
530(19.39%)
474(17.34%)
2282

6.81+1.88
6.56(2.56,19.24)

2290
13.77+1.61
13.90(7.50,18.80)

2410
0.99+0.67
0.90(0.17,12.64)

_15_




Total Clopidogrel Aspirin
(N=5461) (N=2726) (N=2735)
Total cholesterol — mg/dL
n 4750 2376 2374
Mean%S.D. 137.58+30.20 137.03+£30.46 138.12+£29.93
Median(Min, Max) 135(7,383) 134(59,383) 135(7,334)
Triglyceride — mg/Dl
n 4512 2256 2256

Mean+S.D.
Median(Min, Max)
HDL—-cholesterol — mg/dL
n
Mean%S.D.
Median(Min, Max)
LDL—cholesterol — mg/dL
n
Mean%S.D.
Median(Min, Max)
HbA1c — %"
n
Mean%S.D.
Median(Min, Max)
Days from PCI to Randomization”
n
Mean%S.D.
Median(Min, Max)
IQR(Q1,Q3)
Years from PCl to Randomization”
n
Mean%S.D.
Median(Min, Max)
IQR(Q1,Q3)
Days from PCI to last follow up"
n
Mean%S.D.
Median(Min, Max)
IQR(Q1,Q3)
Years from PCI to last follow up"
n
Mean%S.D.
Median(Min, Max)
IQR(Q1,Q3)
DAPT at the Randomization Point -
no. (Z4s)
Aspirin plus Clopidogrel
Aspirin plus Ticagrelor
Aspirin plus Prasugrel

Aspirin plus Clopidogrel plus
Cilostazol

126.97+82.48
108(10,1630)

4384
46.31+12.07
45(15,140)

4307
71.48£23.91
69(4,230)

2583
6.49+1.13
6.20(3.60,13.80)

5427
387.97+75.96
382(1,1444)
66(357,423)

5427
1.06+0.21
1.05(0.00,3.96)
0.18(0.98,1.16)

5427
2994.09+650.98
3013(91,4413)
709(2695,3409)

5427
8.20+1.78
8.25(0.25,12.09)
1.94(7.38,9.33)

3456
264
234

55

127.84491.30
107(10,1630)

2184
46.26+11.96
45(18,109)

2158
70.87+24.33
68(20,230)

1274
6.48+1.09
6.20(3.60,12.80)

2708
388.21+76.65
383(1,1128)
68(357,425)

2708
1.06+0.21
1.05(0.00,3.09)
0.19(0.98,1.16)

2708
2987.90+659.85
3006(91,4413)
718(2692,3410)

2708
8.19+1.81
8.24(0.25,12.09)
1.97(7.38,9.34)

1748
3

126.10%£72.60
108(21,897)

2200
46.36+£12.18
44(15,140)

2149
72.08+23.48
70(4,216)

1309
6.49x1.17
6.20(4.70,13.80)

2719
387.74£75.27
380(55,1444)

63(358,421)

2719
1.06+0.21
1.04(0.15,3.96)
0.17(0.98,1.15)

2719
3000.25+642.09
3020(202,4369)
706(2696,3402)

2719
8.22+1.76
8.27(0.55,11.97)
1.93(7.39,9.32)

1708
261
230

36
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5. FHT X4

Table 3. Clinical Outcomes of the Intention—to—treat Population

Total Clopidogrel Aspirin
(N=5461)  (N=2726) (N=2735) Hazard Ratio
(95% Cl)
No. of patients (%)
Primary composite endpoint % (2(1).17385%) (195.28%) (215'88%) (0.7%?5.98) 0.025
All-cause death (030%)  (1049%) (910%  (0.95-135 0185
Cardiovascular death (1 _83%) (1 _gg%) (1 _;‘;%) (0.605'?19.49) 0.953
Non—cardiovascular death (4.2963%) (5.16513%) (4.1214?%) (1 .011'—219.65) 0.040
Non—fatal myocardial infarction (2.19672%) (2'5(1)%) (38;%) (0'507'_718.07) 0.124
Stroke (390%)  (3.45%)  (435%) (060103 0075
Ischemic stroke 73 @50%  (289%)  (0eiden 0427
Hemorrhagic stroke (1 .?12%) (Oé%%) (1 .?12%) (0.391'—507.96) 0.034
Readmission due to AGS (736%  (620%  (B.50%) (059068 0001
Major bleeding (BARC type =3) 1ot (rsw) (5ove) (056 00p) 0010
6B 0 0% oo
Target lesion revascularization (3.1694?%) (3'28%) (3.16091%) (0'7%_918.29) 0.864
Target vessel revascularization (5_23%0%) (4_16226%) (6.10661%) (0.6(%'—707.97) 0.026
Definite or probable stent thrombosis (O.g?%) (O_jlg%) (O.})g%) (0_4(%'_817_83) 0.717
Any minor Gl complications (189.82%) (16%2?%) (19‘?28%) (0'7%?&95) 0.005

¥ The primary composite endpoint was defined as a composite of all-cause death, non—fatal myocardial
infarction, stroke, readmission due to ACS, and major bleeding events (BARC type =3).
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' %7_1_,____A_5_T__D_A____}_A_SI__D£~ ________ l1=ND__ | Integer | |
:_%7_2 |_____AL_T _____ |_A_LI(§ET_)_(L1/L)____]|_ ______________ ITLHEGEJELI__5__
| _ [
1273,  ALTDA  |ALTDA Q=N ylnteger | |
2741 AP | | Alk. Phos (U/L) o+ | Integer I 5 |
1275 | ___ALPDA __ |ALPDA ___ [1=ND_____ 1 Integer | __ |
1276 GLU | | Glucose (mg/dy) | | Integer | 4
| 277 1 GLWUDA _ IGWUDA 1=ND__ | Integer | |
1278 | 1B | | TBilirubin (mgydl) [ | _Float | 22|
| 279 ___Ifi__DA____}_TE_D_A _________ ,'_1_=_N_D ___________ | Integer | |
1 280 TP | T. Protein (9/dt) | | Float | 22 |
| 281 ___IEQA____I_TE__D_A _________ Ll=_N_D ___________ | Integer | |
12821 AB | Albumin /dt) .+ | _Float 1 22 |
1283 | _ ABDA __ | ABDA [1=ND I Integer | __|
1284 UA_ | | Uric Add (mg/db)_ | | Float | 22 |
1285 | _ UADA __ |UADA [1=ND__ | Integer |
i | Laboratory Test1 A% }_1=Yes i i
| 286 lab1_YN |~ | | Integer ,
| | o | 2=No | |
| __STUDYNO__ I DHH#ls I T ]
| ___SITENM __ 71&d [ Lo L]
| | Ab S | | |
| 2E ___S_UEJ_N_O____|_EﬂCE>E|-_H'—.I_2_ ______ —_———— e e |— — —
o~ L__VISTNM __ rEEd T A L]
ih* __;waﬂy;__q;éﬂgga% ______ ; ______________ { _____ F___
___CRNM__ 'eCRFS ]
| | CRESTAT | eCRFE{M&Ef | T T o
r r : Laboratory Test2 r1=Yes T }_
| 287 LABYN | A3 of = | | Integer
[ T |__|994_"‘_ _______ (2=No 1 ]
| 268 | _LBDT___ I Date of Collection | ______________ | _Date | __
Laboratory "589 | """ BUN ____ BUN (mg/dl) | T | Integer | 3
Test 2 | 290 | ___B_UL\I_QA____I_B_U'_\LQAL _______ ,'_1_=_N_D ___________ | Integer | |
12911 CR_ | | Creatinine (mg/dt) + | Float | 22 |
1292 | __CRDA____|CRDA l1=ND Llnteger | |
| 293 GFR | eGFR(MDRD) (mL/min) | | Float | 4.2
294 | _ _GFRDA ___|GFRDA _______ [1=ND _____ " T Integer | __|
| 295 | CHOL____|Cholesterol (mg/dL) | | Integer | 4 |
1296 |  CHOLDA _ ICHOLDA [1=ND | Integer | |
1297 | TG____ | TG (mg/dt) [ L Integer | 4 |
298 |~ TGDA ___ITGDA [1=ND Linteger |~ |
1299 1 HDL | | HDL Chol (mgydL) + Ilnteger | 3 |
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Eojory | oT | LY i B4 A (D)) | Iguyg EE )
| #is | | | 89 |
| 330 | INV_SIGN | ALA ME I | String | 8
7331 T INV.SDT | @SR NgY T i Baf‘r“‘
| | __STUDYNO__ | BH¥= o L ]
| | __SITENM 1 71&% | | |
[P T N — i —
VISITNM 2
RS A - po T I ]
| L___CRFNM __ |eCRFE b [ L
| | CRFSTAT | eCRFZAHS AFER | ' '
R Tlaboratory Test | 1=Yes T —
| 332 lab_YN | | | Integer |
I Algos 12=No__ 1o L]
1333 ]  LDT1 __ |Date of Collecton | | _Date | |
1334 | _WBCI1___ IWBC (A0%l) | | _Float | 2.2 |
1335 | _WBCDA1 _|WBCDA _ [1=ND Linteger | |
3% | ___RBC1___ IRBC (1076 | I _Float | 22 |
| 337 | _RBCDA1 |RBCDA [1=ND | Integer | |
338/  HB1___ IHb (gl [ 1 _Float | 2.1
1339 | _HBDA1 _ IHBDA [1=ND | Integer | |
1340 | HCT1_ | Ht 2t Co______ LT | _Float | 2.1
1341 ] HCTDA1 _ HCTDA M=ND integer | |
| 342 | ___PLT1___ _[Platelet (103M) | | Integer | 4
1343 | _PLTDA1_ _ |PLTDA l1=ND LInteger | |
13441 NAT___ INa(mEg/l) ____ L | Integer | 4_|
1345 _NADA1 | NADA _______11=ND _________ilInteger| _ |
1346 | K1 K (mEq/L) L | _Float | 22 |
1347 1 KDA1 ___IKDA 1=ND __ | Integer | __ |
Laboratory [ 348 |~ cL1 Cl (mEq/L) L I Integer | 3 |
Tet | 349! ~CLDAT _ ICLDA _ I1=ND ___ Linteger | |
1350 | _AST1___ [ASTGOT) (UA) __ | __ | Integer | 5
| 351 | _ASTDAT _ |ASTDA ____ PlsND {Integer | _ |
1352 ATl TATGPD M) L | Integer | 5 |
353 | __ALTDA1 _ |ALTDA |[1=ND__ L Integer | |
1354 | AP1_ Ak Phos(um L integer | 5 |
1355 | _ALPDA1__ [ALPDA [1=ND __ | Integer | __ |
1356 | __GLU1___ |Glucose (mg/dt) | L Integer | 4 |
357 | _GLUDA1_ _ IGWUDA —__ ___ 1=ND __ | Integer | |
1 3%8 | __ TB1 | T.Bilirubin (mg/dt) o | _Float | 2.2 |
1359 | TBDA1__ |TBDA 1=ND ___ Iinteger | |
1360 | ___TP1____ | T. Protein (g/dL) |~ | _Float | 2.2 |
1361 | __TPDA1__ | TPDA ________ [1=ND ____ 1 Integer | __
362 | AB1___ Albumin(gdl) I ! Float | 22|
1363 | __ALBDA1__ [ABDA 11=ND __ | Integer | __
1364 | UA1___ |UricAdd (mgdb)__| 1 _Float | 22|
3651 _UADAT_ _ UADA [1=ND __ | Integer | _ |
366 | _ _BUN1 __ |BUN(mgdL) | ____ | Float | 30 |
| 367 | _BUNDA1 |BUNDA |1=ND___ | Integer | |
1368 |  CRT | | Creatinine (mgydt) + | Float | 22 |
1369 | _CRDAT__ | CRDA_ ___ [1=ND ___ 1 Integer | __ |
1370 GFR1___ | eGFRMDRD) (mi/min) |~~~ | _Float | 42 |
| 3711 __GFRDA1__ | GFRDA _______ 11=ND __ | Integer | __ |
372 | _ CHOL1 ___[Cholesterol (mg/dL) | 1 _Float | 40
373 | CHOLDA1 __ICHOLDA ______ l1=ND ___ | Integer |
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kS | | |
CEmeolH o Ao ﬁAA‘ID:I(II:_[-OI) ACLE N 20|
| 438 | SAESS7 __ ISign or Symptoms | | String_| 100 |
1439 | SAEHX | Medical History | | String_j 100
| 440 | SAEHX2 | Medical History |} | _String_} 100_
| 441 1 SAEHX3 | Medical History + | String | 100 |
[ 442 | SAEHX4 | Medical History _ |~ L String_{ 100 |
| 443 | SAEHX5 | Medical History | | String | 100
| 444 | SAEHX6 | Medical History | String | 100 |
| 445 | SAEHX7 __ | Medical History _ [~ 1 _String_| 100 |
| 446 | _SAEHX8 _ | Medical History _ _\ _____________ 1 String_| 100 |
447 | __ SAETX1 __ | Treatment L 1 String | 100 |
| 448 | SAETX2 | Treatment e | String ! 100 |
| 449 | SAETX3 _ [Treatment \ | String 1 100
[ 450 [ SAETX4 __ | Treatment _____ [ I String_| 100 |
L 451 1 SAETX5 | Treatment e | String | 100 |
| 452 | SAETX6 _ |Treatment | | String | 100
| 453 | SAETX7 __ | Treatment ___ __ o _ | String_{ 100 |
| 454 | SAETX8 _ |Treatment \ _ _ | String | 100
(455 [ SAETXO | |Treatment I [ string [ 100
L 456 SAETX10 | Treatment b4 String | 100_
: : : | T=Recovery without : I
: : : : sequelae : I
: : : : 2=Recovery with : I
| | | | sequelae | |
| 457 | SAE_OUT | Outcome | ) . I Integer |
: : : : 3=0ngoing, improved : I
: : : : 4=0ngoing, unchanged : I
: : : : 5=0ngoing, worsened : I
IR I | 6=Subject died | i
| | | | 1T=Not related | |
: : : . . : 2=Doubtful : I
| | | Causal Relationship | . | |
| 458 | SAE_RE | .. | 3=Possible | Integer |
| | | to study medication | | |
| | | | 4=Probable | |
: : : : 5=Definite : I
| | | | | |
. L __STUDYNO__ | MMz e I b
' | ___SITENM__ 1718y | | L
PP TR —— ———
VISITNM d=9
A~ b e e ]
(B LT visimor T REd T [T I ]
| | |
o L___Q@:NM___4_GEBE%1 ________ L L ——_ |
Condlusion | | ___C_RES_TA'L___I_eEBF_’Eit'i"_EH_____I ______________ ree L
Death [ 459 | _ EVENTT _ | CENo __ ____ Lo 1 _string_|_10 |
ML | | | 1=Cardiovascular death | |
' ' ' I 2=Non-Cardiovascular ! '
ST-PHAS 1 460 | DE_IN | Investigator | | Integer |
O | | | | death | |
A A | 3=Unknown Origin Death —
: : : : 1=Cardiovascular death : I
' ' Lo | 2=Non-Cardiovascular | |
461 | DE_AD | Adjudicator I I Integer |
: : : : death I
A S S . | 3=Unknown Origin Death | |




T | | TEE
CEmeolH o Ao ﬁAA‘ID:I(II:_[-OI) ACLE N 20|
I I I I 1=Cardiovascular death I I
I I I I 2=Non-Cardiovascular ! I
I 462 | DE_FA I Final Assessment | I Integer |
L | | death | |
A S . | 3=Unknown Origin Death | A
| 463 | EVENT_2 |_ Admission No | | String | 10
R T M=Yes L
: 464 : REA_IN : Investigator : : Integer}
2=No
e S s B [ E——
| | [ I 1=Yes I |
| 465 | REA_AD I Adjudicator I Integer |
| | | | 2=No | |
| e T |
| | - | 1=Yes | |
| 466 | REA_FA | Final Assessment | | Integer |
R S A te=No __________ R -
L 467, EVENT3 ~  MINo ., yootring | 10
: : : : 1=Q-wave MI : I
| | | ) | 2=Non Q-wave MI | |
| 468 | MI_INV | Investigator | L | Integer |
: : : : 3=Uncertain if Ml : I
| ___I ___________ e | 4_=_N_o_l\_/||_ ________ e | ]
:_ :_ I 1|_1:Q—Wave Ml T ’_
| | I | 2=Non Q-wave MI | |
| 469 | MI_AD | Adjudicator | o | Integer |
| | | | 3=Uncertain if Ml | |
| | | | | |
[ A o 14=No Ml _____ L L]
| | | | 1=Q-wave M| | |
: : : , : 2=Non Q-wave M| : }
| 470 | MI_FA | Final Assessment | o | Integer |
| | | | 3=Uncertain if Ml | |
| | | | 4= | |
S e _y4sNo M o [
I I | Unstable Angina I I . I
I 471 | EVENT_4 I I I String | 10
I /I No L T L]
:_ :_ : , 1|_1=Yes T r
| 472 UA_IN | Investigator | | Integer
L L o 12=No___________ L o
| | | ' 1=Yes | |
| 473 | UA_AD | Adjudicator | I Integer !
2=No I I
e e w R ———
| | [ I T=Yes | |
| 474 | UA_FA | Final Assessment | I Integer |
T e | 2_=_N_O ___________ e ]
| 475 __ EVENT5 _ jStroke No ______ b 1 _String_| 10 _
: : : : 1=Ischemic | I
' ' ' ] I 2=Hemorrhagic ' I
| 476 | STR_IN I Investigator I I Integer !
: : : : 3=Unknown : I
| | | | 4= | |
———t—_—— -  — — — — ] —_— - - -  — — — 4_—_N_O_S_tr_oke_ ______ 4 -——-
: : : : 1=Ischemic : I
| | [ | 2=Hemorrhagic | |
| 477 | STR_AD | Adjudicator | | Integer |
: : : : 3=Unknown : I
I I [ | 4=No Stroke I I
T T T T T T T T (I T T ==
: : : : 1=Ischemic : I
I I I | 2=Hemorrhagic | |
| 478 | STR_FA | Final Assessment | | Integer |
: : : : 3=Unknown : I
A U S _ 14=No Stroke F L




Nl

<k 0
W oF

ofo

0
™

go
<
£y

o
¥l T

o |
— |
- __
| -
o | )
g1 8
| +—
@ <
IIIA_I IIIIIIIII
|
|
|
|
|
|
_ (%]
_e Y9 o BB
2 9 5 8 8
I'e @ = &
= 2 A £
| @ © 86 o o
0o o Z2 £
TR TR TR
l— n on <
|||+ |||||||||
|
R |
4 |
o)
Re! |
e | -
S | S
c | ©
= | .W
= | 17y
e ]
9 O_ >
n N_ £
|
|
|
o |
[ Z
= 2
s E
=z &
|
|
- ___
|
o o
~ | ]
<t | <
- _

[ _
[ = _
_ o _
_ D _
_ = _
_ £ _
F———————— —
_ _
_ _
_ _
_ _
_ _
| |
(%]
o 2 o E g
I'T © 2 & 9
= 2 4 gl
19 2 6 2 9
TS T s
[— N o < =
I _
_ |
_ _
_ _
_ _
| |
—
| [e] |
_ s _
_ kS _
_ © _
_ = _
_ 2 _
_ |
_ _
_ _
| |
| < |
|
_ T _
_ = _
wm
_ _
_ _
_ _
L _
_ _
_ pa _
_ < _
L _

I o |
[
IIIIIIIII 1___L
- | |
) )
D IS
(] =
+— |+ |
£ A
||||||||| +——
| |
| |
| |
| |
| |
L
(%]
) 2 oGl |
o —= 9
= o ol |
£ 82 Y g _
v 2 5 9 9 _
O o o Z2 ¢
TR T T_ _
IIIIIIIII N
| |
&
- ©
>
m | o Ol
< I8 Zl
0 > <l
wv
) | — .O_
] | & =
< 12 o
_ g 2l
a . —
iz _P m_
[ [
| |
| |
| |
< L
| | =z |
L | |
T
) | W |
| |
| |
| |
IIIIIIIII 1___L
A
o) 0
< | < |
IIIIIIIII 1l___L

=No

Final Assessment

486

| | |
B
B
1]
=17
B
B
B
B
A
Lol
B
B
B
B
B
B
B
B
B
B
B
B
B
1]
R
B
B
B
B
R
I 1yl
o 2
341801
ZIFIZ0l
HIN T
1771
B
ol il
anm_
NAE
SIES
a1V
B
B
L1

| |

_ |

_ |

| |

[ F

| I

| I

| I

| I

—t =4

[ N

[

[ I

[ I

[ I

[ I

[ I

[ I

[ I

[ I

[ I

[ I

[ I

[ I

S A R A

R

[ I

ERE

B

Tl

Iom! _Eﬂ_xo_

| ol DI

Y PR

0K el 2| |

2

T 17T

I I

g
L

T

SIRIZIXI<

EIEIZialz
— L d

52| o)

>12Y &9

1Y

[ N

|F|rL|h¢

wo <F |

Ho #l _

L | I |
o | [ _ o
= | [ _ o
I N A N J Ay
[ U I R I
o1 g 1gg oI O 19 I
= 9 _wd@ T ] _@ (0]
| + | 2] + | = || |
“oE s E £ £ 5 E
_
_ T TR = I B
_ 1121 90 1 |
_ [ T T S I R
_ ==
_ ol I gl g l_l9
B -
N (0] (0] ul S
= N N R
le 811 21 21 6
g o ol @& | g lao Sl
_ w_|@m | B IS0
= O | | =
1= VIS L | & I®l S
O ooV = = <
_ 1 R_ ___ ___ 1] _ 1] _ ___ ___
SN N A AR JO A
T T
| =l T R
ol I, 12 1 1l
_ =1 I R - S B 7Y
[ | = D ]
5B E 8
> +— m > e
le ol | 1E _IE 1. gl
g & 1918 sIg Slol Sl
oy >I—126 Llwv 29 o
SIS VgL D IS
N_U R_P_C_I m_l m_T_A_
R A B
_ [ _ I
_ [ _ o
o | 1| _ I
L Z1ZziZzr 21 Z2 1Z1Z]
Zz | oI o 4 Aol
w | 7 lxlgl ¢ | x lxlexl
o1 DI 5 1 D 121Dl
_ R _ R
_ [ _ o
_ [ _ o
SN SR N SR ISR IR B O
51 8lg 5 | &g
0] 0] ' O (e)} (@)} ! O)
J T IS S IS
Lo L1
& <
523
g > wun
O
(W) |

_37_



T | | TEE
o|H 2 H AMH((CIS Cl Z1
I I I Urgent I 1=Urgent | |
I 495 | URO_AD | o | o I Integer !
A S |_Revascularization | Revascularization 1 = —
4% |  UR1AD _ PCI_ yT1=PCl__ lnteger| |
497 | _UR2AD _ JCABG_ __ L1=CABG ___ | Integer |
I I I In-stent target I 1=In-stent target | I
| 498 | UR3_AD [ [ I Integer |
[ |lesion |lesion - [
:_ :_ I In-segment target 1|_1:In—segment targetT ’_
| 499 | UR4_AD | . | . | Integer |
S S |lesion Llesion 1~ ]
| 500 | _ _URSAD __ | Target vessel | 1=Target vessel ____ | Integer |
| 501 1 URGAD __ | Another vessel | 1=Another vessel | Integer |
r | : Urgent }_I:Urgent T ’_
| 502 URO_FA | o | o | Integer |
I T |_Revascularization | Revascularization |~ ° —
503 | URIFA __IPCI___ T 1=pCL__ | Integer | |
1504  URZFA  |CABG | 1=CABG ____ |lnteger| |
| | | In-stent target | 1=In-stent target | |
| 505 | UR3_FA s s | IntegerI
R T (lesion ylesion T —
I I I In-segment target | 1=In-segment target | I
I 506 | UR4_FA . [ I Integer |
A |lesion_________ |lesion _________ I —
1207 | URSFA  |Target vessel | 1=Target vessel Llnteger |
| 508 ! UR6_FA | Another vessel | 1=Another vessel I Integer !
| | __STUDYNO__ | MMfi= . | —
R 1 R — e
__2UBINO _  HeArdte ]
(38 [ visinw e T I I -
Al =K
| H F___\AS_IID_T____FE_X_'”EO_T'—__E ______ L L [
" L CRENM _ 1eCRFE Lo I .
| B CRFREPTKEY | eCRF HHEHS L ! |
| __ | CRFSTAT _ jeCREMESE® o | L
| 509 | _EVENT7 _ |BleedngNo. | | String | 10
I I | Bleeding 22 QI%t | 1=Yes I I
I 510 | BLE_ADM | I Integer |
| | | < I 2=No | |
A == —————————— I B
| | | | 1=1. Type 1 Bleeding | |
| | | | i itarig | |
Condlusion : : : : not meeting criteria : I
Bleeding : : : : for the other types | : I
PHASEO | | | | 2=2. Type 2 Bleeding | |
: : : : requiring (1) medical : }
: : : : intervention by a : }
: : : : healthcare professional : }
: 511 : BLE_IN : Investigator : 3=3. Type 2 Bleeding : Integer }
: : : : requiring (2) leading : }
l l l l to hospitalization or l }
: : : : increased level of care : I
: : : :4:4. Type 2 Bleeding: I
: : : : requiring (3) prompting : I
: : : : evaluation : I
| | | | | |
I IS B e 27> Type 32 Awi L
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YU |
|

40 rE
o2

20|

Adjudicator

|
i —

| bleeding

e

transfusion  w/ overtl
bleeding or Hb drop :
of 3 to 5g/dL :
6=6. Type 3b CIinicaIIy:
significant overt signs of:
hemorrhage w/ a drop:
in Hb of &gt;5g/dL :
7=7. Type 3c :
Intracranial bleeding :
8=8. Type 4 CABG |
related bleeding |
9=9. Type 5 Any fatal |
|

1=1. Type 1 Bleeding
not meeting criteria
for the other types

2=2. Type 2 Bleeding
requiring (1) medical
intervention by a
healthcare professional
3=3. Type 2 Bleeding
requiring (2) leading
to hospitalization or
increased level of care
4=4. Type 2 Bleeding
requiring 3) :

prompting evaluation :

5=5. Type 3a Any l
transfusion w/ overt I
bleeding or Hb drop I

of 3 to 5g/dL |

6=6. Type 3b CIinicaIIy:
significant overt signs:
of hemorrhage w/ a:
drop in Hb of :
&gt;5g/dL

7=1. Type 3c
Intracranial bleeding
8=8. Type 4 CABG
related bleeding

|
|
|
|
|
|
|
|
|
|
9=9. Type 5 Any fatal:
|

Integer




Nl

<k 0
W oF

ofo

0
™

go
<
£

o
¥

o (1
> 2l
< ]
£ 1

||||||||||||||| —+—+

[
[
[
[
= ]
B |
DR KO RO~ — 1
N oF K oF KO | |

I = > FN I

o _ oA D

u- T <0 ;oon_7__

1 1] I oF

- o o % A___. M_\ _.F a_._u_ |

||||||||||||||| 1L

[
[
[
[
[
(@] =
-+ wv
5
= (]
@ I <l
9 I ol
- (.|
- =]
(1
[
[
[
z IS
) _O=
o 1 Z]
[
[
[

||||||||||||||| d_L
i 0]
LN ||

||||||||||||||| d_L

—

(O]

(@)}

(O]

2

1=

K =
= o
Al %o KO
Dok K
s o
RO " Ik 23
u- i3 <0 .

. |
L |
> _
0]
= |
< _
IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII —]
o © D w © - DO 5 o O > £ > v © g 9 O] © |
£5 £8 B Zgoo TS5 ° O a 2
$E€488 _ 9088 :.5%¢ 5s gw3 23 |
P - o—_
eceemyﬁeemfem £ o £ > |
) & > L 3 m~ 5 9m 0 ® E= U t kS o £ |
2 . = b 3WH g o T E%4HA_
- 9 C ~n o S g NT o & - a 2 g o 5 S |
c o — o N = > — L O m O & > QO T un
= ~ c T Q@ o™ v o X = — v 9 |
285 Seg E.80sS5 . R85y =E2g
=2 2959098 5§ 529 F% X200 F 3 o S & E 2 s 5g
m c < c (O] c %) > @© ~ >
= eH s 90 2F 2 0ok 5% S £ 8 F UV g o) o - g
. .S 2 B . S .= 53 . % 7T . E < wo Y 8 T
~ o T 2o e w2 O < 25w c @ mo s SN B o g oo 9O
o 5l gE I geo 2l g1 ol 1 D = D1 g 12
—c s cmnm2EeEs?n 5200 B 0T B ~LE 0 Lo mh
IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII _
_
= _
S _
£ _
S
7 _
4] _
b
v _
(%)
< |
© _
£ |
= |
IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII T e R
_
|
|
< _
H |
- |
—
oM |
|
|
|
IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII _
o |
=2
N |
IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII _

_40_



Nl
I I R L N N R [ R

Tl oF
—— e At —————— —————— A —————— A ——————

r . I~ - _ - _
| O o | O o | o

<k 10 _ =) _ > _ > _
(O] (O] (O]
| = | = | =

_ £ _ £ _ £ _

oo |

0o KO o
M [or £

Requiring surgery or

Requiring pRBC transfusion
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3 0|4, 5 OJgt

[=]

=]
H = 7|7

L]
Hl = 7|7
Requiring
inotropics
intervention
inotropics
intervention
Requiring
inotropics
intervention

4
(
5
6
13
2
3
(
4
(
5
6
1
2
3
4
1
2
3
4
1
2
3
4=
1
2
3
4
1
2
3
4

|
|
{_
|
|
|
|
|
|
|
|
|
|
I

- R e b -

rl

o

.

0 =
T g
¥ <
o

o

. L - dr L e L e ]

4k o1 | © s Q | ) N @ | N |9 © |
— — — [@V] [@V] (@V) [eV} [qV} [qV} [qV}
LN LN LN LN LN Wp) Wp)

B Al [¥e)!

_4"_



Nl

<k 0
W oF

ofo

0
™

B0
<
£

o
¥l T

| | |
| | |
| | |
IIIIIII I N |
. [ r |
9] | o | (@) |
g I g ok _
1= g ! I= _
= £ = _
||||||| e
| | |
| | |
| | |
L | | |
od od | | |
oo | L e ¢ v . |
| | 6 06 3 ¢
me ol lLERBREE
L||r/|r1|r_ _y N < _
mOP 45 TS 8 g5 oy
O © o oluy 12 o 8 € & cl
) + Oont
o RL% Nﬁw C ET O o O_
AT | | - o < |
T T h_zqu k Lo 0 £ &_
— AN M —
||||||| 8 |
| | |
[ |
g I8 _
T _R._o_ |
. BY |
o
o) g =
o e 0 2
s H £ 5 o |
o KO =) | R} |
19 2 @ |
(@)} e..m w0
T < Ix £ o _
« O _ﬁ ™| < _
[ [ [
| | |
| | |
< | | |
| < | Z |
B L ~ _
T [~ < _
@) [ p= _
| | |
| | |
| | |
IIIIIII X R |
| | |
N~ 0 o
~ I~ Ql _
o) | | LN |
||||||| I N

IIIIIIIIIIIII 1
— _ —
) | )
(@)} | (@)}
o) o)
£ ! £
= | =
IIIIIIIIIIIII +-————+—4—
|
|
|
|
|
c < e . ! < ¢ o L
S o -5 & _ o o ~ 5 5
28 >0 2 | 28 >0 2
> R&c§5 1258 8c §
erV||Cngu_eN|ngmu
D¢ 8 2 ¢c g 2D g & 2 c &
5228 c6c55£2806cE
n £ E T O e O £ E2 0O & O
L g 1 g h_: L g 1 £ h
— o — o
IIIIIIIIIIIII +IIIIIIIIIIIIIiLIFI
|
| €
)
_ £
wv
—_
o ! 3
© | A
O | <
w | _
. ©
5 | g
< | [
[
|
|
|
(| | <C
L
Aﬂ_ | |
< | <
= | >
|
| |
| |
IIIIIIIIIIIII 4]
|
& _ s
LN | LN
IIIIIIIIIIIII 4 ]

|
_
_
1
T T
RN
RN
RN
RN
o — 4 —
R
I O T A
[ T O O
[ T O O
[ T O O
[ T O O
[ T O O
[ T O O
[ T O O
EEREER
(%]
[ O T O I A
N A
R
[ S
RN I
N o
N o
N o
N | ==
N ||
I l4ofl  loml 1<0I
o B o X
B0 R 80, 20 B0 K
.:A..H__.t_uo__u_.__._kl _@_
SR Emw Y
T T
N o
ol olzh |l
T
ZI1S1212 K131«
Sz Z2 2 —
IZIZI 212 ZIE
QMo SRl
25 2215151E)
R 1
N
N
Lt =
wo < _
Mo B
||||||||||| 1

100 |

|
|
| O I I 1__1
Suu 51 B |5
ol o (] (O] (]
ISigis DI 2 1P
Fo8 2 &1
R +——
Lol _ [
Ll _ [
ol | [
ol | [
RN .
Lol | S
ol [ =N
ol I o gl
10, dz 8 8 .
— S =
LIS 25 2 38
T AT (AT
T = ale= v ol |
N R E et 1]
REE o
o
2l | 12
lol | | _ I ol
RARTIN | =N
ol &l 2 _ > |2l
il -
(0] [ =
12 Eo w | & | ;]|
%RE ) < 2
T T T T T T T T T
ol | [
ol | [
o gl oo 13
— I [ 1] |
ag <1 Z =
S ]
Ll
A Ll
LS < | <<
Lol _ [
Lol _ [
U R B T
MmN 1T K 1
w1 | LN | v |
N I I I 1__
I
DI1
..L_E
c
g <
Ll




| |

5 L T ol |11 | |

S | | EEEEEE | I | | !

e L e b
o © NN o) Qi Blgl &1 T 3

<k B0 _ 9_ D O O A B D _.m_a_@_a_ IS _ IS _ o _

B oF 2 £ RERREEE -3 £ GoEe £ 2 ) 2

B £ £ = s E = = !

A b B T e e e - . |

| R o EEREEE | N | _ _

N A RN moll

| E S 2 EEEREN uE EU N _ _ _

_ | 3 S 0 RN _ . | | |

ojo _ | £ Q ol I Il | Br o N | |5 |

=7 _ _ = E ] T T O A _ 1 0 _ _ o | g 1B

30 [= o | > > ©$ &2 O | 11 111 - W 2 IR s

U 2 @ 5 o | © ) c cC %J S g L | _ u u 5 | | S ol E 5|

W |E 2 8§ = 12w 2o £S5 258 jml oo S R -

SECzsaftEs22225 1 sl nT |l 50283520

O o0 £ Vo O 0] = r n Tl opl o~ @) > Z n Z 0O a
e T R e 2 I E R IRRN R Tz AE LS

| e o~ o< 1N © — Al NN 0 O~ A AT ALY

e O S R N E— |
= |

L BERRERES R e

= | | - . | e

g | | BEREEEE 1O 1 _ 2

T o | |

BO e | ol ol 5 5 Slal ol 2

i € v Loyl 190 IZol B | 8 18 &l 9L S R

p |2 £ o3 O _ £ | E1QI1SI B L2 5

<k bog | Tlgol = molzo EOIRTT € £  §1218,45 I - T
| S | S EOIRIBOROEE | 5 | > Sigl § LlE g

ER | 8 = = IR0l 0K &2 | 2 | _ 4 PG Lel w2 B
L E © NS © Q20 v = E

||||||||||||||||||||||||||||| e et Iy iy B

T I _ T T T T T | T | | |

| | oo | . | | |

| | ol 1 lal | _l| | N R _

a = 5 L — =

3 g | = S22Eb2E = | . °%89 31 7 | B |
o] —_ — — — j— | = —

B 2 W SEISlglgEs) O | O8G0 51 o | © |
€ < T e B |
| | Lol | | |
| | R _ L Lo !

ol N e — e R B — < N S_M__H_S_l%l_ 5 A
o BN 3 _ﬂ_.___w m._u X > D T Y S A S B A B
G e e Lol T T E N
I —

E S &

ol O o<

o £ T

= E T

_._._ (7)) |

_43_



| ﬂg‘&_ | | | | ﬂg‘&_ |
EHIE | | HEE | EEYEe) IYLE | | 2ol

w5 | | | o9 |

I I I I 4=Probable I I

| | | | 5= i | |

N e %ﬁ%?m@ ———————— t=——— ==

| 550 | AEMED 11 | Treatment | | Integer |

| | | | 2=No | 9 |

r___r ___________ r____________Tiiéaﬂ&y__Vﬁﬂ&ET _____ r___

: : : : sequela : }

: : : : 2=Recovery with : }

: ' ' ' sequelae ' '

| 553 | AE_OUT_1_1 | Outcome | L | Integer |

| | | | 3=0ngoing, improved | |

l l l l 4=0ngoing, unchanged l }

: : : : 5=0ngoing, worsened : I

l l l l 6=Subject died l I

| '__§BEUNQ__4;%ﬂEE% _______ L N —

| | ___SITENM __ 7I&% | |

! ' SUBJNO T AR H S ! T ]

| e 2 e e=_ —_— I [

&S | VISIINM 18y L L L]

| | VISITDT | MHEEd . i ]

I I CRFNM | eCRFY ' ' '

I A ———

| | _ CRFREPTKEY | eCRF gr®&is | - T ]

| | __CRFSTAT __ |eCRFELM&E{ | o L]

1554 L SAENO1 _ ISAENo o | Integer | 2 |

1=Initial

: 555 : SAE_RT_1 : Report Type | | Integer |

I . _j2=Followup | " I

| 556 |  SAERD1 | Report Date L | Date

| 557 | SAESD 1 _ |Start Date l | Date _

| 558 | _SAEED 1 __ | End Date ______ [ | _Date | _

| 559 | __SAERID 1__ | Seriousness Criteria_| 1=Result in death ___| Integer | |

| 560 | SAE_LT 1 | Seriousness Criteria | 1=Life threatenin | Integer |

| 260 1 SAELLT | seriousness Critena_| 1=Lite threatenin g___Ilnteger| |

| 561 | __SAEDIS1__ | Seriousness Criteria_| 1=Permanent disability | Integer | |

| 562 | _SAEHOS1 _ | Seriousness Criteria_| 1=Hospitalization ___ | Integer | ___
SAE;HAI_Bﬁ_L__§é&9&l__%jE@%@EELQﬂg@_%Eﬂ@ﬂ%@@ﬂﬁﬂ@ﬁ@L+HE%@LF___

1=Important medical

l 564 l SAE_IME_1 l Seriousness Criteria l P ! l Integer }

e o pevent o (M

| 565 |  SAELDX_1 | Diagnosis of SAE | | String | 100

L | f1=Mid T L

: 566 : SAE_IN_1 I Intensity I 2=Moderate I Integer I

L o | 3=Severe [ L

| 567 | SAESS1__ |Sign or Symptoms | | String_| 100 |

| 568 | _ SAESS2 1 _ |Sign or Symptoms | | String | 100 |

569 | __SAESS31___|Sign or Symptoms | 1 String_} 100 |

| 570 | __SAESS4 1 _ |Sign or Symptoms | ______________ | String_| 100 |

571 | SAESS51 _ |Sign or Symptoms | 1 _String_| 100 |

| 572 | __SAESS61__ _|Sign or Symptoms | | String | 100 |

| 573 | _ SAESS71 _ ISign or Symptoms | | String | 100 |

| 574 | _SAESS81__ | Sign or Symptoms | 1 String_| 100 |

| 575 1 SAEHX1 _ |Medical History | | String_| 100 |

FEELL__QEJ@@J__JJ@%B@JﬂEQY___L______________LSQEG_LHE_

| 577 !_ SAE_HX3_1 :Medical History | | String I 100



T | | TEE
CEmeolH o Ao ﬁAA‘ID:I(II:_[-OI) ACLE N 20|
7578 | SAEHX41__ | Medical History _ | __ | String_1 100
579 | _ _SAEHX51 _ | Medical History | | String | 100
580 | _ SAE_HX61_ _ | Medical History | " """ " | String_| 100 |
| 581 1| __SAEHX7 1 _ | Medical History 1+ | String 1 100
| 582 [ _ SAE_HX81 _ | Medical History _ [ " " "~ 1 String_{ 100 |
| 583 | SAETX11 | Treatment N | String | 100
| 584 | _SAETX2 1 _ | Treatment | | String | 100 _
| 585 | __SAETX31__ | Treatment _ __ __ o 1 _String_| 100 |
| 586 | _SAETX41 _ | Treatment _____ S 1 String_1 100 |
| 587 | _SAETX51 _ | Treatment L 1 String_| 100 |
| 588 | SAETX61 _ |Treatment e | String ! 100 |
| 589 | _ _SAETX7 1 _ | Treatment | | String_| 100
| 590 | _SAETX81 __|Treatment _ ____ b 1 _String_| 100 |
| 591 | SAETX91 _ |Treatment e | String | 100 |
| 592 | _ SAETX10_1 _ | Treatment | | String | 100
| | : }_I:Recovery without | I
: : : : sequelae : }
: : : : 2=Recovery with : }
: : : : sequelae : }
| 993 | SAE_OUT_1 | Outcome | ) ) | Integer |
| | | | 3=0Ongoing, improved |
: : : : 4=0ngoing, unchanged : I
: : : : 5=0ngoing, worsened : I
I R I | 6=Subject died Lo .
| | I Causal Relationship ! 1=Yes | |
| 594 | SAE_RE_1 | o I Integer !
R S | to study medication | 2=No I A
11595 1 __CENOT1_ _ |CENo _______ | | Integer | 2 |
5% | _CERIDI1__ |CE [ 1=Result in Death ___ [ Integer [ |
| 597 | CE_MI_1 I CE I 1=MI | Integer |
e T PR D e
| | | | 1=Readmission due to | |
| 598 CE_AD_1 | CE | | Integer |
L L____—_~____ o LAG 1 o
: ' ' I'1=Cardiovascular ' '
| 599 | CE_CVD_1 | CE | Seath | Integer |
b ——— —————— -y Reath . [
I I I I T=Non-Cardiovascular | I
I 600 1| CE_NCD_1 I CE | I Integer |
I I I | Death | I
el T | T~ i
| | I I T=Unknown Origin I |
I 601 | CE_UOD_1 I CE I Integer !
| | | | Death I
[ W L 1 [
| 602 CESTH1 JCE | 1=Stent Thrombosis | Integer
16031 _CEUAT 1 CE | 1=Unstable Angina__ _ | Integer | __ |
IF | : }—1=Urgent | }
| 604 | CE_RE_1 ICE | o | Integer
N o (Revascularization _ | 7 L
I I I I'1=Severe/Moderate | |
I 605 | CE_SMB_1 I CE i Integer |
I I I | Bleeding |
R i T p T T i ="
| | | | T=Peripheral ~ Vascular | |
| 606 | CE_PVI_1 | CE ) | Integer |
Lo L o | Intervention L_____ L
| 607 |  CESTT1 _lCcE | 1=Stroke_ | Integer | |
IQ%L'__SEJHLL__4£E ___________ PI=TLR | Integer | _
l 609 | CE_TVR_1 | CE ' 1=TVR I Integer |
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CEmeolH o Ao ﬁAA‘ID:I(II:_[-OI) ACLE N 20|
| | __STUDYNO _ | dtH#=s e S R
| L__SITENM 7=’ o L
! ! SUBJNO | A S ! ! !
| m F—— B —————— o ———]
|58 viSiNM i g2d L IR ]
| e %___\QQIQT____:_%ﬂ%‘EA_% ______ e T e
___CRENM___ teCRFS ]
| | CRFREPTKEY | eCRF gr=&is |~ R ]
| ___| __CRFSTAT _ |eCRFN®&E} |~~~ o L
| 638 | EVENT.6.1 | SAE No | | Integer | 2
| I e =T [T e B
| | | Urgent | 1=Urgent
| 639 | URO_IN_T | L | L | Integer |
[ |_ Revascularization | Revascularization | = _ L__ ]
1640 | URLINT__ jPCL_ j1=pcl | Integer | |
1641 1 URZIN1 _ 1CABG |1=CABG _________ | Integer | _ |
| 642 | UR3IN.T__ | In-stent target lesion | 1=In-stent target lesion | Integer | |
| | I In-segment target | 1=In-segment target |
I 643 | UR4_IN_1 T | , I Integer |
A S |lesion | lesion _________ L I
Conclusion 844 I __URSIN.T__ |Target vessel | T=Target vessel | Integer | |
[645 [ UR6_IN_1 : Another vessel ]:1=Another vessel L Integer |
RV.PHA | 1 T T T U Uraent T 1 Uraert T~ T
_RV_ | I Urgent I 1=Urgent I |
SE1 I 646 | URO_AD_1 | o | o I Integer |
S S | Revascularization __| Revascularization ___1__° _ S
L 647 | _URTADT_ __PCL__ p1=kcr LInteger |_ __ |
| 648 | UR2AD1 _ |CABG | 1=CABG_________ | Integer | |
| 649 | __UR3 AD 1__ I In-stent target lesion | 1=In-stent target lesion | Integer | _ |
| | : In-segment target | 1=In-segment target ’_
| 650 | UR4_AD_1 | . | . | Integer|
N I jlesion plesion L __ o
| 651 1 UR5 AD 1 |Target vessel | 1=Target vessel | Integer |
| 652 | URG AD 1__ | Another vessel | 1=Another vessel | Integer
| | : Urgent }_1:Urgent | }_
| 653, URO_FA 1 | o | o | Integer ,
A | Revascularization _ | Revascularization ___, _ = _ o
| 654 | _URLFAT __IPCl__________ li=pCl __ | Integer | |
165 | _UR2FA1 _ | CABG_ ________ 1 1=CABG _________ Linteger | __ |
| 656 | UR3 FA1__ | In-stent target lesion | 1=In-stent target lesion | Integer | |
| | | In-segment target | 1=In-segment target | |
| 657 | UR4_FA_1 [ [ | Integer |
I |lesion  _______ llesion __________ | |
| 658 | URSFA1 | Target vessel | 1=Target vessel Linteger | |
| 659 | UR6G_FA_1 | Another vessel | 1=Another vessel | Integer !
| L__STuDwo__ |mHgls L I L]
| il |
: |____S_|UENM___ _7_|-:PE§___: ______ - 4 [
| L__J%@EEL__4JQ§EE$% ______ — N —
| &S I____VlS_lT_'\L'V'____:_f'%*'E%__O_I ______ e Lo S
A g
: ﬂT F___\AS_IID_T___A_E_X_-"_O_'—_E ______ —_————— e I - —— ]
. | ___CRFNM __ 1eCRFE | | L]
Condlusion | " ""CRFREPTKEY __| eCRF Sr=is | L |
Bleeding | __ I CRFSTAT _ | eCRFSHAMEf | 777 T T
_PHASET [ 660 | EVENT71 [SAENo | llinteger| 2 |
I : : Bleeding 22 QI%t : 1=Yes : }
I 661 | BLE_ADM_1 | Integer
| ole l 5>=No | |
e 5= pe/° [
: : : : 1=1. Type 1 Bleedmg: I
| 662 : BLE_IN_1 : Investigator : not meeting criteria : Integer I
IR e Lfor the other types | _____ .
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]
| 663 | BLE_AD_1
| |
| |
| |
| |
| |
| |
| |
| |
| |
| |
| |
| |
| |
| |
| |

I R

Adjudicator

T
|
I2:2. Type 2 Bleeding
: requiring (1) medical
: intervention by a
: healthcare professional

| 3=3. Type 2 Bleeding
| requiring  (2) leading
:to hospitalization or
: increased level of care

| 4=4. Type 2 Bleeding
: requiring 3)

l prompting evaluation

l 5=5. Type 3a Any,
: transfusion w/ overt :
lbleeding or Hb dropl
| of 3 to 5g/dL |
:6:6. Type 3b CIinicaIIy:
: significant overt signs I
Iof hemorrhage w/ al
I drop in Hb  of,
I &gt;5g/dL

I 7=1. Type 3c
: Intracranial bleeding
18=8. Type 4 CABG
: related bleeding

:9:9. Type 5 Any fatal

: bleeding

: not meeting criteria
: for the other types

: 2=2. Type 2 Bleeding
: requiring (1) medical
: intervention by a
: healthcare professional

: 3=3. Type 2 Bleeding
: requiring (2) leading
i to hospitalization or
: increased level of care

: 4=4. Type 2 Bleeding
: requiring 3)
| prompting evaluation

: 5=5. Type 3a Anyl
| transfusion w/ overt |
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Final Assessment

T T
| |
| |
| |
Ibleeding or Hb dropl
: of 3 to 5g/dL :
| 6=6. Type 3b Clinically |
: significant overt signs :
:of hemorrhage w/ a:
: drop in  Hb  of :
: &gt;5g/dL
: 7=1. Type 3¢
l Intracranial bleeding
| 8=8. Type 4 CABG
: related bleeding
| 929, Type 5 Any fatal
|

: bleeding
1|— —————————————— T

1=1. Type 1 Bleeding

not meeting criteria
for the other types

2=2. Type 2 Bleeding
requiring (1) medical
intervention by a
healthcare professional

|
|
|
|
|
|
|
|
|
|
|
|
|
3=3. Type 2 Bleeding:
requiring  (2) Ieading:
to hospitalization or:
increased level of care :
4=4. Type 2 Bleedingi
requiring (3) :
prompting evaluation :
5=5. Type 3a Anyl
transfusion w/ overt |
bleeding or Hb drop |

|
of 3 to 5g/dL |

|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
:
|
i6=6. Type 3b Clinicallyi
:significant overt signs:
: of hemorrhage w/ a :
: drop in Hb of &gt;5g/dL :
: 7=7. Type 3c :
: Intracranial bleeding :
: 8=8. Type 4 CABG :
: related bleeding :
:9:9. Type 5 Any fatall
: bleeding :
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S | | =R
CEmeolH o Ao ﬁAA‘ID:I(II:_[-OI) ACLE N 20|
Lo CMe | Alpha Blockers __11=No __________ | Integer | |
| | | Alpha Blockers | . |
| 702 | CM6_B | . | 1=Baseline | Integer |
N | Baseline | 1" L
| | | Alpha Blockers : | |
| 703 CM6_48 | | 1=48weeks | Integer |
e | 48weeks — L |
| | | Alpha Blockers | | |
| 704 | CM6_96 I I 1=96weeks I Integer |
I | 96weeks R ]
| 705 | CM63Y | Alpha Blockers 38 [1=3y | Integer | |
| 706 | _ _CM6.4Y __ | Alpha Blockers 4 |1=4y | Integer |
| 707 | _CM6.5Y __ | Alpha Blockers 5% | 1=5y | Integer | |
| 708 | CM6.6Y | Alpha Blockers 64 [1=6Y I Integer | |
1 709 |  CM67Y | Alpha Blockers 74 1 1=7Yy | Integer | |
| 710 | __ CM6.8Y | Alpha Blockers 8 [ 1=8Y | Integer|
: : : Alpha Blockers : : ) I
A CM6_IN | o | | String | 100
[ T | Indication e b ]
L7121 QM7 | Beta Blockers __ I1=No __________ | Integer | |
’_ | I Beta Blockers 1|_ )
| 713 CM7_B | ) | 1=Baseline | Integer
Lol | Baseline Lo 1 ]
' ' | Beta Blockers ' ' '
: 714 : CM7_48 : A . : 1=48weeks : Integer }
|____|_ ___________ |__8V_ve_e_s_ _______ {_ ______________ + _____ |____
| | | Beta Blockers | | |
I 715 | CM7_96 | | 1=96weeks | Integer |
[ | 96weeks S I ]
716 | __ CM73Y | Beta Blockers 3d [1=3y I Integer | |
L 717 | CM7.4Y | Beta Blockers 44 1=4Y | Integer | |
| 718 | CM7.5Y | Beta Blockers 5& _j1=5y | Integer |
719 [ CM7.6Y __ |Beta Blockers 64 [1=6Y [ Integer | |
| 720 | __ _CM7.7Y___ _|Beta Blockers 74 _11=7y | Integer |
| 721 | CM7.8Y _ |Beta Blockers 84 | 1=8y Linteger |
' ' | Beta Blockers ' oo
| 722 | CM7_IN L I I String ! 100
R S | Indication _ o I I
| 7231 __CM8 :JEEJ@ME@E____IEf@ ___________ | Integer | _ |
ACE
: 724 : CM8 B : o ] : 1=Baseline : IntegerI
N |_Inhibitors Baseline _; 1o __ __
| | I ACE | | |
: 725 : CM8_48 : Inhibitors 48week : 1=48weeks : Integer I
nnIpItors Wweeks
T "ACE Inhibitors T T i
| 726 | CM8_96 | | 1=96weeks | Integer |
I | 96weeks G L L]
| 727 | CM83Y _ | ACElnhibitors 38 [1=3y Iinteger | |
'Z&L'__J@@i@t__4J££Jdﬂw9§:&i_gtf% ___________ | Integer | _ |
L729 | ___CM85Y | ACE Inhibitors 5% 1=5v 1 Integer ||
| 730 | ___CM86Y __ | ACE Inhibitors 6% _1=6Y___________ | Integer | _
| 7311 __ _CM87Y __ | ACE Inhibitors 7 _11=7y__ | Integer | __ |
| 732 | CM8.8Y | ACE Inhibitors 84 [1=8y | Integer | |
| | I ACE Inhibitors I oo
: 733 : CM8_IN :I . : : String I 100
F———f——————————] ndication_______ o ——— f————— ——-
| | | Ang|otensm | | |
| 734 | CM9 | 1=No | Integer |
N A | Receptor Blockers | - L]
735 |  CM9B | ARB Baseline 1=Baseline Iinteger | |
1736 | CM9.48 | ARB 48weeks | 1=48weeks | Integer_
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| 737 1 CM9.96 | ARB 9bweeks | T=96weeks 1 Integer | __ |
| 738 | CM93Y | ARB3H  y1=3y _____ilInteger| __ |
| | | | 1= | |
739,  CM94y |/ ARB 449 Q=4 L Integer | |
| 740 | CM9SY  IARBSHE b=y Linteger | __ |
L741 | _ CM96Y | ARBG6H pr=ey____ Llnteger | |
742 | CM97y I ARB7H b= | Integer | |
| 743 Cm98Yy  |ARB8H | 1=8y__ | Integer | __ |
| 744_| __ CM9IN_ __ | ARB Indication __ [~~~ | _String_| 100 |
| I Calcium Channel | | |
| 745 | CM10 I I 1=No I Integer |
S S | Blockers ______ | ______________ L N
| 746 | _CM10B | CCB Baseline | 1=Baseline Llnteger | |
| 747 | CM1048 | CCB 48weeks | 1=48weeks | Integer | |
IZﬁtl__£$UQQQ___p¥§£@wg$g____ILé@W%$a _______ +H@%@LI _
1749 | _CM103Y _ ,ccB3dA or=3y_ Llnteger | |
| 750 ) _Cm104y  jccB4d Pl=4 | Integer | |
| 751 | __CM105Y _ |CCBSH | 1=5y_ | Integer | |
752 [ _Cm106Y _ fccBed T=ey I Integer | |
'ZEL'__S@UQJ!__4EEEJE ________ V=7 | Integer | |
L754 | __Cm108Y _ ;ccB8dA =8y LInteger | |
| 755 | CM10_IN | CCB Indication ! | String | 100
| F__§BEUNQ__4;%ﬂE¥a _______ . | —
O e VR —— R
ne  _SUBNO ' HoMNdDdR o by
e | VISITNM TS T I I -
=T Al = =Ne]]
| F___\QS_IID_T____FE_X_H_O_T'—__E ______ R, I [
' | __CRENM___ 1eCRFE | L I
L ___L__CRESTAT _ |eCRFEYM&Ef | I L
| 756 | ___CM11___ | Diuretics ______ (1=No___________ | Integer | |
| 757 | __ CM11B | Diuretics Baseline | 1=Baseline | Integer | |
| 758 | __ CM11.48 | Diuretics 48weeks__| 1=48weeks _______ | Integer | |
| 759 | CM1196 _ | Diuretics S6weeks | 1=96weeks ______ | Integer | __ |
| 760 | __CM113Y _ | Diuretics 34 =3y L Integer | |
| 761 | CM114Y__ | Diuretics 44 V=4 | Integer | |
SiE 1762 | CM115Y | Diuretics 54 |1=5Y__ | Integer | |
wo Al 763 | __ CM116Y__ | Diuretics 6 Ll=ey_ Integer | __ |
| | | Di i | | 1= | |
28 st -1 ——SMILZY___ Diuretics 72 N +Integer | |
| 765 | __CM11.8Y _ | Diuretics 84 p1=8y | Integer | |
N_PHASE [ 766 | __ CM11IN ___ | Diuretics Indication | 1 String_| 100 |
O L7671 __CMI12___ |Nitrates ______ | 1=No___________ | Integer | __ |
768 | CM12B | Nitrates Baseline | 1=Baseline. LInteger | |
| 769 | __ CM12.48 _ | Nitrates 48weeks | 1=48weeks ______ | Integer | _
| 770 1 CM1296 I Nitrates 96weeks | 1=96weeks | Integer | |
L7701 __CM123Y | Nitrates 38 s L Integer | |
| 7721 CM124Y | Nitrates 43 =4y | Integer | _
773 | __CM125Y | Nitrates 544 j1=5Y_ | Integer| __ |
| 774 | CM126Y | Nitrates 6 RE | Integer | |
| 7751 __CM127Y __ I Nitrates 7% l1=7y____ | Integer | |
| 776 | __CM128Y | Nitrates 841 R ] Integer | __ |
| 777 | ___CM12IN __ | Nitrates Indication | ______________ | String_| 100 |
| 778 | _CM13 | Statin |1=No_ | Integer | |
[ 779 | __ _CM13B ___|Statin Baseline ___| 1=Baseline _______ Tinteger [ |
| 780 | ~_ CM13 48 | Statin 48weeks | 1=48weeks !linteger | |
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| | | | | |
: 781 : CM13_96 : Statin 96weeks : 1=96weeks | Integer |
1782 | CM133Y _ |swtin3d  T1=3y  Tinteger| |
'BE_L__SBUiAZ__qjﬁﬂmﬂﬁi _______ l1=4y_ 1integer | __ |
784 | CM135Y | Statn59 ) 1=5Y | lInteger| __ |
| | | i | 1= | |
18_5_|____(:M_‘Ii—é!__q_sla_t!ﬂ_(sﬁ _______ 4_1___6X ___________ _;_l_nle_ggr_|__ ]
| 786 1 CM137Y  IStatn7d =7 | Integer | |
787 | _CM138Y _ |Statn8d p=sy_ 1 Integer | |
| 788 | CMI3IN | Statin Indication | | String | 100
| 789 | CM14 | Other Antilipids | 1=No | Integer | |
| | : Other Antilipids | ) T I
| 790 | CM14_B | ) | 1=Baseline | Integer |
A S (Baseline ______, _____________ R N
I I I Other Antilipids I
I 791 | CM14_48 | | 1=48weeks I Integer |
S | 48weeks __ _____\ ____________ I R
| | | Other Antilipids | |
| 792 | CM14.96 | | 1=96weeks | Integer |
I I | 96weeks L L L
793 | __CM143Y | Other Antilipids 3¢ | 1=3Y | Integer | |
| 794 | CM14.4Y | Other Antilipids 4% 11=4y | Integer | |
795 | __CM145Y | Other Antilipids 5% [1=5Y 1 Integer | __|
| 796_| _ CM146Y _ | Other Antilipids 64 | 1=6Y | Integer | __ |
| 797 | CM14 7Y | Other Antilipids 7% (1=7v | Integer | |
798 | CM148Y _ | Other Antilipids 81 [1=8y I integer | |
| Other Antilipids I o
I 799 | CM14_IN I I | String | 100
S S | Indication ______ S DU R
1800 | __ CM15 | Nicorandil (1=No 1 Integer | |
| 801 | _ CM15B | Nicorandil Baseline | 1=Baseline | Integer |
| 802 | CM1548 | Nicorandil 48weeks | 1=48weeks | Integer | |
| 803 | _ CM1596 _ | Nicorandil 96weeks | 1=96weeks Linteger | |
1 804 | CM153Y | Nicorandil 3 11=3y | Integer | |
| 805 |  CM154Y | Nicorandil 49 j1=4y | Integer | |
806 | _ CM155Y _ [Nicorandil 53 T1=5v I Integer | |
| 807 | CM156Y _ INicorandil 64~ 11=6Y | Integer | |
| 808 | _ CM157Y__ | Nicorandil 79 ___|1=7y____ I Integer | |
| | | Ni i | 1= | |
|_§O_9_|____CM_15—_8!___|_l\l_!(p£a_r]g!|_§|:j____{_1__8x ___________ +|_n£e_g§r_|____
| | I Nicorandil | . |
| 810 | CM15_IN I L I | String | 100
: : : Indication : | l
: :___%_UPXNQ___:_J;-'_{HE_% _______ {_ ______________ JI_ _____ I____
___SITENM _ 1'7] 4 v ]
|3® [ __SUBINO __THAXWs 7T I I -
VISITNM SH=
| L\ - e b————— o ———
sy | o L visiToT i ANEEd A A ]
wo oy | L___CRENM __ jeCRFE L I L
SE M 1 T CRRSTAT _ lecREEPMMEf I T T L
=&_OH | 811 F___SDUQ___4JEE§@4@E _____ |1=No | Integer_
Trimetazidine
A_PHASE : 812 : CM16_B : . : 1=Baseline : Integer I
0 Lol | Baseline L L I
| | I Trimetazidine | | |
: 813 : CM16_48 :48 c I 1=48weeks : Integer |
- e R +————- -———
| | | Trimetazidine | | |
| 814 | CM16_96 I | 1=96weeks | Integer |
N A | 96weeks ‘o o R
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| 815 | CM163Y  |Trimetazidine 34 11=3y 1 Integer | __ |
| 816 | CM16.4Y | Trimetazidine 49 1=4Y | lInteger| |
| | | ; idi | 1= | |
| 817 | CM165Y | Trimetazidine 5&  1=5y 1 Integer | |
L818 L CM16_6Y : Trimetazidine 64 L1:6Y I Integer L
| 819 |  CM167Y | Trimetazidine 74 11=7v | | Integer | |
10820 | CM168Y | Trimetazidine 8 _1=8Y | lInteger|
: : : Trimetazidine : : , }
| 821 | CM16_IN L | | String | 100
I |_|rld_'§‘go_nT ______ — L |
| 822 | __CMI17 ___ | Molsidomin _____ |1=No___________ | Integer | |
:_ | I Molsidomin , ’_
| 823 CM17_B | , | 1=Baseline | Integer |
I B | Baseline L L ]
' ' I Molsidomin ' ' |
: 824 : CM17_48 : A8week : 1=48weeks : Integer I
e powees o o ——
| | | Molsidomin | | |
| 825 | CM17_96 | | 1=96weeks | Integer |
I | 96weeks I L
| 826 | CM173Y _ | Molsidomin 38 [1=3y I Integer | |
'&H_'__SBUZAZ__JjwﬂﬁkmmLQE___'Lﬁ% ___________ | Integer |
| 828 | CM17.5Y | Molsidomin 5 1=5y | Integer| |
1829 | CM176Y | Molsidomin 64  |1=6Y | Integer | |
| 830 I __ CM17.7Y I Molsidomin 74 11=7v | Integer | |
831 | __CM17.8Y__ | Molsidomin 8% ___[1=8Y I Integer | __ |
' ' I Molsidomin ' b
| 832 | CM17_IN | dicat | | String | 100
|____|_ ___________ |_Irl_|@t_l<)_n _____ - __{_ ______________ + _____ |____
| | | Oral Hypoglycemic | | |
| 833 1| CcM18 | I 1=No I Integer |
I | Agent. R R L
834 |  CM18B | OHA Baseline | 1=Baseline Tinteger | |
1 835 | CM1848 | OHA 48weeks | 1=48weeks | Integer | |
1836 | CM1896 | OHA 96bweeks | 1=96weeks = | Integer | __ |
1837, CM183Y  |OHA3d =3y | Integer | |
| 838 | _CM184Y  10OHA44d l1=4y_ | Integer | |
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3. Annotated CRF

EHQlH(eCRF B) HOST-EXAM-EX &2

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HFE o Baseline
o o -1y -2Y -3Y -4y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Ad Stud
(VISITNM) PCI Medication verse SAE | Counclusion y
-9Y -10Y Event completion

»| HOST-EXAM-EX &2

HOST-EXAM-EX 22| Bjst () Yes { AGREE[N]=1) (3 Ne | AGREE[N]=2 )
HOST-EXAM-EX E2I% { DSICID] )
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EHQIH(eCRF B) Vital Signs

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
oo -1Y -2Y -3Y -4y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9y -10Y Event completion
|®] Visit Date

|*| Substance Use

(3 Mever [ TOB{N|=1) () Former | TOBIN]=2) (O Current { TOB[N}=3 }
Formes : AAHHE AFZSHASL HD 1AET ALESER B8
() Never [ ALCIN|=1) (7 Fesmer [ ALCIN]=2 ) (3 Current { ALCIN|=3 )
Forrmer | A0 AFRSTIOL] B2 1HED AR ¥

[®] Vital Signs
Vital signs ] Mot Dene (WS ND[N}=1)

Systolle Blood Pressure mraHg | SBP[MN3] )
Diastolie Blood Pressure mmHg | DEP[N3] )

Heartl Rate beatsfmin | HRIM3] )

| #| Height/Weight
[ Mot Dene { HW NDIN|=1 )
cm | HT[NE] )
ko [ BWTNI.I) )
+

ksmé EE [ BMI[NZ.1] )

mw E { BSAIN1.Z] |

|®| el E e HE o E
[ Mot Dens { WH_NDN]=1 )

om | WCFN3.1] )

em | HCFIN3.1] )

[®| Family Medical History
[ ] Not Dene ( FH ND[N|=1 }

HETA BB a8 7rey () Yes { FMYN[M]=11 () Mo | FMYN[M]=2 }
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S| QIH (eCRF F)

Medical History

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
2 -1Y -2Y -3y -4y -5Y -6Y -7Y -8Y
ISITNM) | VISIT11 | VISIT12 | Adverse ] Study
v ) PCI Medication SAE | Counclusion .
-9Y -10Y Event completion
| Medical History
Medical History ] Mone { MH_NO[M]=1 )
1. G2k gE 2 BRMNEN SHe PO SAMH BEHAE M3 gn
Elent Ischemia ] Silent lscheria { DX[N]=1)
Stable Angine L | Stable Angina { DX1IN]=1 )
Unstable Angina ] Unstable Angina | DX2[M]=1 }
MSTEMI ] NSTEMI [ DX3[N]=1 }
] STEMI [ DXAIN]=1 )
2. Previous CABG ) Yes { CABGIM]=1) O Mo { CABGDT[D] }
{ CABG[MN]=2 wyyy-mm-dd
. Pravious M| [>TDays) (O Yes [ PMI[NI=1 } ) Ne | PMI[N]=2 )
. Hesrt Fallure O Yes [ HF[MI=1 ) ¢ Mo [ HF[N]=2 )
. Wohnilar Heart Disease Oy Yes [ VHDIM]=1) O Mo [ VHD[N]=Z )
. Prevlous Heart Transplaniation 3 Yes [ PHTIM]=1) 3 Mo { PHT[N]=2)
- oy
7. Diabeted Mellitus
[ DMM]=2 )
] Control Hone [[] Diet { DMY D[Mj=1} [T Oual { DMY O[N]=1) [7] Insulin { DAY _I[N]=1 )

8, Renal Failure

.S. Stroke

10. Hypertension

11. Peripheral Vaseular Disease
1Z. Dyslipidernia

13. Chronie Lung Diseass

{ DMY MIN|=1 )

14, Family History of Coronary Artery Disease

15. Gastrointestinal Bleeding
16. Aoriic Disease
17. Thyrold Disorder

18. Arrhythmila

18, Gowt

20. Depression

21. Cancer

22, Menopause

(O Yes { RF[M]=1} (O Mo [ RFIN]=2 )

(O Yes [ STREM]=1) (3 No [ STRIN]=2 )

(3 Yes ( HTM{N]=1) ) No { HTN(MN}=2 )
3 Yes [ PWD[N]=1) (3 Ma { PYDIN]=2 )
(O Yes [ DYS[M]=1 ) (7 Me | D¥S[N]=2)
(3 Yes [ CLDIM]=1} (O3 Mo { CLD{N]=2 )

(O Yes [ CAD[MI=1} ) Mo ( CADIN]=2 )

O Yes { GBL[MI=1} {7 Mo | GBL{M)=2 }
O Yes (AOD{M)=1] ) Mo ( ADD[Mj=2 }
Oy Yes ( THY[N|=1) (0 Mo [ THY[N]=2 )
) Yes ( ARR[M]=1} [ Mo { ARRIN]=2 )
3 Yes [ GOUIMI=1 ) O Mo ( GOUIN]=2 )
(O Yes [ DEF[NI=1 ) (O bo | DEPIN]=2)

(3 Yes ( CANN]=1) ) Mo | CAN[N|=2)

(O Yes ( MENDIM]=1) (73 No [ MENO[M]=2 | (3 NA [ MENOIN]=3 )
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= 0|21 (eCRF B) PCI_PHASE0 S&7H

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
oo -1Y -2Y -3Y -4y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion
[®| Pel
May { PCIDID] }
DHsease Evtent 3 WD {DS[NI=1 } O VD (DS[Mj=2 ) O 3VD | DS[N)=3 )
] LAD { LAD[M]=1 } O] LEX { LEX[N]=1) [ RCA { RCA[N]=1 } [ Lk { LM{NE=1 }

Mo. of Treatment [ TLIMT) )
Leslan

Bifureatinn ) Wes { BIF{N]=1) 1 Mo () 1 stenting [ BIF ¥[M]=1} Lecation

{ BIF[N]=2) 3 2 stenting [ BIF Y[M]=2 ) [ BIF LICS0] }
(D Wes { CTO[NI=1) (O No If Yoz, Lorstion
[ CTOM]=2 ) { CTO_L[C50] )
Mame | Dismieter | Length
Location
{ L1_LO[C50) §
Total stent number
[ L1_NO{C2) }
mim minm
[ L1._S1[C20] ) {L1_B1Es] ) [ L1 L1jCS))
mim min,
{ L1 §2[C20) § {11 b2[cs] ) { L1 L2fCs) )
mm minm
[ L1_S3[C20] ) {L1.D3[C5] b { L1_L3jC5))
[®| Lesion 2
Hame i Dlameter Length
{ L2 _Lojcsa) §
Total stent number
[ L2_ND{C2] }
mm miny
[ L2 S1[C20] § { L2 D1[E5] ) [ L2 L1jcs))
mm mny
[ L2 S2[C20] ) { L2_D2[C5] ) [ L L2C51)

T i
{ L2 s3[c20] { L2 D3[C5] § { L2 L3[C5] )
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Manie Dismeter Length
{ L3 LO[CS0) §
Total stent number
(L3 NOJC2] )}
mm i
{ L3 ST[C20] § { L3 DI[CS] } (L3 L1JCS] )
mm mrm
{ L3_s2[C200 § { L3 D2[cs) b { L3 L2{E5) )
mm rim
[ L3_53[c20} ) { L3.D3[C5] ) [ L3_L3[C5])
Mame Chnmeter Length
{ L4 Lojcsa] §
Total stent number
{ L4 NOIC2] )
mim i
{ L4 S¥[C20] § { L4_DI[CS) ) { L LC5) )
mim mirm
{ L4 S2[C20] ) | L4 D2[CS] ) { L4 LZJC5) )
mm mrirn
{ L4 _S3[C20] ) { L4 D3[C5) ) { L4_L3{C5) )
Mame Diameter Length
{ L5 _LO[CS0) )
Total stent number
{ L5_NOJCZ2] )
mm i
{ L5 SH[C20] } { L5_DA[CS] ) { L5 L[C5) )
mm i
{ LS S2[C20] ) | LS D2[CS] ) [ L5 L2[C5] )
mm i
{ L5 S3[c20] § 1 L5 _D3[C5] ) { L5 L3{C5) )
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S| QIH (eCRF F)

PCI_PHASEO S

ES

=T
. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion
[®] PCI
Agy { PCID 1{D] }

[Hsense Extént

[ TLVINTY

Mo of Trestment

Lission

() Yes | BIF_1(N]=1)

) Mo [ BIF 1[Mj=2 )

Bifurcation

() ¥es [ €TOUI[Nj=1)
() Mo [ €TO 1[N]=2 )

Mame
{ LY LD 1[C5a] »
Total stent number
{ L1 ND.1C2])
{ L1_51_1[c20] )
[ L1_S2_1[c20] )
[ L1 53 1jcz0] )
|£| Lesion 2
Mame

Location
[ L2 LO 1[C50) }

Total stent number

(L2 MO 1[C2])

{ L2 81_1[C20] )

[ LZ2_52 1(c20) )

{ L2 $3 1]C20] )

O

O WD (DS A[N]=1) O 2D (DS 1[Nj=2) () 3VD { DS 1[Nj=3}

CX | LEX_1[M]=1 )

7 1 stenting
[ BIE ¥ 1M]=1}
(7 & stenting

{ BIF Y 1[N]=2 }

If Yes, Locstion

{ €TO L 1{cs0])

Dinmieter

bliil
{ L1._D%_1[C5] )

mim
{L1.D2 1[C5] )

buliyl
{ L1 D3 1[C5] )

| Diazmeter

mm
{ L2 DY 1[C5] )

i
{L2 D2 1[C5] }

Rl

{ L2 D3 1[C5])

[T} RCA { RCA 1[N]=1)

Lecation

[ Lh L LM 1[N]=1 )

[ BIF L 11C50] )

Leagth
[
[ L1_L1_1[C5])
i
[L1.L2 1[C5))
T
[ L1L3 1[C5) )
Length
rmm
{L2.L1 1[C5] )
i
[ L2.L2 1fC5))
i
L2 13 1[C5) )
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|*| Lesion 3

Hame

Location
{ L3_LO_t[csa) b

Total stent number

(L3.ND_1(€2] )

stentl
{ L3 51 1[c20] )

{ L3 52 1(c20) )

Diadmeter

{ L3 D1_1[C5] )
mm

(L3 D2 1[C5) )

Lenigth

{L3_L1 1E5) )
mrm

(L3.L2 1C5) )

{ L3 53 1(C20] )

[®] Lesion 4
Mame
Location
{ L4 LO 1[C50] )
Total stent number
{ L4 MO 1]C2] )
{ L4 S1_1]C20]) )
{ Ld 52 1]C20] )
(L4 53 1[C20] )
[#] Lesion 5
Mame

Location
{ L5 LO 1[C50]

Total stent number

{ L5 MO 10C2) )

{ L5 51.1]c20) )

[ L5 52 1|C20) )

{ L5 §3 1[c20) )

Dimmeter

{ L3 D3 1[C5] )

Digrneter

mm
{ L4 _D1_1[CE] )

mem
{La.D2 1[C5] )

mem
{La D3 1[CS] )

Diganeter

men
{ L5 D1_T[CS5] )

me
{ LS D2 1[C5] )

mm

{ L5_D3_T[CH] }

¢ L3 L3_1[C5])

Length
i
{ L4 LY 1[C5] )
iy
{ L4 L2 1[C5] )
i
L4 L3 1[C5) )
Length
i
{ L5 L1 1[C5] )
i
[ L5 L2 1[C5]))
i

{ L5 L3 1[c5] )
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E QI (eCRF H) PCI_PHASE1

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion
[#] PCI
N { PCID 2(D] )
Disease Extent O WD (DS 2Z[Nj=T ) ¢ 2VD (DS.2[Nj=2) ) 3D [ D5 2(N]=3 )
m T LAR { LAD Z[M]=1} [C] LEX | LEX 2[M)=1 ) [T] KCA { RCA Z[M]=1) 7] Lha { LB 2[N}=1)

Mo, of Treatment [ TL2IMNT])
Lesion

Bifurcation (71 Yes | BIF_2{N]=1) (0 ¥ stenting Location

(7 Mo [ BIF 2[M}=2 } {BIF Y 2(M]=1) { BIF L 21C50] )
() 2 stenting

[ BIF ¥ 2[M]=2})

) Yes | CTO 2[N)=1) If Yes, Locstion

{ ET0 L _2{C50] )

) Mo [ CTD_2[M)=2 )
[¥| Lesion 1

Mame Dimmeter Length

Location
{ L1 L0 2[C50) §

mm | L1 D1 2[N3.3] ) mm L1 L1 2[M3.3] }
{ L1851 2[c20] )
mm | L1 D2 2|N3.3] ) mm L1 L2 2[N3.3] )
{ LT 52 2|C200 )
i mm { L1.D3 2[N3.3)) mm [ L1 L3 2[M3.3] )
[ L1 53 2[C200 §
[#| Lesion 2
Mame Cammeter | Length
Location
{ L2 LO 2[C50) )
Total stent number [ L2 NO 2[M1] }
mm (L2011 2[N3.3]) mm L2 LT 2[N3.3] )
Stentl
[ L2 S1_2|C20] )
mm | L2 D2 2[N3.3]) mm [ L2 L2 2[M3.3] )
[ L2 52 2[C20] )
mm | L2 D3 2[N3.3]) mm [ L2 L3 _2[M3.3] )

[ L2 53 2[C20] )
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[#] Lesion 3

Location

Total stent number

|#| Lesion 4

MName

{ L3_LO 2[cs50] )

L3 NG Z[NT]

{ L3.51_2{C20 )

(L3 52 2(c200 )

{ 1383 2{c20] )

Digmieter

mm | L3 D1 2(N3.3])

mm {13 D2 2[N5.3] )

mm {13 D3 2[N3.3])

Length

mm [ L3 LT 2[N3.3] )

mm [ L3 L2 2[N3.3] )

mi [ L3 L3 2[N3.3] )

Tetal Htent number

[¥] Lesion 5

Location

Total stent number

Stent2

MName

(L4100 2[C50] )

[ LA NO 2[M1] )

{ L4 51 2[C20] )

{ L4 §2 2|C20) )

{ L4 53 2|c20] )

MName

{ L5 Lo 2[c50] )

( LS MO 2[N1] )

{ L5 51 _2{c20] )

{ L5 S2 2[C20] }

{ L5 §3 2(c20] )

Degrmeter

mm { La D1 _2[N5.3] )

mm { L4 DZ ZIN3.3] )

mm L8 D3 2(N3.3] )

Dismeter

mm | L5 D1 2[M3.3] )

mm { L5 D2 _2[N3.3] )

mm | L5 D3 2[N5.3] )

Lenigth

mm | L4 LT 2[M3.3) }

mm [ L4 L2 2[N3.3] }

mm [ L4 L3 2[M3.3) }

Length

mm [ LS L1 2[M3.3] }

mm [ LS L2 2[M3.3] }

mm [ L5 L3 2[N3.3] }
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SO QIH(eCRF H) Laboratory Test 1

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

[#] Laboratory Testl A0 E

Laboratory Testl AT &g [} Yes | lab1 YMIN]=1 ) %) Ma | lab1 ¥YN[MI=2 }

[#] Laboratory Test 1

Date of Collection {L.DT[D] }

_ (3 ND { WBC DA[N]=1 | 104Ul [ WBCINZZ] )
RBC (2) ND { REC DA[N]=1 ) 1006/ul [ REC[MZ.2] §
: I () MO ( HE DA[NE=1 ) afdl | HBINZ.1] )

() ND { HCT DA[M]=1 } % [ HCT[M2.1] }
) ND { PLT DA[N]=1} 104Ul { PLT[MA) )

_ ) ND ( NA DAINI=1 ) mEg/L { NAING] )

3 ND (K DAINI=1 ) mEqL | KIN2.Z) )

la] | 3 ND { €L DAJN)=1) meg/L { CLING])
-Ast (3 ND { AST DA[N]=1) UL [ ASTINS) )
) MD { ALT DAIN]=T ) UL [ ALTINS] )
_ (3 ND { ALP DAJN]=1 ) UL [ ALPINS] )
éilum:e (3 ND { GLU DA[N]=1 ] mgsdl | GLUNA] )
Total Billrubin {3 MND | TB DA[M]=1 ) mafdl | TB{M22) )
Total Proteln 3 MD { TP DA[MNI=1 )} gfdl | TPINZZ] )

) ND { ALE_DA[N]=1) grdl | ALB[NZ.2] )
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SO QIH(eCRF H) Laboratory Test 2

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

[#] Laboratory Test2 A|S8 0 5

Laboratory Test2 A/Si % () Yes ( LABYM[M]=1 ) [ Me | LABYM{M]=2 )

|#| Laboratory Test 2

Date af Callection { LB DTIDO] }
AT s Resilt

3 NI | BUN_DAJN]=1 ) mgdl | BUM[NZ] )
Creatinine v ND | CR_DA[M]=1 ) mgsdl | CRIN2.2] )
MORD GFR 3 ND { GFR DA[M]=1 ) mlfmin | GFRINA.2] )

ma/dl | CHOL[MA] }

Total Cholesteral 3 MD | CHOL DA[M]=1 )
Triglyceride (o ND { TG DAIN]=1 ) mgddl | TGENA] )
HDL-C ) MO { HOL DAN]=1 } mgsdL { HDL{NS] )

LDL-€ 3 ND | LDL DA[NI=1 } ma/dL | LDL[M4] }

5 ND [ HBA DA[M]=1 § % | HBAINZ.2] )

s ND [ CRP_DA[M]=1) [ CRP[M3.3] ) - CRE CHE| M= b
{ CRP_U[N]=[1=mg/dLj2=mg/L] }

AlE Result

7y ND { PT_DA[MN}=1 } INE | PTIN1.2] )

s ND { APT_DA[M]=1 } sec [ aPTTIN31]}
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S| QIH (eCRF F)

Inclusion Exclusion

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
42 -1y -2Y -3y -4y -5Y -6Y -7Y -8Y
ISITNM) | VISIT11 | VISIT12 | Adverse ) Study
v ) PCI Medication SAE | Counclusion .
-9Y -10Y Event completion
[#] Inclusion
1,8 204 ofae) Wi Eis o4 O3 Yes (INT[N]=1) (O Na | INTN]=2 )
2 PR HHoR AWE AgE U0 19078 S0 BESRCEEEUTE RSN NS L E N
FEoEH ESH HEE Uy 8%
ERE b S L TENE ) b BT S Bebde R R Bl Sl Bl (0 e (INB[N]=1) (O Na | IN3[N]=2 )
Ao gigie Ex)
4, BE E8 AFo e SH2TH R Clopidogrel i (0 Yes ( EMAINI=1) (3 Mo { INAINj=2 §
Aspirin AVE O} B3 B}
58 WY O HES =3 FAYESE SolMn MEH 0 Yes (INSIMI=1) 2 Mo i INS[N]=2 )
B
6 7V of-ge HE, W IS AFE YR ME (3 Yes [ INBIMI=1) (3 Mo {INBINj=2 ) (3 NA | INB[N]=3 )
o s
[¥] Exclusion
1 YEARE HRYE BB (Clopldegrel Ei ) Yes { EX1[M]=1} 3 Ne | EX1[M]=2)
Asplrin)® CHE & 7|01 ML S E 7HE D e 'Y
2780 BEny SELAEEHE STE - g BT O Yes ( EX2[M]=1) {3 Mo { EX2[N]=2)
] Eo Rl (NS TS TR R LT TR () Yes [ EX3[N]=1) (O Ne | EN3[N)=2)
i *ﬂ O RlRiE B
.—|1 |24 ok BT S mEE 2oiol = uE 9 (3 Yes (EX4[M]=1) [ Mo | EX4[N]=2 )
0] ME0 2 B\E
T A% 2=0| HEHE R () Yes [ EXS[N]=1) (3 No { EXSIN])=2) (O NA { EXS[N]=3}
6 7ICH =0 24 ojete 2 o4l BT} () fes [ EXB[MI=1) (3 No | EXBIN]=2)
7. 8 oMy 225 B35 ) Yes ( EXTINI=1 ) () Mo (EXTIN]=2) () MA [ EXT[M]=3 )
8. 706 A7 A wEoE B g @l 2 E E#h O Yes [ EXB(MI=1) [ Ne | EX8[N]=2)
[#| Eligibility
2 HE% e faAE Bl HEEUN (7 Yes (EL1N}=1} (3 Mo [ EL1[N]=2)
L=k2 21 ] 7y Uopldogre! { EL ¥[N]=1) (7 Aspirin { EL Y[N]=2 )
Clopldagrel Hl2pa} O F2E (CLCoM[Nj=1) O A MY | CLCOMIN]=2) [ BO|%E
[CL COM[M)=3) [ CHEMY { CL COM{N]=4 )
Mo B HZ, WEAR { EL_N[C100] }

| ®] Investigator's Declaration

| hawe revenved his subpect’s study data and conbem that, 1o the best of my knowledges, d sccurately rellects the study imlormation obtained lor s subject

[T MY

TR AR

[ INV_SIGM[CB] }

{ INV_SDT|D] )
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S| QIH (eCRF F)

Laboratory Test

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
oo -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion
[#] Laboratory Tast AJS#0f52
[#] Laboratory Test
Al o Result

BL
BC

R

) ND { REC DA 1[N]=1)
{7 ND { HE_DA_1[M]=1)
3 ND | HCT DA T[M}=1}

) NE { PLT DA 1[N]=1)

Al o

K ) ND { K-DAT[MI=1 )

cl () ND{ CL DA 1[H]=1}

AST
ALT
ALP

Gluense

Tetal Bllirubin

Total Proteln

BUN

Creatinine

) ND { GLU_DA_1[N]=1)

3 ND { BUM_DA_1[N]=1)

) ND [ AST DA T[N]=1)
(3 ND { ALT_Da 1[N]=1 )

O MO { ALP DA 1{N]=1 )

() ND { TB DA_1[M]=1 )
9 ND (TR DA [N)=1 )
3 MD [ ALE DA _1[N}=1)

() ND { UA_DA_1[Nj=1

A o

(3 ND [ CR_DA_T[Nj=1)

104Ul { WBC 1[N2.2] )

10°6/ul | REC 1[N2.2) }

g/l { HE 1[M2.7) §

% [ HET_1[NZ.1] )

1%L BLT 1(M4] )

Result

fREGL | NA_ T[N )
mEg/l (K 1iNZ.2) )
mEq/L [ €L 1[M3] )
U/L [ AST 1[NS] }
UfL [ ALT TNS] }

UL [ ALP 1]NS] )

ragedL | GLU 1{Ma] §

mofdL | TB 1[M2.2] )
gfdL { TP 1[NZ2.2] §
g/dL { ALE 1[M2.2] )

migddl | UA_1[M2.2] )

mg/dL { BUN_ 1[N3.0])

mgidL | CRT[M2.2] }

mldmin { GFR_1(N4.2] )
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E | QIH(eCRF F) Gl_Angiography

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

[*] Gl Symptom @48 o{F

O WERE 2 WE Abod M2 At Gl Symplom®| 2 BE Yes HISR D, Gl Symptom page M 25 Symptom & AT FAIF| S FL|C

Gl Symptom ‘S48 o2 3 Yes { GLYNINI=1) ¢ Mo ( GILYM[N]=2 )

] FEDE HM AD

D|Zpphe A} AT o (3 Yes | SCOPY YNIN]=1) ¢ Mo [ SCOPY ¥YMIN]=2 ) () Unknown { SCOPY_YN[Mi=3 }
[®] LHAE HAL
T,

1 FLEME | SCOPYIN]=1) T EILHAE | SCOPY[M]=2 ) [ SCOPY DID] )

o] BaEM
I
) Upper Gl series [ RADIO[M]=1 § O Abdomen £T  { RADIO[M]=2 } [ RADIO D{D] )
7y Abdorren Sone | RADIO[M]=3 )
| #| Coronary Angiography
[7] Mot Dene ( CAMG ND[M]=1}

{ CANG DT[D] )
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SO QIH(eCRF H) Medication Compliance

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

GEE: 2 EE YT

EEE A E R

Clopidogref 2 ) ¥es { CLO CN)=1] ) No { €LO C[N)=2 )

Asplrin 7 () Yes { ASP CIN]=1) ) No { ASP C[N]=2 }

FUESEATE | CCoD] )

08 98 B8 BoiE AR

RASTE AR T 100
{ €C_RE1[C) )

e b { CCDED) )

Y Oy BB SO AR

FUST A2 100

( €C_RE2|C) )
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S HQIH(eCRF E)

Adverse Event PHASEO

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
oo -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

# | Adwverse Event

{ AE_EN[CT0] )

[ ME[CTDO] )

{ AE 5D({D }

i AE EDMD] )

SAE {lw
{ AE SAEIN]=I

='fes|2=Mo] }

niengi v

1 Halation Traatmy v

{ AE IN[N]=[1= { ME RTMIM]= [ AE MED[N|=

MildjZ=Moder  [1=Mot related  [1=Yes|2=Mo] )

ale|3=Severe

1y [2=Doubtful|3
=Possibleld=Pr
ahable|5=Defin

iee] }

Cutcom ™

| AE DUT[N]=
[1=Recovery wi
thout sequelse
[2=Recovery wi
th sequelae|i=
Ongoing, Impr
oved|d=0ngoi
ng, unchang&ﬂ
|5=0ngoing, w
ofsened|6=5ub

Jeet died] }
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EQIH (eCRF B) Gl Symptom_PHASEO

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
oo -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

» | Gl Symptom
Gl Syrnpram Other Start Date On-geing EAE Ralationship o (P
» 1 Relationship »

G Syrrpter v [ On-geing o SAE Mty

{ GL1N]=[1=22 { G1.0_1[Csa] ) { GI.SD V(D] } { GlLON 1]N]=1) { GI_ED 1[0} ) [ GI SAE 1[N]=[1=Ye { Gl REL 1[N]=[1=N
Blz=LEE2|3-5 sjz=No| ) at related|2=Doubtf
Bla=2H|5=TE £ ulj3=Possibleld=Pro
bable|s =Definite)] |

£ AR =g =2
Hi[B=HW Ti= X4

B9=7|EH }
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E QI (eCRF H) SAE_PHASEO

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion
|l | SAE

{ SAE_MO[C10] }

Repart Type i Report Type e = w
{ SAE_RT{N]={1 =Initialj2=Fallow up] }

Report Date { SAE RD[D] )
Start Drate { SAE SD[D] )

End Date { SAE ED|D] )

[#| Seriousness Criteria

Serdousness Criters 5 Result in death { SAE RID[M]=1 ) [ ]Life thesatening { SAE LT[N]=1) ] Permanent disability | SAE DIS[M}=1 )
[_] Hespitalzation { SAE HOS[M]=1) [] Congenital Anomaly | SAE_ CA[M]=1 ) ] Impestant medical event

{ SAE IME[Mj=1}

|*| Diagnosis of SAE

Disgnosts of SAE
[ SAE DX[C100] )

3 Mild { SAE IN[M)=1} 3 Maoderate [ SAE IN[Nj=2 ) [ Severe { SAE IN[N|=3 )

i

[¥] Sign or Symptoms

Sign or Symptems

[ SAE S5[C100] ) { SAE 552[C100| )
{ SAE_S53[C100] ) { SAE_Ss4[C100] )
[ SAE_SS5[C100] ) { SAE_SS6[C100] )

[ SAE SST[C100] )
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|*| Medical History

Medieal History

{ SAE_HX[C100] )

{ SAE_HK3{C100] }

[ SAE HXS[C100] }

{ SAE_HXT[C100] }

|*] Treatment

{ SAE HX2[C100] }

{ SAE HX4[C100] }

[ SAE HX&[C100] }

| SAE HXB{C100] }

[ SRE TX1[C100] }

{ SAE TXI[C100] )

[ SAE TH5[C100] }

[ SAE_TX2|C100) )

{ SAE TX4{C100] )

{ SAE TX&{C100] }

[ SAE TXTIC100] §

{ SAE TX3(C100] )

Causal Relationship to study medication

{ SAE Tx&{C100] }

{ SAE TX10(C100] }

(71 Recovery without sequelae

[ SAE OUT{MN]=1 }

(73 Recovery with sequelae

{ SAE OUT[M]=2 }

() Drgoing, improved

{ SAE OUT[N]=3 )

1 Owgaing, unchanged

[ SAE DUT[N]=4 )

1 Ongaing, worsenad

[ SAE DUTM]=5 }

(1 Subject died

[ SME DUTM]=6 }

(7 Mot redated [ SAE REIN]=1) (7 Doubtful | SAE RE[N]=2 ) {7 Possible
{ SAE RE{N]=3 ) O Probable { SAE REiM]=4 ) O Definite { SAE RE[Mi=5 )

- 111 -




E 0 QIH (eCRF H) Counclusion_Death MI ST PHASEO

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion
¥ | Death ©2}

5155 SAE No sk BEE HER HoFAR

[ EVENT 1{C10] )

brivestigatar 7y Cardieveseular death | DE IN[M]=1} (7 Men-Cardievascular death | DE IN[N]=2 )
3 Unknown Ongin Death | DE IN[M]=3 |

Adjudicstor (7 Cardicvescular death | DE AD[N]=1} (7} Non-Cardiovascular death | DE AD[N}=2 )
7 Unkonown Origin Death [ DE AD[N|=3 }

Final Assessmeant "y Cardicvescular death | DE FAIN]=1) 7y Mon-Cardiovascular death | DE FA[NE=2 )

() Unknown Origin Death [ DE_FAIN]=3 )

» | Readmission due to ACS
o SAE Mo 8BRS HEE EHoEdR

) Yes [ REAININ]=1) (7} No [ Yes [ REAAD[N]=1) ) Me 3 Yes ( REA FAIN]=1) ) Mo

{ EVEMT 2[C10] ) { REA_IN[M]=2 } { REA_AD[N]=2 } { REA_FA[N]=2)

[®] Ml
S SAL Mo @ SRS HEE Mo Fge.

(SR Irvasticator Adiudicator | Firal Ass
Investigator $184 b o Adjudicator 45 hd = Final Assessmant M98 5w
{ EVENT 3[C10] ) { MILINVIN]=[1=0-wave Mi|2=Non @ | MI AD[N]=[1=0-wave Mij2=Mon Q- { M| FA[N]=[1=0-wave MI|2=Non Q-

-wave Mi[3=Uncertadn if MEd=Mo MI]  wave MIj3=Uncertain if Mijd=Nao M) wave MI|3=Uncertaln if Mij4=MNa Mi)

} i I

|#| Unstable Angina
HESE AL Ne® SR HEE o FHR

Unstable Angina. Mo ! y Acudicator
O Yes [UAINIMNI=1} () Mo () Yes [ UAADIMI=1} O Mo ) Yes {UA FAIN]=1) () Ne
{ EVENT 4[C10] ) { WA IN[N)=2 } {UA AD[M]=2 ) { WA FA[M]=2 )

|#]| Stroke
GICISHE SAE Ne st BERS HER H 4R

Streves Bl VEE ¢ Adwidicator
Investigatar & - o Adjudicator 445 w = Final Assessment {151 0 w
{ EMEMNT S[C10] ) [ STR_IN[N|={1=lschemic|2=Hemortha | STR_AD[M]=[1=lschemicj2=Hemarrh [ STR FA[N]=|1=lschemic|2=Hemarrh
glef3=Unknown]4=No Stroke] | aghe]3=Unknown[d=Ne Stroke| } agle|3=Unknown|d=Mo Straks] |
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E 0 QIH (eCRF H) Counclusion RV_PHASEOQ

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

|#| Revascularization

Revasculgrization Na

[ EWENT &C10] }

| Urgent Revascularization { URD IN[NI=1 |

j POl { URT IN[NE=1 } f CABG [ URZ IN[M]=1}

] In=stent target lesion | WR3 IN[N]=1 ) [} In-segment target lesion [ URA_IN[M]=1 )

| Target wescel { URS IN[N}=1 ) [ Another vessal | URS_IN[N]=1 )
Adjudicator 7] Urgent Revascularization { URD ADIN]=1 }

:l PO { WRT_AD[MNi=1 | !: CABG | URZ AD[M]=1 }

7] In-stent target lesion | UR3 AD[M]=1 ) [ In-segment target lesion { URA ADN]=1 }

] Target vessel { URS AD(N]=1 ) [[] Another vessel | URG ADEN]=1 )

Final Assessment 7] Urgent Bevascularization { URD FA[N]=1}

] POl { URT_FA[N]=1) [[] CABG { UR2 FA[N]=1)
| In-stent target lesion { WR3 FA[M]=1 } [ In-segment target lesion { URA_FAINI=1 }
] Target vessel { URS_FAIN]=1 ) [[] Anathes vecsel | URS FA[N]=1 }
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EQIH (eCRF H) Counclusion_Bledding_PHASEQ

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion
|#| Bleeding

Bleeding Mo

[ EVENT T|C10] }

Blepding 22 ¢IFE 28 [y Yes | BLE ADM[N]=1) [ Mo { BLE ADM{N}=2 )

|»| Bleeding Type

= Irvestigator #9868 b
{ BLE IN[M]=[1=1. Type 1 Blecding not meeting criteria for the other types|2=2. Type 2 Bleeding reguiring (1) medical intervention b
¥ & healtheare professional|3=3. Type 2 Bleeding requiring (2) leading to hospitalization or increased level of carsf4=4. Type 2 Bleedi
isieii g requiring {3) prompting evalustien|5=5. Type 3a Any transfusion w/ overl bleeding or Hb drop of 3 to Sg/dL]6=6. Type 3b Clinica
Ity significant overt signs of hemorrhage wy a drop in Hb of =5g/dL|7=7. Type 3¢ Intracranial bleeding|B=38. Type 4 CABG related ble
eding|%=9. Type 5 Any fatal bleeding) §
Adjudicargr H5| = w
{ BLE AD[M]=[1=1. Type 1 Bleeding not meeting critenia for the other typesj2=2. Type 2 Bleeding requiring (1) medscal intervention
by & healthears professional|[3=3. Type 2 Bleeding requlring {2} leading o hospitalization or increased level of careld=4. Type 2 Blas
SRR ding requiring (3) prompting evaluation|s=5. Type 3a Any transfusion w/ overt bleeding or Hb drop of 3 to Sg/dL|6=6. Type 3b Clini
cally significant overt signs of hemorrhage w/ a drop In Hb of =50/dL7=7_ Type 3¢ Intracranial bleeding|B=8. Type 4 CABG related b
leeding|9=9. Type 5 Any fatal bieeding] )
= Final Assessment $18 w
{ BLE FAIN]=[1=1. Type 1 Bleading not meeting criterla for the other types|2=2. Type 2 Bleading requiring (1) medical intervention b
y & healthcare professional|3=3. Type 2 Bleeding requiring (2) leading to hospitalization or Increased level of carsfd=4. Type 2 Bleedi
Final Assessment
ng requiring (3] prompling evaluation|5=5. Type 3a Any transfusion w/ overt bleeding or Hb drop of 3 to S5g/dLj6=6. Type 3b Clinica
Ity significant overt signs of hemorrhage wy a drop in Hb of =5g/dL|7=7. Type 3¢ Intracranial bleeding|B=58. Type 4 CABG related ble

eding|9=9. Type 5 Any fatal bleeding] )

|® | Bleeding Site

Investigatar u Investigator 44 5) o »

| BS IN[N]=[1=F % [2=0 B 7|@7x)|z-4%
FlUEHA, HolFEe=t AREET, of
5=t 7| M|6=7IE} )

{ IN_OTH[C30] §

Adjudicator un Adpudicatar $184 b

| BS ADIN|=[1=F 35 |2=-0 & 7|8%||3=4
5 T, 20 FE A= AT,
EHE|5 =8l 5 7| M |6=7| €l )

[ AD_OTH[C30] )

Final Aggesiment i Final Assagciment 160 20w

(85 FAINI=(1=S %21 U 71TT||3=4%
FIETHR, 0T =B SITEET, Of
HY|5=H 7| M]e=71El] )

{ FA_OTH{C30] }
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Hemodynamic Compromise
Investigator » Irvestigator S84 w if Hgb drop, Hgb &4 JE uof Hob drop; Hob #4 BE v
{ HE IN[M)=[1=Requiring inotropies|2=Requ { DH_IN[M)=[1=1 B} 2Hz=1 04}, 3 02H3=3
iring surgery or intervention|3=Hemoglobin 04, 5 B|2HA=5 0| 4] )
dropld=Requiring pRBEC transfusion] )

I Requiring pRBEC, 3plnis (3 Yes ( TRN[Nj=1) [ Mo

ol 1

{ TRIN[M]=2 )

Adjudicator s adpudicakor $188 w if Hab drop. Hob & HE = Hgb drop; Hgbh #% HE w
{ HC_AD{M]=[1=Requiring Inotropics|2=Req { DH_AD[M]=[1=1 BITH2=1 OjH, 3 O{EH3=3
ubring surgery of intervention|3=Hemoglob: o4, 5 0]THa=5 0|4 )

n dropjd4=Requiring pREC transfusion) )

If Requiring pREC, 3pints ) Yer (| TR AD[M]=1} 3 Mo
o8 =3
[ TR AD|N]=2 }
o Final Assesament B 0w If Hgb drop, Hob H= HE 2 if Hab drop, Hob T2 HE »

{ HC FA[N]=[1=Reguiring inotropies|2=Requ ( DH_FA{N]=1=1 D|THa=1 04}, 3 0|TH3=3

Iring surgery or intervention|3=Hemoglobin ol &k, 5 0|2Ha=5 0|4 )

drop|d=Reguiring pREC transfusien] }

If Raguiring pREC, 3pints ) Yee [ TR FAIN]=1) (01 Mo
QA 25
LR { TR FA[M]=2 }
|*| Management
Inwestigator i Inwestigatar 415 = w

[ MA INfN]=[1=Surgery| 2=Intervention (embolizstion, endoscopy]|3 = Conservative mana
gement|d=0ther] )

Adjudicator = Adjudicator FE -

[ MA_AD[N]=[1=5urgery|2=Intervention (embolization, endoscopy}|3=Conservative mana
gement|d=0ther] |

Final Assessment 2 Final Assessment 4154 o w

[ MA FA[M]=]1=5usgery|2=Intervention (embalization, endoscopy]]I=Conservative mana

gement|d=0ther} )
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0 QH(eCRF ¥) Adverse Event PHASE1

. VISIT3 | VISIT4 | VISITS | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion
¥ | Adverse Event g4
(0 Yes [ AE N T[M]=1} (T No [ AE N T[N]=2 )
SRR B W 2 Intensity W Relations v : Treatrmen 1 Dutcome ¥

( AE 1[C100] ) { AE 5D 1(DY } { AE ED 1|D] ) { AE SAE 1[N]=[1

=Yes|2=Ma] }

{ AE_IN_T{M|=[1=
Mild|2=Meodearate

|3=5evere] )

{ AE BTM 1[N]=
[1=Not r=|al:d|2
=Doubtiul|3=Pas
sible|d=Frobable|

S=Definite] |

{ AE MED 1{N]=

|1=VYes|2=Ne] )

{ AE OUT 1{N]=
[1=Recavery with
out seguelas|Z=R
ecovery with seq
uelae|3 =0Ongoln
g, improved|d=0
mgoing, uncheng
ed|S=0ngoing, w
orsened|b=Subje

et died] )
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S HQIH(eCRF E)

Gl Symptom_PHASE1

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
oo -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

»| GI Symptom B4

Elﬁmnptﬁm ﬂ‘ﬂ [_“_, Yes [ Gl MIM]=1 ) C Mo | GENIN=2 )

Gl Sympror v
{ GI|Mj=[1=52%|2
=4 B EY|I=E 8=
2H|5=78H T H
£ 6= AH7=56]15=
e e |a-

7IEH)

{ Gl Q[C50] )

[ GI_SDD] )

O On-geang

{ Gl OM[MN]=1 }

{ Gl ED D) ¥

SAE 48] oW
[ G SAE[M]={1="Yes)

2=Ma] §

1t Relationship v

{ GI_REL[M}=]1=Mot

related|2=Doubtful|

I=Puossible|4=Proba

bbe|5=Definite) )
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E QI (eCRF H) SAE_PHASE1

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

SAE No { SAE_NO_1INZ] }

Report Type = Repedt Type M8 = v
[ SAE RT_1[N]=[1=Initial|2=Failow up] }

Report Date { SAE RD_1(D] )
Start Date { SAE SD 1(0])

End Date { SAE ED_1[D] }

[#] Seriousness Criteria
Serfoushess Criteria [7] Result in desth | SAE RID_1[M]=1 } [ Life threatening | SAE LT 1[M)=1} (] Permanent disahility { SAE DIS_1[N}=1 )

[] Hospitalization { SAE HOS 1[N]=1 ) ] Congenital Anamaly { SAE CA T[MN]=1 ) ] Imnportant medical event

{ SAE IME_1[M}=1}

[#| Diagnosis of SAE
Dlagnests of SAE
{ SAE DX 1[C100] }

Intensity ) Mild { SAE IN_1[M]=1) () Moderata [ SAE IN_1IN]=2 ) () Severa [ SAE IN_1[N]=3 )

| ®] Sign or Symptoms

{ SAE 55 1(€100] )

{ SAE 552 1]C100] )
{ SAE 553 1]C100] )
{ SAE 554 11C100] )
{ SAE_S55 _1]C100] )
{ SAE 556 11C100] )
{ SAE 557 1jC100] )

{ SAE 558 1[C100] )
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[#] Medical History

Medical History

{ SAE_HX 1]C100] )

{ SAE_HX2 V[C100] )
{ SAE HX3 1[C100] )
{ SAE_HX4 ¥[C100] )
{ SAE_HX5_1[C100] )
{ SAE_HX6_E[CTO0] )
{ SAE_HXT_V[C100] )

{ SAE_HXE_1[C100] )

[®] Treatment

{ SAE TX1 1{€100] )
{ SAE T2 1[C100] )
{ SAE TX3 1{C100] )
{ SAE TH4_1[C100] )
{ SAE TXS_1[C100] )

{ SAE TXE_1[C100] )

{ SAE THT 1[C100] )
¢ SAE TS 1[C100] )
¢ SAE TX9 1[C100] )

{ SAE TH10 1{C100] }

|*| Dutcome

(73 Recovery without sequelae [ SAE OUT 1[N]=1) & Recovery with sequelae

[ SAE OUT M[MN]=2 § ) Ongoing, improved | SAE OUT 1[NJ=3 ) () Ongeng, unchanged
[ SAE DUT 1[N]=4 } (73 Ongoing, worsenad [ SAE OUT 1{N]=5) () Subject died

{ SAE OUT 1[N]=6 }

Causal Relationship to study medication (7 Yes ( SAE RE 1|N]1=1) O Mo { SAE RE 1[N]=2 }
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E 0 QIH (eCRF H) Conclusion_Death MI ST _PHASE1

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion
[#] Death B¢

AT She SAD No ¥ BT WEE o T4

{ EVEMNT 1_1[M2] }

Invectlgator (7 Cardizvascular death | DE IN 1[N]=1} 7 Mon-Cardiovascular death { DE IN_1[N]=2 )
(71 Unknown Oigin Death { DE IN_1[NE=3 )

Adjudicator 7y Cardiovascular death [ DE AD 1[N]=1} 73 Noa-Cardiovascular death

[ DE_AD_1[Mj=2 } 3 Unknown Origin Death { DE AD_ 1[N]=3 )

Final Asssssrmant 7y Cardiovascular death { DE FA 1[N]=1) ) Mon-Cardievescular death ( DE R T[M]|=2 )

(73 Unknown Ovigin Death [ DE_FA_1[N]=3 )

[#] Readmission due to ACS
S OhE SAL Mo ft S S HED B FHE.

SAE Mo Ly ¢ Adgudicator Fimal Assessment
{ EVENT 2 1[M2] } (O Wes | REAIM T[NJ=1} () Mo O Wes | REAAD 1[MJ=1} (O Mo (O Wes [ REAFA_T[N]=1} (O Mo
{ REA_IN 1[N]=2) { REA_AD 1[M]=2) { REA_FA_1[M|=21

[ M
SIS SAL Mo B B EE WEE Mo EYE,

SAE Mo Irvestigator Adiudicator Firsal Assesment

{ EVENT 3 1[M2] ) Investigator 44 58 L o Adjudicatar $15 o b - Final Acsegcrent {958 o w
{ MMV T[MNj=]1=0-wave MI|2=Non { MI_AD 1[M)=]1=0-wave MI|2=Nen [ MI_FA_1[M]={1=0-wave MI]2=Nan
O-weave MIj3=Uncertain if Mij4=Ne M Q-wave MI|2=Uncertain if MI4=Na M G-wave MI|3=Uncertain if Miji=Na M

B i Iy

[#| Unstahle Angina
SISOl SAE N @ EES HEE EHojFye,

SAE Mo vastigato Adjudicator
{ EVEMT 4_1[M2] } O Yes {UAIN1IIN]=1) (O Mo Oy Yes [UAAB 1{N]=1) 3 No ) Yes (WA FAI[M}=1} [ Mo
{ UA IN_1[N]=2) {UA_AD 1[N]=2 ) [ UA FA T1{N]=2)

[¥] Stroke
S{EHEHS SAL Mo B WS WEE o[ TR

Inyestigator Adyudicator Fimat Assessment

{ EVENT 5 1[M2] } Investigator 24 B8 w o Adjudicator S w Final Assoccment J9EE 1 w
{ STRIM 1[M]=[1=lichemic]2=Hemsrr | STR_AD_U[Ml=|1=Ischemic[2=Hermar | 5TR_FA_1[N]=[1=lschemic|2=Hemarr
hagie|3=Unknown|d=Mo Stroke] rhagle| 3=Unknown|4d=MNo Strake] | hagie] 3=Unknownjd=No Stroke| )

[#] Stent Thrombosis
S SAE o ¥ B U HEE HolF4E,

Adjudicator

{ EVEMT B 1[M2] } investigator 24 B8 o w o Adjudicator 5 o w : Final Acgecerment 18] o0 w
{ STH_IN_1[N]=[1=Defindtej2=Probabl | STH_AD_1[N]=|1=Definite[2=Probabl [ 5TH_FA_1[|N]=[1=Definite|2=Probabl
e|3=Possible[d=HNeo Stent Thrombosis]  ej3=Possible|d=MNo Stent Thrombosls)  &|3=Possible[d=No Stent Thrombosis)

} i 1
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|| Peripheral Vascular Intervention
H{EFAIE SAE Ne# BUS HEE SO TS

{ EVENT 5 1[M2] } O3 Yes [PVLIN 1[N]=1) (3 Me O Yes { PMILAD 1[N]=1) () No O3 Yes { PVILRA 1[N]=11 (3 Ma
{ PN 1M =2 ) { PYI_AD 1[N]=2 ) { PVI_FA T[N])=2 )
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S| QIH (eCRF F)

Conclusion_Death RV_PHASE1

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

* | Revascularization

65t She SAE No Sk BT HEE HoTF4E

Inveitigator

Adjudicator

{ EVENT &6 1[MN2] }

| Urgent Revascularization | URG IN_1[N]=1 }
] PCL{ URT_INCTINI=1 )
T In-stent target lesion { UR3 IN_1[N]=1)

U] Target vessel { URS_IN_1[MN]=1 )

] Urgent Revascularization { URD AD 1[N]=1 )
T PO { URY_AD 1[N]=T )
] In-stent target lesion { UR3 AD 1[N]=1)

] Target vessel { URS AD 1[N}=1)

7] Urgent Revascularization ( URD FA 1[Nj=11)
] PCL L URY_FA_T[M]=1 )
| In-stent target lesion | UR3_FA_T[MN]=1}

] Target vessel { URS_FA_1[MN]=1}

|: CABG [ UR2 IM 1[M]1=1 )
[ In-segment target lesion | URA IM_1[M]=1 )

|7 Another vessel [ URG_IN 1[N]=1 }

[[) CABG { UR2 AD 1[M]=1}
[ In-segment target lesion [ UR4 AD 1[N|=1 )

[ Another vessel { URE_AD 1[M]=1 )

[7] CABG [ UR2_FA_1[M]=1)
[} In-segment target lesion { URA_FA_1[N]=1)

[ Another vessel { URE_FA_T1[Nj=1 )
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EQIH (eCRF H) Conclusion_Bleeding RV_PHASE1

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion
|#] Bleeding

HEsE A Ne S BUS WED Ho| TN

SAE Mo { EVENT 7 1[M2] }

Bleeding =2 2% g {7y Yes (| BLE ADM 1[M]=1} {7 Me | BLE ADM 1[M]=2 )

[*] Bleeding Type
Investigator #9EK e
{ BLE IM_1[M]=]{1=1. Type 1 Bleeding not meeting criteria for the other types|2=2. Type 2 Bleeding requiring (1) medical intervention
by a hesltheare profeisional]3=3. Type 2 Bleading requiting {2) leading to hospitalization or increased level of careld=4. Type 2 Bles
ding requiring (3) prompling evaluation|S=5. Type 3a Any transfusion w/ overt bleeding or Hb drop of 3 to Sg/dL|6=6. Type 3b Clni
cally significant overt signs of hemorrhage w/ & drop in Hb of =5g/dL[T=7. Type 3¢ Intracranial bleeding|8=3. Type 4 CABG related b
leeding|3=9. Type 5 Any fatal bleeding] |
= Adjudicator 48 - ~
{ BLE AD 1[M]=[1=1. Type 1 Bleeding not meesting criterla for the other typesf2=2. Type 2 Bleeding requiring {1} medical interventio
m by a heatthcare professional|3=3. Type 2 Bleeding reguiring (2) leading te hospitalization or increased [evel of carejd=4. Type 2 Ble
(RS eding reguiring (3) prompting evalustion|5=5. Type 38 Any transfusion wy evert bleeding or Hb drop of 3 te S5q/dLje=6. Type 3b CH
nically significant overt signs of hemarhage wy a drop in Hb of =5g/dL]7=7. Type 3c Intracranial bleeding|8=8. Type 4 CABG refated
bleeding|9=9. Type 5 Any fatal bleeding] )
Final Assessrnent %] - b
{ BLE FA_1[M]=[1=1. Type 1 Bleeding not mesting criteria for the other types|2=2. Type 2 Bleeding requiring (1} medical intervention
by a healtheare professional[3=3. Type 2 Bleeding requiting {2} leading to hosplhtalization or increased level of careld=4. Type 2 Blee
Final Assessmant
ding reguiring (3) prompling evaluation|5=5. Type 38 Any transfusion w/ overt bleeding or Hb drop of 3 to Sg/dl|6=6. Type 3b Clinl
cally slgnificant avert signs of hemoarchege wi a drop In Hb of =5g/dL[T=7. Type 3¢ Intracranial bleading[8=4. Type 4 CABG related b

leeding|¥=9. Type 5 Any fatal bieeding] }
|| Bleeding Sita

Investigatar o irvestigator 8 o L If other site

( BS IN_1iN)=1=5F5|2=H & 2B =)j3=4
2 BT, YT =8 HBE LW,
£l 3|5 = bl 471 2j5=71EH) )

[ IN_OTH 1[C30] )

Adjudicator o hdpudicator #3188 w IF other site
[ BS AD 1[N]=1=5 5 2=0 & 7|§#7|3=
A8 TR HOIEI B 4= BT R AT,
B Bh |5 =8 e 7| Mj6=7|EY) §

[ AD OTH 1[C30) )

Final Assessmeant o Final Agsescment #1EE 0w IF other site
[ BS FA_V[M}=[1=S252=-0 R 718X |3=
A5 SRR, WOt R,
CH |5 =t 7| M6=7|€1) )

{ FA_OTH_1{C30] }
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|#| Hemodynamic Compromise

2 Investigator 15 w

{ HC_IM_1[M]=[1=Regquiring Inotroples|2=Re
guiring surgery of Intervention]3 =Hemoglo

bin dropjd=Requiring pREC transfusion] )

Adfudicator

o Adgudicator $150 0 »
{ HC AD 1[M]=[1=Requiring Inotroples|2=R
equiring surgery of intervention]3=Hemeg!

obin dropld=Requiting pREC transfusion] )

2 if Hob drop, Hob #4: #HE w
[ DH_INCT[NE=[1=1 DITH2=1 O, 3 DiEHE=
3014, 5 0|2H4=5 0l4) )

it Hgb drop. Hgb # HE

If Requiring pREC, 3pints (O Yes { TRIN_T[N]=1)} O No
o4 %
=4 [ TRIN 1[N]=2 )

if Holb drop, Hab &= 3E = if Hoby drop, Hob EH2HE v
[ DH_AD_T[M]=]1=1 0|2H2=1 Oj4, 3 Oj2H3

=3 0|4, 5 0jHa=5 014 )

Final Agsessment coFingl Assessment HE 0 e
{ HC_FA_1[M}=(1=Requiring inotrapies|2=Re
guiring surgery of intervention]3=Hemeoglo

bin drepld=Requiring pRBC transfusion] )

Investigatar

Adjudicator

Final Assesimeant

o Iewestigator H5 ©

agement |4 =0ther]

= Adjudicator 15

If Requiring pREC. 3pints 3 Yes { TRAD 1[MNi=1) 3 Mo

o J.,r o
v [ TH_AD 1[N}=2)
If Hgb drop, Hgb B4 T uoif Hogl drop, Hobs #45 HE W

{ BH_FA_1[M]=[1=1 D|8H2=1 9|4, 3 0|23

=3 04, 5 OjTH4=5 o) )

) Yes { TR.EA1[N]=1) (3 No

W Requiring pREC, 3pints
LIE S

{ TR FA_1[M]=2 )

b

[ MA IM T[] =1 =Surgery|2=Intervention (embolization, endoscopy)|3=Consarvative man

w

{ Ma AD 1[N]=[1=5urgery|2=Intervention {ernbolization, endoscopy)|3=Conservative ma
nagement|d=0ther] |

1 Final Assessment M54 ~

{ M FA T1[M)=]1=Surgery|2=Intervention (embeolization, endoscopy)]3=Conservative ma

nagement|d=0ther] )
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E | QIH(eCRF H) Anti PLT (A|®Y =8 22 PHASEO

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
oo -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

» | IP/Anti-Platelet Medication

Boz ey y Yes | CM 2W[NJ=1 ) ] On-going
{ CM_MED[M]| =[1=Azpin § CM_OTH|CS0] § O3 Na | CM 2WIN]=2 ) [ CM_SDD] } { CM_DN[N]=1 } [ ChM _EDID] )
n|2=Clopldogrel|3=Aspir
||1'-E|-:a-p|ﬂm_.1l'e| Eﬂﬂ”d
=Prasugrel|5=Ticagrelor
[6=Cilostazol|7=Ticlopidi
ne|d=Triflusal|9=Anu-Fl

atelet Other] )
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S| QIH (eCRF F)

Concomitant Medication_ PHASEQ

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
oo -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion
|#| Concomitant Medication
Hoj o ojps
ATC Code Total Daily Dose vt T Sart Dats | Cm-going End Crate
(3 Yes [} On-going
| { CM_ATCICE] (CM DOZ[CT | CM UMZICT [ CM ROZ[CT [ CM_2W2[N] {CM SD2{D] (CM ONZ{N] [CM_ED2{D] { CM_INZIC
{ CM_MED2Z } ol o) (1] =1} 1] =1} ] onj )
[cry axe g exx W IM, FO O No
| CM_2W2Z[M]
=2}
S QIH (eCRF H) siT WE Al 58 _Anti HT_PHASEO
. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HFE o Baseline
ST o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9y -10Y Event completion

MedicationTherapy

6. Alphs Blockers

7. Beta Blockers

B. ACE Inhibitors

8. Anglotensin Receptor
Blackers

10, Calelum Channel
Blockers

M EE A HE oy

] Mo [ EME[M]=T )

[] Baseline | CME B[N]=1 ) [ A8weeks | CME_48[Mj=1 ) [ Yaweeks | CME 96[Nj=1)

7] Mo [ CM7[M]=1 ) (] Basaline { CMT7 B[N)=1} [ A8weeks { CMT_48[MI=1 } ] 96weaks { CMT_96[Mj=1)

T Mo [ CME[M]=T ) [ Baseline | CM3_B[N}=1 ) [ A8wesks | CM8_A48[Mi=1 ) [[] Yaweaks [ CMB 96[N]=1)

j Mo [ CMB[MN]=1 } |T| Baseline [ CMS_B[N|=1 } i?u Admesks | CM3 48[Nj=1 } |T| dtwesks | CMI 96[M]=1 )

L] No [ CM10fN]=1 ) [] Baseline { CM10 B{MI=1 ) [ a8wesks { CM10_4B[MI=1 ) [ ] 96weeks { CM10_96[NI=1)
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Ho

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

Medication/Therapy

] Mo { EM11[N]=1 ) [ Baselne { €M11_BIN]=1 ) [ ABwesks { CM11_4B[NI=1 } ] 9oweeks [ CM11 96[N]=1)

11, Dhuretics

12, Mitrates J Mo { CMI12{N]=1 ) !:l Baseline { CM12 B[MN]=1 ) l-_l ABmesks | CMTZ 4E[Mj=1 } :j daweaks | CMI1Z 36[M]=1 )

] Mo { CMI3{N]=1 ) [T Bageline ( CM13_B[M]=1 ) [} 48weeks { CM13_J4B[N]=1 } O] 96weaks ( CM13 96[Mj=1 )

14, Other Antilipids T ] Mo [ CM14[M]=1 ) [[] Baseline { CM14 B[N]=1 } [ 48weeks § CMT4 AB[N}=1 } ] Saweaks ( CM14 96[Nj=1)

15, MNiesrandil ] Mo [ EM15[N]=1) [7] Baselre { CM15 BIN]=1 ) [C) dbweeks { CM15 4B[MNi=1 ) [] 9aweeks [ CM15 36[NI=1)

CHQIH (eCRF H) ST WE Al 282 OHA_PHASEO

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS N Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9y -10Y Event completion

Medication/Therapy

(] Mo [ CMIEIN]=1 ) [[] Baseline { CM16 BN)=1) [ d8weeks { CM16 dB[Nj=1] [ Stweeks [ CM16 96[N)=1)

16. Trimetazidine

17. Modsidomin T Mo [ EMIT[N]=1 ) [] Baseline { CM17 B{M]=1 ) [ Mweeks ( CMIT 48[Mj=1 ) ] deweeks ( CMI17_96[N}=1)

18. Oral Hypoglycemic

] No ( EM18[N]=1 )

] Mo [ OMI9[N]=1 )

(] Mo [ CMEZOIN]=T )

j Baseline { CM18 B[MN]=1 }

[] Baseline { CM19 B[M]=1 }

[] Baselire [ CM20_BIM]=1 )}

i?- dfwesks | CM1E AB[M)=1 )

[] d8weeks { CM1% 48[M]=1 )

[] a8wesks { CM20 48[Nj=1 )

D daweeks ( CM18 96[Mj=1 |

] Saweaks { CM19 96[M]=1}

[ ] 98weeks [ CM20 36[NI=1 )
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HE ZX| %= _PHASEO

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
oo -1Y -2Y -3Y -4y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion
B3 o 28 6%
Lk Eb Indieation
Cubacis M Days | CYP _DHN3] )
{ CYP_IN[CT0:0] )
o Days | WFR_DIMN3] §
TS | WEFR_IMN[C100] 3
T Days { PRO DIM3] }
= { PRO_INIC100)] }
e R Days { MET D{MN3} )
1 MET IN[CTDD] )
Days { LIT_D{N3] )
A INICIIM”
E QI (eCRF H) Anti PLT 58 _PHASE1
. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HFE o Baseline
ST o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9y -10Y Event completion
* | Anti-Platelet Medication
ECH AR BN BEME B MEE Ale WU 80 TP AR A ST =L

AEC
u Al Plate %
{ ANPLT MED[MN]
=[1=hspirin|2=C|
opidogrel| 3=Aspl
1m+tlop|dag|\ei
HEA|4=Prasugr
el|S=Ticagrelor|6
=Cilostazel|T=Ticl
opidined=Triflus
alj9=Antl-Platelet

Other] )

A B 2|

o

HE cnagl BHEA] =@ o) T0 ARR A D S MG 2] uELC)

: - b

T On-golng

{ ANPLT MED O { ANPLT 5D{D) )

Icza1 )

L AMNPLT OMN[N]=

1}

[ ANPLT ED[D] )

{ ANPLT R[C50])

LET MR
{ ANPLT QiM]={1
=8W WS-
7Ep BES|3=4
& W EEa=2

2

§ ANPLT QS5[C50)

1
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EHQIE (eCRF B) T YE Al 5&_ Anti HT_PHASE1

Ho

. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

| #| Medication/Therapy

|uirw4~|n§' |
ojx | |

[ Ne L ] av sy ] &v mE ] e
6. Alpha Blockers [CME BT[M]=1) (CM& 3¥_1[Mj=1 {CME 4¥ 1[M]=1 [ CM&5Y 1JN]=1 [CME &Y 1[M]=1 {CME T¥ 1[M]=1 [CME BY 1{N]=1

) ] ] ) I }

[ Mo mEL WEL ] s 8 L ] 8y
7. Beta Blockers [CMT7 BT[(M]=1) (CM7 3¥_1[M}=1 {CM7 4¥ 1[M|=1 [ CM7 5Y 1IN]=1 [ CM7.6Y 1[Mj=1 {CM7 T¥ 1[N]=1 [ CM7 EY 1{N]=1

) ] ] ) I }

[l Na e [ 4% [5¢ [ ¥ O ] &Y
8. ACE Inhibitors [ CME 9T[N|=1) ([ CME 3¥ T1[M|=1 { CME4Y 1[M]=1 {CM& SY 1[N]=1 [ CM8 6Y 1[N]=1 {CME_TY¥ 1[N]=1 [ CME BY 1[N]=1

) 1 } ! ) ]

[ Mo W ] 4y 5 ] 6y ki mE
{CMS 97[M]=1) (CM3_3Y 1[M}=1 {CM9.4Y 1[N]=1 (CMI5Y 1[N]=1 (CM3I 6Y 1[NI=1 {CM3 7Y 1[N]=1 (CM3I_BY 1[N]=1

9. Anglotiensin Receplar
Blockers

) 1 } ' ¥ ]

[ No BEL ] av s [} &v ™ ] ey
[ CM1D 9T[N]=1) (CM10 3¥ 1[Mi= { CMI0.4¥ T[M]= (CM10.5Y 1{Nj= (CM10_6Y 1[N)= { CPI0 7Y 1[N]= [ CM10 &Y 1|N]=

10, Caleluim Channel
Blockers
T 1) 1) 1) 1) 1)
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oo -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
ISITNM VISIT11 | VISIT12 L. Adverse . Study
v ) PCI Medication SAE | Counclusion .
-9Y -10Y Event completion
|»| Medication,/ Therapy
| e WE A B8 | |
o
] Mo 3y [ 4y 5 ] &Y 7y ] &y
11. Diuretics [CMI1 9T(N]=1) (CMIT ¥ 1[Nj= {CMITAY T[N]=  {CM11 5Y_1INI= (M1 6Y I[Nj= { CMI1_TY_1[N]= [ CM11_8Y_ 1[N)=
1) 1} 1) 1) 1) 1)
[ Mo 3 74 5 ] e¥ ™ mid
[ EM12 97[M]=1) (CM12 3¥ 1[Nl= ({CMI2.4Y 1jN]= ( CM12 5¥ 1[Nj= ( CMI1Z 6¥ 1[Nl= (CMI12 7Y 1[N]= [ CM12_BY 1[N]=
L | T} 1) 1) 1) 1)
[ Mo 3¢ (L O 5¥ ] ¥ o ] &¥
[ CM13 97[M]=1) (CM13 3¥ 1[N}= {CM13.4¥ 1[M]= [ CM13 5¥ 1|Nj= ( CM13 6¥ 1[M)= | CMI13 7Y 1[N]= [ CM13 8Y 1[N]=
1) 11 1) 1) 1) 1)
[ MNa L []ay 5% e ImEL ] &Y
14, Other Anlipids [CM14 9T7|N]=1) [ CM14 3¥ I[M}= | CM14.4Y 1[N]= [ CM14.5Y 1[N]= {CM14.6Y 1[M]= {CM14 7Y 1[N]= [ CM14 8Y 1{N|=
11 1} 1) 11 1) 1)
O Mo [k [ 4y 0O sy 8 o &
[CMI5 97[N]=1) (CMIS 3¥ T{Mj= | CMI5 4¥ T[M]= [ CMIS.SY 1[M]= ( CMI1S 6Y 1[MJ= { CMI5 7Y 10N]= [ CMI15 8Y 1[M|=
1) 1} 1) 13 1} 1)
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| #| Medication,/Therapy
BE U A & E
| o
[l Na 33 [ 4y 5 ] &Y A ] &Y
16. Trimetazidine [ EM16 B7[N]=1) ( CM16 3¥ 1[Mi= [ CMTE 4¥ 1[N]= [ CM16.5Y 1M]= { CM16 6% 1[Mj= { CM1E 7¥ 1[N]= [ CM1E &Y 1[N]=
1) 1) 1) 1) 1} 1)
] Ma [ 3v [ 4y kL ey O ] &
17. Malsidomin [CMI7 97[N]=1) ( CM17 3¥ 1[Ml= {CM17.4¥ 1[N]= [ CMI17 5% 1Nl= ( CM17.6¥ 1[Mi= {CMI7 7Y 1[N]= [ CM17 8Y 1[Nj=
1) 1} 1) 1) 1} 1)
] Na 3w (gL [ 5¥ ] 8¥ 0w ] &Y
18. Oeal Hypoglycemic
Aot [EM18 97[M]=1) (CM18 3¥ 1[Mj= [ CMI1E 4¥ 1[N]= [CMI8 5¥_1[M]= | CM18.6Y T[Ml= [ CMIB 7Y 1[N]= [ CM18.8Y 1N]=
1) 1) 1) 1) 1} 1)
[] Ma [ 3v [ av s 6y il ] 8
19, Ingulin [CM19. 87[N]=1) (CM13 3¥ 1[Mj= {CM19.4Y¥ 1[N]= [ CM19.5¥ 1[Nj= ( CM19.6¥ 1[Ml= {CMI15 7Y 1[N]= [ CM19.8Y 1[N]=
1) 1} 1) 1) 1} 1)
[ Mo 3y [ av O s ] e¥ o (R4
20. Hermone
Pih e i Therhn) [ CM20 97|N]=1) (CM20 3¥ 1[M}= | CM20 4% 1[N]= (CM20 5¥ 1[N]= (CM20.6¥ 1[Mj= {CM20 7Y 1[N]= [ CM20 8Y 1[Nj=
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. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

|®| Study Completion

HEMES 2ERASHI

If Mo, TR

if Mo, primary reason?

I Py, BE. or Other, specify

{ EDTID) )
7 Withdrawal by swhject
[ SCOM_RIM]=1)
{7 Need to take contraindicated drugs
[ SCOM_RiN]=2)
() Lost te Follow-up
[ SCOM RIMN|=3 )
O Protocal violation
{ SCOM _RiM]=4)
(3 Adverse event
[ SCOM RIM]=5 )
() Orther

[ 5COM RiIN]=8)

{ R_SPE[C1000] )

) Ves (Completed) { SCOMINI=1) ) Mo [ SCOMINI=2 |
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. VISIT3 | VISIT4 | VISIT5 | VISIT6 | VISIT7 | VISIT8 | VISIT9 | VISIT10
HIS o Baseline
o™ o -1Y -2Y -3Y -4Y -5Y -6Y -7Y -8Y
VISIT11 | VISIT12 Adverse Stud
(VISITNM) PCI Medication SAE | Counclusion y
-9Y -10Y Event completion

# | Study Completion

HANEHE SERASLM? {7 Yes {Completed) | SCOM_1N]=1) [ Na { SCOM_1]N|=2 )
If Mo, ST { EDT 1D} )

i Mo, primary resson? 7 Withdrawal by subject
[ SCOM_R_1[N]=1)

() Lost te Follow-up

[ SCOM R 1[MN]=2)

(O Other

[ SCOM R 1[N]=6)

i Other, specily

[ R_SPE_1(C200] }
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