;54 5T e A3 T
HjolE] &8 A A

DBY: SME g4 AZZM sXlolM HEFXIEEH SEte

HESd HIHE fleh oo 7209 viE Bl A

Version 1.1 (2025. 12.)

XS 2=7E e AR



= = ||
[ 7]E QEUAFS} coeersssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssassssnsss 3
L AFQTNQ sereesessssssssssssssssssssssssssssasssssssssssssssssssssssssassssssssssssssssssssssssessssssass 3
. BIAIHI Bl TFA] crvsersesssssssesssessnsssssssssssnsssssssssssssssssssssssssssssssessssssssrssssssanes 3
3. ABESF A} L GO AFF} cecreresecnssescsnsussnsessssssssesssssassesssssssscsesssases 4
M. AP MDA T O]E] AT ewrrerrresersssrsssrsssrssenssenssensssnsssnsssssssssssssssssssses 6
L AP NEETIA] T QL ererersressesssersessssssssssssssssssssssssssssssssssssssssssssssssassssssses 6
0. HOJE] TEIR wressssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssissssssssssssssssassses 8
3. H|O]E] B A erereresersssrssrsssrssssssssssssssssssssssssssssrsssssssssssrsssnssssssssssssrsssrsns 12
4, BE GG D TAAF EA comrerssrissrsssrssssssssssssssssasssasssasssassss 14
5., QM ZE BT creeersessresssssssssssssssssssssssssissssssssssssssssssssssssssssssassssessss 15
11 G S; S-S - S RSSO —— 16
1 B2 A AT e 16
0. BIZE LB wirsesrsesenssssesssssrsssssssssssssssisssasssssssssssessssssesssssssasssssssssssresss 50
[V, ELE ceervserossssssssssssssssassssssssassssssssssssssssssssssssssssssssssssssss sssssssssssssssssasssses 62
1. ATOAARF XA - A Q] T] S ceverrersereserssesssususasasasasassssessscsssesesasasasass 62
2. 28 AU T BB ceerseressrsssrsssssssssssssssssssssssssssssssssssssssssssssesssosss 63
3. ANNOLAtEd CRE seeessessssssessesssessssssassssssessssssesssssssssssssosssssssssssssassassassassss 64



—

g =

(=]

el
o

o[ A At

!

t, PACEN)2

o

(o]

o
=

b oATAL

=

|7E-I
AT

E

P

=
=7} R&D At i ch.

o|z 7]

—

—

F

AR

5]

(1) =
X

1.

M0

FololE g

i

—

ol AlO
o

sto] &

b

—

PR A7 =Hof &

F

o

il

N

(2)

L ct.

HI
o0
__o_—_._._

K

ol 370 2 &

T Hlo|H &= otzfel HEol 2[H35

o4

ol Alo
/| o

PACEN

Al w16 (9

=

tél-&l

 =7HATIH

O
0
Tl

0
Ll

il
I[e}

ol
i

o=

g of

T},

—

S

tofoF

7ol =2RRI(EAEX|F) o

FeE Jtyx 2

S+
=S

=

i "Eel=HolH

o

Eol
= T

k=X

w2t ZtE 2|7 HEE ok ololE

JHRlHEE

—

—

2ote| 252
Jof]

[e}
o

=

=
o
aT

TClolH

&l
tof ool &

—

s =y S
Ao

[

Ol A}o
=1

O

=7k TN

PACEN
|

b=t

o

C

7I3XNE| EHE oAl

n
o

=
3

# 0|

2 CHA

iof
il

fril

ol

=

HIBtALE

3

28 Al HIAENI

AH = A

oju

J

K4

K

<r

At 2 H O O H




w
S|
H
i
02
2
>

o
0
lo
=
o2

M

(1) %

HI

= HEXL

-l
i}
S
m
rir
:‘_||:
g'y
Hl
OH

u
pisk
>
o
OII
[0
IR
rir
rO
-l
N
=]
on
2
e
I
[l
e
-
Rl
mu

PACEN ¢4&+cd
atlez Z kst
H==of, e

oiTel AtREA

=] )
AEHCEH 2 HolHs Sh=EHozAT X232l AelE HA
‘PACEN H[O|E 0o[& AHefM’” M Eo| 2t HolE & st=22427

SNMFME PC U HMTS S MBEUCH

[

PACEN & HO|E XI2EYF AX|

HARA At

STEP 1
MNEMF H

* PACEN QU&AHAOHOIEH 2Z2|ZX|EZ|
(https://repository.neca.rekn & 9
2190 - '‘FLHE HFE Sdf
ATDB AMH

(2 HEME]

@ OIojE 2 AH™N

@ IRB 2|1t XM

® A7AZEN

@ O|O|E{O| 8At HOtMFM S

A
STEP 2
AE2HOf| 2] 29|
©
STEP 3
PACEN GOl O|& AHSfA Ei
N7
STEP 4
HMEM4H O|84HE
« PACEN QU&HHTFOOIH 2[ZX|HE
(https://repository.neca.re.kr) & Sl
230 - 'EMM o|BME HRE
Sl =M4d 0|8 oY AHE
h']
STEP 5
Hif2M4H 0|8 5Q S5
(E-mail Z5)
7
STEP 6
=84 &2 2 ol o8 WY W ooy XS)

_4_


https://repository.neca.re.kr
https://repository.neca.re.kr

(2) cliole] &#& Al ®o|Alet

O PACEN &d7oole && Al ofzf Atet2 72l

ol
Rl
N
o
I
r
n

— [

o
2X|2o MY SHE TeXtFA =7
M |

= XMzt AFALY, MEDA (@M 2] HZ: RS-2020-KH096065) 2|
: OO|HE &8ss
HIOIH 28 A i (B2) The data used in this study was originally collected

from TPatient-Centered Clinical Research Coordinating Center,
research(grant number: RS-2020-KH096065) granted by the Ministry
: of Health & Welfare, Republic of Korea.

L Xt2ey HA| what PACEN YA ST HOIH 2
L=/t 2X| | J§Ql0] Ofil H2, PACEN YHQIT OIS AL8E HTZIE
i =2O|LF AR A SO AN 2 Su 3%

i

T
rlo
N
H
ot

2 HOolEL st2st= O XM JHEFEO| H|aig|Mo|l EMo =0}
Yoy 2Moz AIg F| |- oot HEES A HgSel HigzHel SXo=ml
O|&7ts (Bt o =X)

HO|E 0|8 &27|Zt &= | 0l&X= 0|8 27|t LojT

o O L

=
I
©
m
i=)
ol
N
or

2 9 dRAD g YMEIAM S 2 Al GO[E 20| s
Al S0 PACEN AtALEZ|E ZTSIOJOF o0, MEFO|
{49 302 Lol PACEN TEXOIA A2g oHYE A
! (pacen2@neca.re.kr)

n

iRl Sehel BlESN EILE 98 ol
' DBE ATUAR SZo| 2zl FIIAel HAX S5 o
ol
(=]

o o
Lch &% FHMuE S= = o7t £t SIHE = ASUCH

O & dolgf && X|&EAM(Ver 1.0)= ATCOIH &t AFA7L 2520, o|F XEM=
HIE7|Ho2 ddolE Euch HolE AFSAl PACEN l4edfdols 2|lZX[HE|

(https://repository.neca.re.kr)oll Al =[Al HEM 2| X|EME &l T ALZSHAZ| HighL C}

O 7Z|Et dlolg & X|& Mo et 22|Ateh2 pacen2@neca.re.kr £ StEHZASZ i
StXEZ A o727 | F Mol AL C AR U2EI(02-2174-2833)2 2 2 FA|7| H}
Ll C}.

o

I


mailto:pacen2@neca.re.kr

1. AJHEA IOl 290

AT LA TR

1.

(1) diolef 7|2 HE

A °
r g <
. rdﬂua;h.. mr
o .GO
Ko |HO £ : 5
ﬂH_E m@ MMJ &L
_ S 5 © ‘» 10
= S o
LR < T.
i o gy a3 o o
= |2 s Mm "
R ol — fex -
<0 |1 H 5 cthw
| o |0 ol <8y
1= D E )
B. or oy B 2 289
o 703 K ol &~ %
gy 2 -
m | |E :I‘W 525
| zm | o ol 3 2238 %
L_A.rﬂ rum_.u_.c |__AIL|m Ccm._o
x| =2 iy ° A =
.__Aln_ll__Aln__.___—_._ Imﬂ: k_u_n.
AN} 8 < 09 a2l
\)!mll_._.ﬁ_ ~ 8 r.IRplrh
5l K R oAMnOz
€|zt T | | e yls22H
2| Drm (3R Lol 8Es2 e
o S I L s °s | g28:L
mm fo s £ M = Lm.mm m.MmmM
Hmoxarmomumommmo ~ g2 S lE=s5a
~ HJ.o_/_O._LAIO._AO ...._m = 13 s
= 20 | 3T ||| R oo =
Mo ;|2 = < 5 =
ahi : OV TR VY = 2 |z &M
= || F| < F| = © © 5 S
| & R
= | Kl B o 283323
= | oF e e Bog | E £ 28
._Mﬁﬂlrxlﬂ. = B3 mmm.mm
ok | Klo ol |0 |or (0|01 |0 o 9 2ls2g8
R = R|FRO|E 2 | £ 23ExE
O |[U & & x w0
sl 2 ®
=8| rF | = | K RS r
Rk wmh | F| K Mg |t Al
M| %o = Hogpa F0 o
muuu.uu = 2 +
30 Lo
a — O _._._._
5 H|

(2) A7HgntH 7|2 &

= -1 rusoas
R 4 ﬂn_w N 3l o w ol o
o 4 ﬂE____rth_._m._
’ o« ~
%! ol =y
oF | foF R o 2 & o
g | w0 I = MR
w09 e wx b
= oy M_uu_xmou_u_.
=] X _An_ww __A_IA_”_
w |38 | TEH L
B |2 WmWEDLE
] a1 Mmmﬁﬁwo
—_— . < 52
ol mc._Ll..Aou_._.@.@%»m._
o Py K 3
= HToﬂﬂ.mEﬂHmﬁM%
o puHT s MPE
K ﬂwﬁo%aﬁmﬂuigx
[T <y O KO | 27 0 kT <8 Ho 20
S|z e OF X0 s
S [ S
r (WM TR, T
wﬂo_uu.wsﬁ_ﬁu.mo__ﬂ%
._Mﬂl,:_o.__/u\w*%moﬂ
.r.ro*o_.meEo/Hﬂun 3
*%Ao_.ﬁm| %AH_E#L_
<0 T lm % R oE o o
e I B &0
TR TR
moﬁo_lu_A_”_| 05 N
] Kool M <tor AT
of |2 o — &M |~ T X o
— |30 T X oy
.AA_AoH.r.roMl o Mo
=0 Klzrm T o o
20 |z0 T o & OF|om X g
20 = X < o 5 100
R i
%%%emmol_mhmowle
& Do E RO b
o ol i om o = Ko
M M K| o ol © K Ko
4ir
d) B r 5
K| K mﬂ &
K ) 2] oV or
TR i W+ o
on | & Ly
z &




- or 6
i
Ao 2
(%]
or A S
or ™ € 5
po M S £ .
o v 32 ol
N T <& ol
m_.oﬁ - t 0l
go PG ol {
— ~ Al Il
o S - ny &
— orl
W= |28 o o &
W_u 0 B 2 ot - o ul
= W ol ] ol 5 o
= . pill Pl
o T 3 1 Loanl N
mmoous oy om il W
Ry 8 o EET X
B oW s | < mﬂeﬁﬂv:mn M
— T | |sp € ol Of T _o 1 T W I _ ol
Ro& 0 o T
Lo = B 0o Ml o AWl =g =g oor <k S
R Ao Hame . 200 =
< 7rm == _LEIF = N|r||
BoD S, mME pg, PPy s s
10 .A_”_aLILIAIO__._._o_LLIA _.A._._.O.A.A o ¥
& m #0 S |ul %0 A ull IF T0 B0 &0 :L_%mm MM m_w %_u _M .Nm
B = < olM w0 o A1 X 200 =
I oF ok ok foF foF foF o
o T o B ok ok b oF o o ok b o 1 F o ok o ok or =l
LII TO O L0 U0 O L0 T
REw T oo L RRRRRRMN
e o O EFFFFFFFTSTET 2D T T I IO
_I ||||||| a2
ol B ..“_E ol _ OF OF OF OF OF OoF OTEAE
= +|o%OTo_.o_.OTo_.o_.OTOTOTﬂﬂnﬂnﬂﬂﬂmﬂnﬂﬂﬂo_|_M
ol of S|ok ok oF o- of of oF o- of
70 x_.H_)))))))))m,\I/q\a/mm./SQ_\//&
C|(— N 0N < 10D O ™ 0 O ™ ™ ™ ™ ™ ™ ™ v v
<+ <+
i1 B
o] =
R Py
K K
- (o]

ol o] &

lo:

A& (SAP)

_l

A
Al

X SAE

ol

M (protocol)

=1

=

AT A

|

—

S

A e abAlof  CH

=
—

O




2. Hlolel #=

(1) HE MM 7=

O 2 oMol Ha MM Al stXtEA 2|27 =Mat AFAY LaAFH ol EFE 7
2t2l Version 2.02 &St LN HEE st D, Jto|E2lloA HAlstD U= &
2% Fastn gt

O BH 27 vi% 2olT AT SHolE SIS vy YN A, 2 vy
F Aele EHelHES ALSsto] B8 MM SUCE sttel CRF ol U= ZE
=2 st =Helgol 2kl So7HH HFE MAMSIAEHCH

O Ziol=eztel W, smd MM @40 w2k NUNBER= NUM, NOT DONE=2 NDZ} &2 #H=¢
WE AtES HEE MMt SHCE

EZ JI0|Eee 25 o5 F71 8
CRFY Hae 0 CRFY Ha choly

DM (Demographic - .

. DM Eligibility Evaluation IE
Domain)
EX(Exposure Domain) - )

EX Cardiac status CS

B-blocker therapy
VS (Vital Sign) Domain VS Risk Factors RF
Laboratory Test Result LB Mzt OF| M
PROMIS-29, QS
(Questionnaires) Qs Lesion & Procedure LE
Domain
CE (Clinical Event)

. CE Beta Blocker BT
Domain
AE (Adverse Event) Beta Blocker Side

) AE SE
Domain effects
HEHEXAL MH (Medical
° { MH o|zH|g MC
History) Domain
CM (Concomitant or
Prior medication) CM -
Domain




oY

2,540Y

=
o

—_ 2 2 L = —
| <A:>
o

F

=
Al

A32|4

SEES
W 0 % =<
L 1z -
= MWH_O_”_ _._I.__._.I=_|I.H
B g K [
éWM&m iy
o 3 = mm ||_M
o o) ol - <0 g
- ©l o7 (K
Bl “RI|K O *°
SRR NS
._AA._o__”_o_ﬂ__mxn_._A m_lo
K1 oo | = ko m_m %
E_Emom_Amc s
n <0 %0 ww (W
_Ao_n_._:mw_”__.a _._.w_m.x
o oml Ak | o i
A = o s ®
- NEEERE
mio_.,moso -
moau%ah &2
|_.m.__._| L= RO @._o_ﬁ
~ Ol
KO o wl wogo
mﬁ_u WEMM%__.L oo r
:oM = 9 = o
ol ;nmnﬂ._m%o__“_ R
uNEolx ol ,%.r.lwwo
Mw_um_m,ﬂg.;fowux
I—Il HII— )
Moxl_._xom_goﬂxnauﬂmu
Jchchh@gﬂziﬂ%ﬁ
@MQ?%%@#NM&
PPzl = &
Aomouo.ruom 0 i F %
SEa¥ e
~ malgamom_éw
H\meﬁou_AlIHm.__._'_ll_Hm_..nLAT
™ 00| o R s 58
o 10 <k
]
2% |37 . B
» £ g £ 2
2 g 2 = 3 5 o
5 & g5 2 B
i 2 = w
g Ko




O Yuei? AWE
am Screening Follo
= w-u
& Baseline P
HEd VISIT1 VISIT2 | VISIT3 | VISIT4 | VISITS | VISIT6 | VISIT7 EOT
6 12 24 30 42 54
month | month | month | month | month | month
A2 o (+90%
(90 (90 (90 (90 (90 (90
days) days) days) days) days) days)
Medical/Clinical
History (age, sex,
risk factors, clinical
X
Dx, angiographic &
procedural data,
etc.)
Inclusion/Exclusion
X
Criteria
Informed Consent X
Weight, Height X
Echocardiography X X X X X X
Randomization X
Angiographic and
X
procedural data
Vital status X X X X X X X
WBC, Hb, Platelet
X X X X X X
count
LFT X X X X X X
BUN, Creatinine,
X X X X X X
e-GFR
Fasting plasma
total cholesterol, X X X X X X
TG, HDL, LDL
HbA1c, Fasting
X X X X X X
glucose level
NTproBNP, BNP X X X X X X
ECG X X X X X X
HIEFXHERR| X S
=g gol X X X X X X X X
Other Medications X X X X X X X X
SHES A O|MELS
X X X X X X X X
(MedDRA)
At
AL O 2/AHL Y 2 X X X X X X X
)
Clinical Event X X X X X X X
oz H|& X X X X X X
PROMIS-29 X X X X X X X

_’IO_




O 2+ o3
EH I TR
Lo, 9, 291 46 (19 29g, 29 JIT, 2

DM (Demographic Domain)

o (2%F0 58, 8% 12

EX(Expousure Domain) -
B-blocker therapy

1
o
HEIER H2% S8 3, 34 ANY,

!
88 ST B9

Eligibility Evaluation

Inclusion/Exclusion criteria

Cardiac status

Cardiac event, death, MI, Stroke, Revascularization, Hospitalization

VS (Vitan Sign) Domain

7|, 224, BMI, SBP, DBP, PR

Risk Factors

Previous PCl, Previous CABG, Previous MI, Diabetes, CKD,
Previous CVA, Malignancy, hypertension, Peripheral vascular
disease, Dyslipidemia, Family history of CAD

LB (Laboratory Test Result)
Domain

ECG, Echocardiography, WBC, Hgb, Platelet, BUN, Cr, e-GFR,
AST, ALT, Total Cholesterol, TG, HDL, LDL, Fasting Glucose,
HgbA1C, BNP, NTproBNT

=
2
e
2
=

Aspirin, Prasugrel, Clopidogrel, Ticagrelor, Statin, PCSK9 inhibitor,
Calcium channel antagonist, Diuretics, Ezetimibe, ACE inhibitor
or ARB, ARNI, Warfarin or NOAC, Mineralocorticoid receptor
antagonist, SGLT2 inhibitor, Anti-angina medication

Lession & Procedure

PCl, Traget vessel, Segment number, Visually estimated stenosis,
Stent name, Diameter, Length

Beta Blocker

=& AR, 58 717 829, Dose, SE Atw, SH 712

Beta Blocker Side effects

Symptomatic bradycardia, HF aggravation, COPD aggrevation,
Asthma attack, Claudication

CE (Clinical Event) Domain

o|zH|& af R of, 2, 354 OF, A, Y OfF, 3=, J[7H
PRMIS-29, QS (Questionnaires
, ( ) PROMIS-29 HEX|
Domain
Death, = Myocardial infarction, Repeat  Revascularization,

Hospitalization for heart failure, Hospitalization for acute
coronary syndrome, Atrial Fibrillation, Stroke, Any
Hospitalization, Hospitalization for cardiac cause

AE (Adverse Event) Domain

Seriousness Criteria, £&8% HZE3S 2X2H AXY 2,
Intensityh, 3th grade OfF, Relevant Previous disease, Relevant
laboratory / Dignostic test, Outcome, Adverse Event Description

Y3, WYY 05E AR, WY BB +YY, ¥y 3c, B

2 Ay 3

SAEAL MH (Medical History) | 3 2912 QI8 7|2, 7|F A|Zto|M Edzo| M, 2% KX

Domain 2, 19 ol X=0 R, 715 ZYY, 715 ZYILE, 2219
2

CM (Concomitant or Prior le%%l' jtgo_i,% i_f'; =l _I'E;?q E:Z:'E_f)taill _I'E_OLE%EOthi'

medication) Domain ;j M, 4= M HAM, 1€ BY =25+ 5o AIRY, §EH F
=

_’I’I_
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(1) =2l 27 % o|Ax Xz
PACEN &l&td4 Hlo|EH = =2|d 2F 2 o|atx| MelE flal FH7[8F Aoz AlA
H (iICReaT) W HABa7|FX[(e-CRF) #5F Al Xt2HS4EeHData Validation Specification,
DVS)E AdstUEUCCt 11X AAR Hg|, 2xt 7Y HZE Sdll Xtz s Al LFE D
slotn == Molg grel 2F =l 2 Mol HME AldsiR&uUCt.
Hel BF 2
1. AFIAX} D SE0/8 20l
2. WAOIHEE O
']Xl’ 2%— 7|:|I'x| 2T o™ —
3. ApEAH LA B mHA A
— AAHED 2| (System query) ol ay = ol slol Ol A
4. Xt2 US|E HY =0l 9 MY
5. 0| 50| [E Enable/Disabled 7
1. =8 ol & Yo He7t Al FHE|
2Rt @F ZX| OMeE REZE ZX|ZX| AJAOLL, LEXQl HRE
- 0w F2l(Manual query) HojLl= 42 A =20 2 jRY #Hel 2 ==
LY =8 28
O 1xX} F ZX|: Data Validation Specification (DVS)oll Data validation, Event, Calculate
7ls2 AEsto{ HolE & Al HME = U= LFE Z 235} SHUSUICH
- Data validation: = 2 &=0[|X|2t & X| 2= ZAol= Error 7IsS Sall 42 &
2SHK| 2o ™ eCRF7} MEEX L F MYsIUSHCH
- BEvent: & CHatoll Zate|X| 4X|gt gho| == FE FL3tstn, AAIE AKX &
}= M (Not done) HE =Ml eCRF ¥HE 27| 2sl Enabled/Disabled 7|2 AlZ
I re=1 =
- Calculate: 40|, BMI 5 Ct2 =1} ZEsto] 4t MESE 4= Ats AHLkS, cf
2 stzgtel #Helo uel 280| LSRRl B =do| w2l g0l E8EEEE MHESINS
L ct.
O 22X 2F ZX|: Zh o7 7[2S st &% = E foly £ 2ol ofFE = of
MM o7 el E walisto] Hole s AP &L CE
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SAM

1. e AA MY
X EHoIE ZE H4: CAXIHS (SUBINO), BHEH(VISITNM), B2 (VISITDT)
R H
EolE |0 EE | HEYES) YU o | 2O
- T
3 SUBJNO CH & X =
€ | VISITNM SEy String
il
N VISITDT gEa YYYY-MM-DD Date
[DM] ICF Signed | 1=Yes
1 ICFSTAT o Integer
- 0=No
2 ICFDTC [DMJ ICF Signed YYYY-MM-DD Dat
- - ate
date A|HS2|Y
[DM] 273
3 DMDTC X Azol YYYY-MM-DD Date
[DM] Date of
4 DMBRTHDTC Birth YYYY-MM-DD Date
ir
5 DMAGE [DM] L}O] Integer | 3
T1=YEARS
2=MONTHS
6 DMAGEU [DM] L}O| Bkl | 3=WEEKS Integer
4=DAYS
DM 5=HOURS
(Demographic 1=MALE
Domain) 7 DMSEX [DM] && 2=FEMALE Integer
9=UNKNOWN
0=H|Z A%t
8 DMSMK DM] 9 8 | 1=0tHSHXt Integer
2= S IRt
DM] E¢ O£
9 DMSMKUK [OM] | 1=Unknown Integer
Unknow
[DM] St&
10 | DMSMKCIPD soiz o) Integer | 3
DMSMKCIPD [DM] St&F
11 . 1=Unknown Integer
UK S Unknown
[DM] &¢17|2t
12 | DMSMKDUR Integer | 3
(year(s))
DMSMKDUR | [DM] && 7|zt
13 1=Unknown Integer
UK Unknown
[DM] =¢7| 7t
14 | DMNSMKDUR Integer | 3
(year(s))
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e H
EHjoly HaE | HAMEES) Y8 Zo|
d= 2%
DMNSMKDU | [DM] &¢ 7|7t
15 1=Unknown Integer
RUK Unknown
0=HI S FXf
16 DMDRK [DM] 23 & | 1=HSFX Integer
2= ST At
DM] &3 O ¥
17 DMDRKUK Ml == 2+ 1=Unknown Integer
Unknown
1=2F
2=%F
18 | DMDRKCAT [DM] €3&F | 3=¥F Integer
4=9r4ze|
5=2t2l
DM] &3 &/
19 | ovorkcatuk | PMEEST 1 Unknown Integer
Unknown
[DM] 7|2t
20 | DMDRKDUR Integer | 3
(year(s))
DMDRKDUR | [DM] &F7|7t
21 1=Unknown Integer
UK Unknown
22 | DMDRKAMT | DM 13| 252 (Th Integer | 4
DMDRKAMT | [DM] 13| &5
23 1=Unknown Integer
UK Unknown
[DM] Date of
index myocardial
24 DMMIDTC _ _ YYYY-MM-DD Date
infarction
diagnosis
[DM] Specific
diagnosis of 1=STEMI
25 DMSPECMI | . . Integer
index myocardial | 2=Non-STEMI
infarction
[DM] Final 1=PCl
treatment for | 2=CABG
26 DMFTRETMI | | . . Integer
index myocardial | 3=Medical treatment
infarction 4=0thers
27 | DMCABGDTC | [DM] CABG date | YYYY-MM-DD Date
[DM] Final
treatment for
DMFTRETOT | . : ;
28 index myocardial String
HER . .
infarction -
Other specify
BERETE
L [RD] 2=45ddEH
Randomizati o N o
29 | RDCENTER | Randomization | 3=Z24=ZCistmH
on 53 o2 | 4=ZFenyY
5=A3Htns g

_’|7_




B B
cheold HaH B~ A (TH) I 4o
d= 2%
6=112{CH R R
7=EHNZH
8=m M2t E Y
O=AMEHH
10="8eIEH
1=g&stu g3
R=fFME2tAHY
13=0|CH S E ¥
14=CIX|CH LAtEHEH
15=Meistun g
1T6=TSR st EH
17="F o=H&
18=H|FCHSt i H 2l
19==MOistu H Y
20=3 st n A
2Q1=350stn ¥
[RD]
30 RDSTEMI Randomization | 1=STEMI Int
nteger
A2 ZAO| %A | 2=Non-STEMI 9
STEMI
[RD] 1=Carvedilol
31 | ROBETATYPE Randomization | 2=Bisoprolol Int
nteger
HIEFSHEER| O] | 3=Nebivolol 9
35 4=0ther
[RD] o
oo 1=Arm A: Discontinuation Group
32 RDARM Randomization = Arm B: Continuation G Integer
HH@E =Arm b: Continuation roup
S SUBJNO CHA R} S
S | VISITNM e o String
H
R VISITDT BEY YYYY-MM-DD Date
PN
33 EXDECOD (X BEg Stri 100
rin
I 9
EX] &=
EX(Exposure | 34 | EXCLASCD [EX] :: m String | 4
Domain) - [EX] S5 AR
B-blocker 35 EXSTDTC YYYY-MM-DD Date
Start date
therapy [EX] X S2Y
36 EXENDTC YYYY-MM-DD Date
End date
EX] X S5 .
37 | EXENDTCND sicrole =3 ls Integer
EX] 1Y =xfzt
38 | Exposg | N T=® Float | 54
(Daily drug dose)
39 EXDOSU [EX] ST EH String | 2
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Eligibility
Evaluation

rE rg
4> rE ofm ok for 4%

SUBJNO

VISITNM

String

VISITDT

YYYY-MM-DD

Date

N
o

IEINC1

[IE] Inclusion
Criteria - 2t
19A4| Of 4

T=Yes
0=No

Integer

41

IEINC2

[IE] Inclusion
Criteria -

T=Yes
0=No

Integer

42

IEINC3

[IE] Inclusion
Criteria -
A0
I

[ba
~ o
o g_
of

OF mjo rr o
= oy

>

|0
tu
=

10
Il

L

om 2
jo & I |
i
o

Ar o
oo B

rir

At

fac)

T=Yes
0=No

Integer

43

I[EEXCT

[IE] Exclusion
Criteria - &%

M2ZM 03

T=Yes
0=No

Integer

44

I[EEXC2

[IE] Bxclusion
(riteria -
Mo Xjzge
20| Qi At

T=Yes
0=No

Integer

45

I[EEXC3

[IE] Exclusion
Criteria -
H| EFXHEER]| Off

=717F A= &

T=Yes
0=No

Integer

_19_




B B
chQld Hoa =T AYLE . 20|
HE #3
[IE] Exclusion
Criteria - 7|CH
oFo| 1 1=Yes
46 IEEXC4 Integer
olLhoIALt | 0=No J
AMA A ZNME
s = g2 8%
[IE] Exclusion
47 IEEXCES Criteria - 1=Yes Int
nteger
A S0] & | 0=No 9
X}
[IE] Exclusion
. 1=Yes
48 IEEXC6 Criteria - YAHE Integer
o AoHd 0=No
X T I1T T
[IE] Exclusion
Criteria - &3
M71s Zof 1=Yes
49 I[EEXC7 Integer
(ZHOtEIL | 0=No 9
HAE < 30
ml/min/1.73 m2)
[IE] &
A &A=
ME/ARl Z7IE0 | 1=Yes
50 IEELIGIBLE P Integer
ggstd 2 | 0=No J
UMAIAO E
7tseLnt?
51 I[EDROPDTC [IE] Bt YYYY-MM-DD Date
1=A1 A7 52 H3
of A%
2=NMF/NQ Z|ES gt
IEDROPREAS LHAE 482
52 [E] 22ty | 5 o . | Integer
ON 3=QUAAIY EEol S Al
MAXLZE AHAIHZ SXIG
O{Of oLt EEHSHE AL
4=7|E}
IE] EEtALR .
53 | IEDROPSPEC | Lo =T String
7|E} - Specify
S SUBJNO CH AR} &
E
- VISITNM gre gy String
Eligibility | &
. A VISITDT g2l YYYY-MM-DD Date
Evaluation T
(PT V4.0) [IE] Inclusion
- T=Yes
54 IEINC1V4 Criteria - TF 0=N Integer
=No
194 Ol &
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40 r&
ot

55

[EINC2V4

[IE] Inclusion
Criteria -

T=Yes

0=No

Integer

56

[EINC3V4

[IE] Inclusion
Criteria -

| AL AlOf

I

oo
0.

ozt
2
of

OF mjo rr O
R oy

>
4

|0
tu
=

{om }
8
do
E
-

o
St Jn |

HAr po

Ot

L

O
10
i
ot

30
rr
Rl

T=Yes
0=No

Integer

57

[EEXC1V4

[IE] Exclusion
Criteria - &4
MIEEM ol

T=Yes
0=No

Integer

58

[EEXC2V4

[IE] Exclusion
Criteria -

T=Yes
0=No

Integer

59

[EEXC3V4

[IE] Exclusion
Criteria -
Hi| EFXEEK| Off

=717 A= &

T=Yes
0=No

Integer

60

[EEXC4V4

[IE] Exclusion
Criteria - 7|CH
o{Fol 14
O|L{O[ AL}

T=Yes
0=No

Integer

_2’|_




e H
Enjoly HaE | HSYES) agug 2ol
d= 2%
ASA A =2 M
E ME = g2
ks
[IE] Exclusion
61 IEEXC5VA Criteria - 1=Yes Int
nteger
AAS0] e | 0=No 9
oA}
[IE] Exclusion
L 1=Yes
62 I[EEXC6V4 | Criteria - YAHE Integer
o Aod 0=No
X TIT T
[IE] 2
A| S T AFR} =
63 |IEELIGIBLEV4 HB/R2 ZIE | 1=Yes Int
I nteger
stetstol 2 | 0=No 9
Ao EHA
tse b
IEDROPDTCV
64 A [E] B YYYY-MM-DD Date
1=Alg OHeA7 52 H3|
o 3o
2=MF/H e 7[F2| ftto]
IEDROPREAS HHE 82
65 [E] a2ty | 5 o . | Integer
ONV4 3=RHAIE EHEO S AH
MAXZL LHAREE SX|SH
OlOF ICtD WEISH: Z2
4=7|E}
IEDROPSPEC IE] EEAR
66 [E1 = Tr String
V4 7|E} - Specify
S | suBINO CHAMRHH S
E
t‘: VISITNM gre gy String
ES VISITDT gEo YYYY-MM-DD Date
] 1=Asymptomatic
[CS] Cardiac .
67 CSSTAT 2=Stable angina Integer
Status )
3=Unstable Angina
Cardiac [CS] Clinical 1=Yes
68 | CSCLIEVTYN Integer
status Events 0=No
) 1=Yes
CSCARDEVTY [CS] Cardiac
69 0=No Integer
N Events
9=Unknown
[CS] Cardiac
CSCARCDEA , ,
70 ™ Events - Cardiac | 1=Cardiac Death Integer
Death
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[CS] Cardiac
CSCARNCDE ,
71 ATH Events - Non - | 1=Non-Cardiac Death Integer
Cardiac Death
[CS] Cardiac
72 CSCARMI 1=MI Integer
Events - Ml
[CS] Cardiac
1=Target-Vessel Ml
73 | CSCARMITYP Events - Ml Integer
2=Non-Target-Vessel Ml
Type
CSCARSTRO [CS] Cardiac
74 1=Stroke Integer
KE Events - Stroke
[CS] Cardiac
Events - 1=Target-Lesion
75 CSCARTLR . o Integer
Target-Lesion Revascularization
Revascularization
[CS] Cardiac
Events - 1=Target-Vessel
76 CSCARTVR o Integer
Target-Vessel Revascularization
Revascularization
[CS] Cardiac
Events - Any 1=Any Vessel
77 CEREVAS . Integer
Repeat Revascularization
Revascularization
[CS] Cardiac
CSCARANYH o
78 08 Events - Any 1=Any hospitalization Integer
hospitalization
[CS] Cardiac
Events - T .
CSCARHOSF S 1=Hospitalization for cardiac
79 Hospitalization Integer
ORCARD ] cause
for cardiac
causes
[CS] Cardiac
Events - 1=Hospitalization for heart
80 CSCARHF o . Integer
Hospitalization | failure
for heart failure
[CS] Cardiac
Events -
Hospitalization | 1=Hospitalization for acute
81 CSCARACS Integer
for acute coronary syndrome
coronary
syndrome
S CHAFRIEH &S
VS (Vital ; SUBJNO HeA A=
gign)' Q VISITNM LEY String
Domain N VISITDT L= YYYY-MM-DD Date
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o HE
sy | D EaY | H2d9Ese) agug ow | 2O
- L
[vS] &33d=
82 VSDTC 2 Ap2l YYYY-MM-DD Date
[VS] &33d=
83 VSSTAT 0|z A 1=YES Integer
VS] ME(em
84 VSHEIGHT [ ]( Stem) Float 32
cm
[VS] &1%&(cm)
85 | VSHEIGHTND Not d 1=Not done Integer
ot done
86 VSWEIGHT vs] H&(Kg) Float 3.2
(kg)
VS] MBS (K
87 | VSWEIGHTND Vs H&(Kg) 1=Not done Integer
Not done
88 VSBMI Vs HEExis Float 3.1
(kg/m?) '
89 VSSYSBP vs) 571 28 Integer | 3
(mmHg)
90 | VSSYSBPND Vs +57] 2 1=Not done Integer
Not done g
91 VSDIABP sy ojg7l =g Integer | 3
(mmHg)
[VS] o|&t7| et
92 | VSDIABPND Not d 1=Not done Integer
ot done
93 VSPULSE vVs] = Integer 3
(beats/min) 9
[VS] T Not
94 | VSPULSEND q 1=Not done Integer
one
s SUBIJNO CH AR S
S | VISITNM CIEe String
il
N VISITDT E i YYYY-MM-DD Date
ES
[RF] Previous 1=Yes
95 RFPCIYN o Integer
PCI O£ 0=No
[RF] Previous 1=Yes
96 | RFPRECABGYN CABG Ol 0=No Integer
[RF] Previous Ml
. T=Yes
. 97 RFPREMIYN | (Index MI is not Integer
Risk Factors ) 0=No
included)
[RF] Diabetes 1=Yes
98 RFDIABYN Int
nteger
o £ 0=No
1=Diet onl
[RF] Diabetes y
99 | RFDIABSPEC Control =2 2=0HA Integer
ontrol &
h 3=Insulin
RF] Diabetes
RFDIABSPEC [RF] Di ~ 2=0HA
100 Control 3% , Integer
DUP 3=Insulin

EF= M3
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e H
EHQIE H- b G ) IAYLYE Zo|
d= 2%
1=Yes
101 RFCKDYN [RF] CKD O£ 0=N Integer
=No
[RF] Previous 1=Yes
102 | RFPRECVAYN Integer
CVA O & 0=No
[RF] Malignancy
within the past
12 months
) 1=Yes
103 | RFMALIGYN (excluding 0=N Integer
=No
non-melanoma
skin cancer)
o
[RF]
. T=Yes
104 RFHTNYN Hypertension Integer
o 0=No
o
[RF] Peripheral
) 1=Yes
105 RFPADYN vascular disease Integer
o 0=No
of &
[RF]
o . 1=Yes
106 | RFDYSLIYN Dyslipidemia Integer
o 0=No
of &
[RF] Family
. 1=Yes
107 | RFCADFHYN | History of CAD Integer
o 2=No
g
°© SUBJNO CHAAH
E
; VISITNM Hra g String
N VISITDT Lz YYYY-MM-DD Date
[LB] ECG Not
108 | LBBECGND 1=Not Done Integer
Done
109 | LBBECGDTC [LB] ECG Date | YYYY-MM-DD Date
1=Sinus
LBBECGRHYT [LB] ECG 2=Atrial Fibrillation
110 hvth _Atrial f Integer
LB(Laboratory HM Rhythm 3=Atrial flutter
Test Result) - 4=0Other
] [LB]If Artial
Domain LBECGARTIA o 1=Paroxysmal
111 Fibrillation or . Integer
LTYP . 2=Persistent
Artial flutter,
[LB]
LBECHOPERF ] 1=Performed
112 Echocardiography Integer
OMED 0=Not Performed
Performed Of&
[LB]
LBECHOLVEJ | Echocardiography
113 o Float 3.1
ECFRAC LV Ejection

Fraction (%)

_25_




B H =
EHelE |0 ERE | EREEES) YU om |20
— T
[LB]
114 | LBECHODTC | Echocardiograph | YYYY-MM-DD Date
y Date
[LB] &d
115 LBDTC ZApel YYYY-MM-DD Date
[LB] Hed AA
116 LBSTAT ol 1=Yes Integer
[LB] WBC
117 LBWBC (e X)) Float | 4.2
(103/uL)
[LB] WBC
118 | LBWBCND (a1 £=X) | 1=Not Done Integer
Not done
LB] Hgb (2
119 LBHB [ L gb (B Float | 4.2
=X) (g/dL)
LB] Hgb (2
120 |  LBHBND [A] 95 (B3 4 _Not Done Integer
ZX|) Not done
[LB] Platelet
121 LBPLTND (@A® =X]) | 1=Not Done Integer
Not done
[LB] BUN
122 LBBUN Float 4.2
(mg/dL)
[LB] BUN Not
123 LBBUNND 1=Not Done Integer
done
[LB] Platelet
124 LBPLT (2 ) Float | 4.2
(103/uL)
[LB] Cr (BH
125 LBCRT A2 OFE[H) Float | 4.2
(mg/dl)
[LB] Cr (BH
126 | LBCRTND | AOtE|l) Not | 1=Not Done Integer
done
[LB] e-GFR
127 LBEGFR (AMAFTH O 1) Float 4.2
(mL/min/1.73m?2)
[LB] e-GFR
128 | LBEGFRND | (MAFTH|O]1tE) | 1=Not Done Integer
Not Done
[LB] AST (SGOT)
129 LBAST Float 4.2
(Iu/L)
[LB] AST (SGOT)
130 LBASTND 1=Not Done Integer
Not Done
[LB] ALT (SGOT)
131 LBALT Float 4.2
(lu/L)
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ﬂ-JF AL AL o ﬁ-JF 1
e HeH B (THR) 3 on Zo|
[LB] ALT (SGOT)
132 LBALTND 1=Not Done Integer
Not Done
[LB] Total
133 | LBTOTCHOL Cholesterol Float 4.2
(mg/dL)
[LB] Total
LBTOTCHOL
134 ND Cholesterol Not | 1=Not Done Integer
Done
[LB] Triglyceride
135 LBTG (EdXEh Float | 4.2
(mg/dL)
[LB] Triglyceride
136 LBTGND (BE4X8H Not | 1=Not Done Integer
Done
[LB] HDL (2=
137 LBHDL ZHAHE) Float | 4.2
(mg/dL)
[LB] HDL (2=
138 | LBHDLND | 22 2AHE) Not | 1=Not Done Integer
Done
[LB] LDL (M2 =
139 LBLDL SHAHE) Float | 4.2
(mg/dL)
[LB] LDL (M2
140 | LBLDLND | Z2|£HE) Not | 1=Not Done Integer
Done
[LB] Fasting
141 LBFBS Glucose (8= Float | 4.2
23 (mg/dl)
[LB] Fasting
142 LBFBSND Glucose (85 | 1=Not Done Integer
S EhH Not Done
143 LBHBA [LB] HgbA1C (%) Float 3.2
[LB] HgbA1C
144 LBHBAND 1=Not Done Integer
Not Done
[LB] BNP
145 LBBNP Float 5.2
(pg/mlL)
[LB] BNP Not
146 LBBNPND 1=Not Done Integer
Done
[LB] NTproBNP
147 LBNTBNP Float 5.2
(pg/mL)
[LB] NTproBNP
148 | LBNTBNPND 1=Not Done Integer
Not Done
ol CHAMRIH &
arat o = SUBJNO At
£ VISITNM L= String

_27_




ﬂ-JF A A o ﬂ-JF 1
we | BTE | HREBES) agy oy |2
Gl
N VISITDT Y= YYYY-MM-DD Date
ES
149 MIVISITT [MI] Visit 1 0|2 | 1=Yes Integer
M oIE EE | (#2 92)0=No (
=Yes (A =)|0=No
150 | MICONTINUE | CHH| %2 AR |~ " ° Integer
Wz o | © *F)
[MI] Antiplatelet
151 MIANTIUK 1=UK Integer
agent unknown
[MI] Aspirin AF& | 1=Yes
152 | MIASPIRINYN o Integer
O:|—|— 0=No
153 MIPRASIGRE [MI] Prasugrel 1=Yes Int
nteger
LYN ME OF 0=No J
154 | MICLOPIDYN [(MI] Clopidogrel | 1=Yes Int
nteger
AHg o | 0=No 2
155 MITICAYN [MI] Ticagrelor | 1=Yes Int
nteger
AL o2 | 0=No ?
[MI] Other
MIOTHMEDI .
156 UK medications 1=UK Integer
unknown
[MI] Statin At | 1=Yes
157 | MISTATINYN Integer
o5 0=No
MISTATINNA | [MI] Statin Drug ,
158 String
ME name
MISTATINDO _
159 SE [MI] Statin Dose Float 3.3
[MI] PCSK9
T T=Yes
160 | MIPCSK9YN inhibitor AtE Integer
o 0=No
oF
[MI] PCSK9
MIPCSKINA o ,
161 inhibitor Drug String
ME
name
MIPCSK9DO [MI] PCSK9
162 o Float | 3.3
SE inhibitor Dose
[MI] Calcium
) 1=Yes
163 MICCAYN | channel antagonist 0=N Integer
Agog |
[MI] Calcium
channel :
164 | MICCANAME . String
antagonist Drug
name
[MI] Calcium
165 | MICCADOSE channel Float 33
antagonist Dose
166 MIDIURETICS | [MI] Diuretics | 1=Yes Int
nteger
YN ME O F 0=No J
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MIDIURETICS [MI] Diuretics i
167 String
NAME Drug name
MIDIURETICS [MI] Diuretics
168 Float 33
DOSE Dose
169 MIEZETYN [MI] Ezetimibe | 1=Yes Int
nteger
AL o% | 0=No 2
[MI] ACE
Inhibitor or
MIACEORAR . . 1=Yes
170 Angiotensin Integer
BYN 0=No
Receptor Blocker
AE O F
[MI] ACE
inhibitor or
MIACEORAR , i .
171 Angiotensin String
BNAME
Receptor Blocker
Drug name
[MI] ACE
inhibitor or
MIACEORAR . .
172 Angiotensin Float | 3.3
BDOSE
Receptor Blocker
Dose
[MI] ARNI AFE | 1=Yes
173 | MIARNIYN o Integer
O:|—|— 0=No
MIARNINAM | [MI] ARNI Drug .
174 String
E name
175 | MIARNIDOSE | [MI] ARNI Dose Float 33
[MI] Warfarin or
NOAC
(Rivaroxaban,
) 1=Yes
176 MIWAFYN Apixaban, 0=N Integer
=No
Edoxaban,
Dabigatran) A&
oF
[MI] Warfarin or
MIWAFNAM .
177 £ NOAC Drug String
name
[MI] Warfarin or
178 | MIWAFDOSE Float 33
NOAC Dose
[MI]
Mineralocorticoid
1=Yes
179 MIMRAYN receptor Integer
0=No

antagonist A2

ol &
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(MI]
Mineralocorticoid
180 | MIMRANAME receptor String
antagonist Drug
name
(MI]
Mineralocorticoid
181 | MIMRADOSE Float 33
receptor
antagonist Dose
[MI] SGLT2
o 1=Yes
182 | MISGLT2YN inhibitor AtE Integer
o 0=No
ol &
[MI] SGLT2
MISGLT2NA o .
183 inhibitor Drug String
ME
name
[MI] SGLT2
184 | MISGLT2DOSE | . = . Float | 3.3
inhibitor Dose
[MI] Anti-angina
MIANTIANGI L 1=Yes
185 medication A& Integer
NAYN g 0=No
ol &
[MI] Anti-angina
MIANTIANGI o ~ .
186 medication &F | 1=Nitrate Integer
NANITRATE .
- Nitrate
[MI] Anti-angina
MIANTIANGI . =~ . .
187 medication &5 | 1=Nicorandil Integer
NANICO . .
- Nicorandil
[MI] Anti-angina
MIANTIANGI o -~ . o
188 medication S&F | 1=Trimetazidine Integer
NATRIME . -
- Trimetazidine
[MI] Anti-angina
MIANTIANGI L. ~
189 medication & | 1=Ohters Integer
NAOTHERS
- Ohters
[MI] Anti-angina
MIANTIANGI o .
190 medication String
NAOTHER
Other &A
S | SUBINO CH AP R &
=
; VISITNM LEYH String
N VISITDT Y=g YYYY-MM-DD Date
Lesion & [LE] PCI Sl
_slctol o
Procedure | 191 LEND oo 1=31EAUS Integer
192 LESTDTC [LE] PCI Date YYYY-MM-DD Date
1=Y
(L] es
193 | LEMULTIPCI . 0=No Integer
Multivessel-PCl
9=Unknown
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e H
EHjoly HaE | HAMEES) Y8 Zo|
d= 2%
1=LM
[LE] Intervention | 2=LAD
194 LETARVES Data - Target | 3=LCX Integer
vessel 4=RCA
9=Unknown
[LE] Intervention
LESEGNUMT .
195 X Data - Segment String | 200
Number (1-16)
[LE] Intervention
LESEGNUMU | Data - Segment
196 1=Unknown Integer
K Number (1-16)
Unknown
[LE] Intervention
LEVESTENOS | Data - Visually
197 . Integer 3
IS estimated
stenosis (%)
[LE] Intervention
Data - Visually
LEVESTENOS .
198 estimated 1=Unknown Integer
ISUK .
stenosis
Unknown
[LE] Intervention
199 LESTENT Data - Stent String
name
[LE] Intervention
200 | LESTENTUK Data - Stent 1=Unknown Integer
Unknown
[LE] Intervention
201 | LEDIAMETER | Data - Diameter Float 32
(mm)
[LE] Intervention
202 LELENGTH Data - Length Integer | 3
(mm)
s SUBJNO CH A RFEH
S | VISITNM HrE g String
H
R VISITDT g2 YYYY-MM-DD Date
ES
[BT] Arm
Beta Blocker | 503 | BTABETAYN | AAIE) - Beta | 1=Yes|0=No|9=UK Integer
Block 5& O£
[BT] Arm
BTABETAREA N .
204 c AAET) - Beta String

Block 5& Ats
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CHQH Hoa B~ A (TH) IAYYE 20|
d= 2%
[BT] Arm
BTABETADU N
205 R AAET) - Beta Integer | 3
Block & 7|7t
[BT] Arm
206 BTABETANA | A(A ™) - Beta Stri
rin
ME Block 4= 9
)
[BT] Arm
BTABETADO | A(A|™T) - Beta
207 i Float 3.3
SE Block Daily Total
Dose
[BT] Arm
208 BTBBETANA | B(CHE) - Beta Stri
rin
ME Block 4= 9
(mg)
[BT] Arm
BTBBETADOS | B(CH=w) - Beta
209 i Float 3.3
E Block Daily Total
Dose
[BT] Arm
210 BTBBETASTO | B(CHZ=) - Beta 1=Ves|0=N Int
=Yes|0=No nteger
p Block STt O & J
(mg)
[BT] Arm
BTBSTOPREA )
211 s B(CHZ=) - Beta String
Block St AtR
[BT] Arm
BTBSTOPDU
212 R B(CHZE) - Beta Integer | 3
Block &Et 7|7t
[BT] Arm
213 | BTBDRUGUK ACCHEE) - 1=UK Int
= nteger
HE23H Unknown 9
)
[BT] Arm
214 | BTBDOSEUK A=) - 1=UK Integer
Dose Unknown
[BT] Arm
ACHED) -
215 | BTBSTOPUK —~ 1=UK Integer
beta-block &Et
& Unknown
S SUBJNO CHARPEH S
E
Beta Blocker | Sy i5irym 2o String
Side effects | H
N VISITDT t=d YYYY-MM-DD Date
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216

SENO

[SE] Beta
blocker side
effects - No

1=No

Integer

217

SESYMPBRA
DY

[SE] Beta
blocker side
effects -
symptomatic
bradycardia

1=symptomatic bradycardia

Integer

218

SESYMPBRA
DYPMI

[SE] Beta
blocker side
effects -
symptomatic
bradycardia
(Pace Maker
Implantation)

1=Yes|0=No

Integer

219

SEHF

[SE] Beta
blocker side
effects - HF
aggravation

1=HF aggravation

Integer

220

SECOPD

[SE] Beta
blocker side
effects - COPD
aggravation

1=COPD aggravation

Integer

221

SEASTHMA

[SE] Beta
blocker side
effects - asthma
attack

1=asthma attack

Integer

222

SECLAUDICA
TION

[SE] Beta
blocker side
effects -
claudication

1=claudication

Integer

223

SEOTHERS

[SE] Beta
blocker side
effects - Others

1=0thers

Integer

N
N
N

SEOTHERSSP
EC

[SE] Beta
blocker side
effects - Others
specify

String

O|EH|IE

4% rE ofm ok

SUBJNO

CH &A=

VISITNM

String

VISITDT

YYYY-MM-DD

Date

N
N
(0]

MCOUTYN

T=Yes
0=No

Integer




GRS N o o B
cHoly s Heg HHAE (EH) AYLLE o
IMC] 22 &&E
226 | MCOUTCNT N Integer
AT
227 | MCERYN MC] §=52 | 1=Yes Int
nteger
LE & 0=No 9
IMC] 84
228 | MCERCNT PR Integer
olo o | 1=Yes
229 | MCHADYN | [MC] ¢ Ol& 0=N Integer
=NO
230 | MCHADCNT | [MC] ¢ sl Integer
231 | MCHADDUR | [MC] & 7|zt Integer
S | SUBINO CHAFRFEH
=
; VISITNM gre gy String
N VISITDT #HEA YYYY-MM-DD Date
[QS] Date of
232 QSDTC YYYY-MM-DD Date
Tests
[QS] PROMIS-29
233 QSSTAT Not d 1=Not Done Integer
o one
[QS] PROMIS-29
Q1 - 5=M3% 2 21S
NSHAIIE | 4=t &
234 | QSPROMIST | EE|AHL X E | 3=0{= Hk A= Integer
7|12 ot | 2=HOo| EF
e Ferdeg | 1=18 RE
g = AFHI
[QS] PROMIS-29 | 5=H5] 22X 23
PROMIS-29, Q- BE 4=0k7} S =
Qs 235 | QSPROMIS2 | £EE BHE |3=0= HE E& Integer
(Questionnair REE £ 2=H0| &=
es) Domain A& 1=15 28
[QS] PROMIS-29 | 5=H5] 22X 23
Q3 - HOojz | 4=%47t BF
236 | QSPROMIS3 152 s¢t 3=0l= E& & Integer
AME g = | 2=H0] BF
A& U2 1=18 28
5=8% 2H S
[@s] PROMIS-29 | > = T ¥
Q4 _ Hole 4:_"7_|- OE!E
237 | QsPROMIS4 | T e |30 HE ¥E Integer
o= _oro| sl=
o+ g |20 BE
1=15 28
1=8l=
[QS] PROMIS-29 | 2=E&7
238 | QSPROMIS5 Q5 - L= 3=7t& Integer
FHBE =L | 4=AtF
5=
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[QS] PROMIS-29 1-gle
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239 | QSPROMIS6 3=7t& Integer
CHE Ao
N VEINES
S5
S5=ghet
Of 2{ Lt
=913
[QS] PROMIS-29 o
Q7 - ye | 7=
240 | QSPROMIS7 - 3=7t% Integer
480
oF i3} A=At
H O AN 5:_§Aol_
1_O-I2
—HAO
[QS] PROMIS-29 | 2=E&7
241 | QSPROMIS8 Q8 - L= 3=7t& Integer
OrS0| SHERUCH | 4=XtF
5=gd
[QS] PROMIS-29 | 1=8l&
Q9 - L= W | 2=E&7
242 | QSPROMIS9 NI 3=7t& Integer
FIHXSICtD | 4=KtF
= 2Ch 5=
=813
S] PROMIS-29 | 2=E &
Qspromist | 2] > =7
243 Q10 - L= 3=7t& Integer
° Razg LA | 4=K1F
5=
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—HA O
S] PROMIS-29 | 2=E &
Qspromist | ) > =7
244 1 Q11 - L& 3=7t& Integer
SR VEINES
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- 2=E=7
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2 sjgol gickn | T meger
L 71} A=At
7 s=ety
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[QS] PROMIS-29 »ozx3 aai
SPROMIS1 13 -
246 Q Q N 3= E0|C} Integer
3 7| T TS5
A=1 JZCt
=golct -
5=01%
QSPROMIST | [QS] PROMIS-29 | 1=T3& X it
247 . [ Integer
4 Q14 - mZ5k7] | 2==g "Lt
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[QS] PROMIS-29 | 1=738{ O HX| QCt
15 _ 2=_7|c_:l. :,_E-IE
QSPROMIST Q - f
248 : gty o =z 3=E&O0|C} Integer
A0} RIMCHD | 4=3) 23c
A& 5=01L JZC}
PR -
[QS] PROMIS-29 S —
Q16 - roza dmC}
QSPROMIS1T YHt™o =
249 6 oot 3=E 0|} Integer
= 4=1 2}
JRwEgELY |
- =1
5=04% L&
S] PROMIS-29 | 4=L}%
QSPROMIST (@S] r
250 ; Q17 - L2 3=HE& Integer
SB0 W | 2-F3
=01 E5
1=78] 12| o}
S] PROMIS-29 | 2=x& 13C
QSPROMIS1 [@s] . - f
251 g Q18 - &3t | 3=E&SO0|C} Integer
402 Hct | 4=n) 2
5=01%
1=78] 12| ot
S] PROMIS-29 | 2=x=2 J%C
QSPROMIST [@5] N 509 - f
252 9 Q19 - =HZ | 3=E&0|C} Integer
Fot7| ofz{gct | 4=1f 2Ct
5=049 J™C
1=78] 12| ot
S] PROMIS-29 | 2=x=2 J%C
QSPROMIS? (@] 529 - f
253 0 Q20 - &9l 3=HEO0|C} Integer
=717F {2 ZCt | 4=1f JFCt
5=01 I
S -
[QS] PROMIS-29 i
Q21 - Ct2 -
. 4=E=7
55, | QSPROMIS2 AtEEa B0 3otz
1 s me of 7} =/ Integer
gES &7 2=538
gsct
S] PROMIS-2 =M
QSPROMIS? (@] N 2 > f
255 5 Q22 - 5t N2 | 4=E=H Integer
REE|3=71B
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[QS] PRO_MIS—29 .
Q23 - HA0 5
S e oo 4=EFH
QSPROMIS2 | &= 2E €2
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3 st7] EECt s
x| =L O] e
(HoM St A Al
Zsh
[QS] PROMIS-29 | 5=713]
24 - MRS | 4=C2H
aspromis2 | & TS =7
257 A ot M2 BE | 3=7t8 Integer
258 7| 2=HE
sl =Ct 1=8hAb
[QS] PROMIS-29 -
Q25 - §3 N
SPROMIS2 2o 2=E= J2h
258 | O ol AR 5L 3=E 50|} Integer
5 Ol Ab A =tof| acm) 230
Aot XS
5=01% 2t
g2rrE L7k
[QS] PROMIS-29
Q26 - & ot | 1= X QACt
2g St= O | 2==3 L}
QSPROMIS2 | _Z.° N -
259 6 sS52 &2 Q150 | 3=E&0|C} Integer
oL ¥z 4=1 OFC}
S B 5=09 Ot
grtE LMk
[QS] PROMIS-29 -
Q7 - £ N
o) Asfes |20 S
SPROMIS?2 g SR
260 Q . AHofo] 20fLt 3=E.SO0|C} Integer
- = 4=1f JHC}
X &2 s_oje =i}
Hhob LIk ST e
[QS] PROMIS-29 | 1=M3&{ I HX| QiC}
Qs - £ 2=xg JH™C}
SPROMIS2
261 | @ ; 2o JIAFQ0) | 3-HE0|Ct Integer
Aot X|ES | 4=1 D=t
gASUM | 5=01¢ Q¥
[QS] PROMIS-29 | 0=0
Q29 - Hotel | 1=1
QSPROMIS?2 S5= 2=2
262 9 om0 2 323 Integer
Of A 4=4
HILSIA|ZEL | 5=5
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EHjoly HEY | ERHEES) =LITES 2ol
d= 2%
6=6
7=7
nF? 8=8
9=9
10=10
S | SUBINO CHARHEH S
=
; VISITNM Hra g String
N VISITDT Y=< YYYY-MM-DD Date
[CE] Clinical
263 CESTAT 1=Yes|0=No Integer
Event 24 0f | 9
1=Death
2=Myocardial Infarction
3=Repeat Revasculariztion
4=Hospitalization for heart
failure|5=Hospitalization  for
264 CETERM [CE] At acute coronary syndrome Integer
6=Atrial Fibrillation
7=Stroke
8=Any Hospitalization
9=Hospitalization for cardiac
cause
1=Death
CE (Clinical 2=Myocardial Infarction
Event) 3=Repeat Revascularization
Domain 4=Hospitalization for heart
failure
CE] &=t 5=Hospitalization for acute
265 | CEDECOD (CE] P Integer
At coronary syndrome
6=Atrial Fibrillation
7=Stroke
8=Any Hospitalization
9=Hospitalization for cardiac
cause
266 CEDTC [CE] At 28 Date
1=Yes
267 | CEDEATHYN | [CE] Death O{& 0=N Integer
=No
1=Cardiovascular Death
CEDEATHCA [CE] Death - .
268 2=Non-Cardiovascular Death | Integer
USE Cause of death o
3=Unknown Origin Death
[CE] Myocardial | 1=Yes
269 CEMIYN ; o Integer
Infarction & | 0=No
270 CEMIST [CE] Myocardial | 1=Yes Integer
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Infarction -
0=No
Stent
) 9=Unknown
Thrombosis
[CE] Myocardial
] T=Yes
Infarction -
271 CEMITV ) 0=No Integer
Related with
_ | 9=Unknown
Target Vessel
[CE] Myocardial
Infarction - 1=Yes
272 CEMIPERI Related with 0=No Integer
Peri-procedural | 9=Unknown
Ml
1=Medication only
[CE] Myocardial | 2=Thrombolysis
273 | CEMITREAT | Infarction - Type | 3=PCl Integer
of Tretment 4=Bypass Surgery
5=0ther
[CE] Myocardial
CEMITREATS | Infarction - Type )
274 String
PEC of Treatment
Other specify
[CE] Myocardial
] O=Recovered
275 CEMIAT Infarction - After Integer
1=Death
Treatment
[CE] Repeat
o 1=Yes
276 | CEREVASYN | Revascularization Integer
o 0=No
of &
[CE] Repeat
CEREVASTRE | Revasculariztion | 1=PCl
277 Integer
AT - Type of 2=Bypass Surgery
Treatment
CE] Repeat
[CE] p' . T=Yes
Revasculariztion
278 | CEREVASRTL . 0=No Integer
- Related with
) 9=Unknown
target lesion
CE] Repeat
[CE] p. i 1=Yes
Revasculariztion
279 | CEREVASRTV ) 0=No Integer
- Related with
9=Unknown
target vessel
[CE] Repeat
Revasculariztion | 1=Yes
CEREVASRNT .
280 v - Related with | 0=No Integer
non-target 9=Unknown
vessel
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281

CEHFYN

[CE]
Hospitalization
for heart failure

ol &

T=Yes
0=No

Integer

282

CEHFADM

[CE]
Hospitalization
for heart failure
- Admission via

1=ER

2=0P

3=direct admission
4=0ther

Integer

283

CEHFADMSP
EC

[CE]
Hospitalization
for heart failure
- Admission via

other specify

String

284

CEHFDUR

[CE]
Hospitalization
for heart failure
- Duration day

Integer

285

CEHFMGTUK

[CE]
Hospitalization
for heart failure
- Management

(Unknown)

1=Unknown

Integer

286

CEHFMGTPO
D

[CE]
Hospitalization
for heart failure
- Management
(PO diuretics)

1=PO diuretics

Integer

287

CEHFMGTIV
D

[CE]
Hospitalization
for heart failure
- Management

(IV diuretics)

1=IV diuretics

Integer

288

CEHFMGTIVI

[CE]
Hospitalization
for heart failure
- Management
(IV inotropics)

1=IV inotropics

Integer

289

CEHFMGTMV

[CE]
Hospitalization
for heart failure
- Management

(Mechanical
ventilation )

1=Mechanical ventilation

Integer
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290

CEHFMGTRR
T

[CE]
Hospitalization
for heart failure
- Management

(Renal
replacement
therapy)

1=Renal replacement therapy

Integer

291

CEHFMGTIAB
P

[CE]
Hospitalization
for heart failure
- Management

(IABP)

1=1ABP

Integer

292

CEHFMGTOT
HER

[CE]
Hospitalization
for heart failure
- Management

(Other)

1=0ther

Integer

293

CEHFMGTSP
EC

[CE]
Hospitalization
for heart failure
- Management
(Other specify)

String

294

CEACSYN

[CE]
Hospitalization
for acute
coronary
syndrome O{&

T=Yes
0=No

Integer

295

CEACSTYP

[CE]
Hospitalization
for acute
coronary
syndrome -
Type

1=STEMI
2=NSTEMI
3=Unstable angina

Integer

296

CEACSADM

[CE]
Hospitalization
for acute
coronary
syndrome -
Admission via

1=ER

2=0PD

3=direct admission
4=0ther

Integer

297

CEACSADMS
PEC

[CE]
Hospitalization
for acute
coronary

String
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syndrome -
Admission via
Other specify
[CE]
Hospitalization
for acute
298 | CEACSDUR Integer | 3
coronary
syndrome -
Duration (day)
CE
_[ _] ) 9=Unknown
Hospitalization o
1=Medication only
for acute )
2=Thrombolysis
299 | CEACSTREAT coronary 3=pC]| Integer
syndrome - -
4=Bypass Surgery
Type of
5=0ther
Treatment
[CE]
Hospitalization
for acute
CEACSTREAT coronary .
300 String
SPEC syndrome -
Type of
Treatment Other
specify
[CE]
Hospitalization
for acute 0=Recoverd
301 CEACSAT Integer
coronary 1=Death
syndrome -
After treatment
[CE] Atrial 1=Yes
302 CEAFIB o Integer
Fibrillation 0=No
[CE] Atrial 1=Pre-existing
303 | CEAFIBTYP Fibrillation - 2=New onset Integer
Type 9=Unknown
[CE] Atrial
Fibrillation -
CEAFIBTREAT
304 1 Type of 1=Rate control only Integer
treatment (Rate
control only)
[CE] Atrial 1=Pharmacological
CEAFIBTREAT o ) i
305 ) Fibrillation - cardioversion Integer
Type of (AAD ALE)
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treatment
(Pharmacological
cardioversion
(AAD AL8))
[CE] Atrial
Fibrillation -
CEAFIBTREAT Type of . ) i
306 1=Electrical cardioversion Integer
3 treatment
(Electrical
cardioversion)
[CE] Atrial
Fibrillation -
CEAFIBTREAT .
307 4 Type of 1=AF ablation Integer
treatment (AF
ablation)
1=Yes
308 | CESTROKE [CE] Stroke Integer
0=No
1=TIA
2=Ischemic stroke
CESTROKETY [CE] Stroke - .
309 3=Hemorrhagic stroke | Integer
PE Type .
4=Mixed
9=Unknown cause
[CE] Any 1=Yes
310 CEHOS o Integer
Hospitalization | 0=No
1=ER
[CE] Any
o 2=0PD
311 | CEHOSADM | Hospitalization - ) . Integer
o . 3=Direct admission
Admission via
4=0thers
[CE] Any
CEHOSADM | Hospitalization - .
312 . i String
OTHER Admission via
other specific
[CE] Any
313 | CEHOSDUR | Hospitalization - Integer | 4
Duration (day)
[CE] Any .
CEHOSCAUS o 1=Cardiovascular
314 Hospitalization - i Integer
E 2=Non-cardiovascular
Cause
[CE]
CEHOSCARDI | Hospitalization | 1=Yes
315 ) Integer
AC for cardiac 0=No
cause
CEHOSCARDI [CE] 1=ER
316 o Integer
ACADM Hospitalization | 2=0OPD
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for cardiac ) .
3=Direct admission
cause -
o ) 4=0thers
Admission via
[CE]
Hospitalization
CEHOSCARDI ]
for cardiac )
317 | ACADMOTH String
cause -
ER . .
Admission via
other specify
[CE]
Hospitalization
CEHOSCARDI ]
318 for cardiac Integer | 4
ACDUR )
cause - Duration
(day)
1=HF
[CE]
o 2=ACS
CEHOSCARDI | Hospitalization .
319 ; 3=CCS requiring | Integer
ACCAUSE for cardiac o
revascularization
cause - Cause )
4=Arrhythmia|5=0thers
[CE]
CEHOSCARDI | Hospitalization
320 | ACCAUSEOT for cardiac String
HER cause - Cause
other specify
S | suBINO CH AR S
E
w | VISITNM UHEY String
N VISITDT E i YYYY-MM-DD Date
AEREPORTTY [AE] Report 1=Initial
321 Integer
P Type 2=Follow-Up
AEREPORTDT
322 c [AE] Report Date | YYYY-MM-DD Date
303 AEREPORTSU [AE] Subject N Stri
ubject No. rin
AE (Adverse BINUM ) g
Event) AEREPORTBI [AE] Date of
. 324 ] YYYY-MM-DD Date
Domain RTH Birth
AEREPORTIN [AE] Patient i
325 . String
IT Initials
1=Male
326 | AEGENDER [AE] Gender Integer
2=Female
AEREPORTEN
327 [AE] Enroll Date | YYYY-MM-DD Date
ROLLDTC
AEREPORTAR [AE] Allocated 1=Arm A: Discontinuation
328 Integer
M Group Group

- A4 -




B H
EHelE |0 ERE | EREEES) YU om |20
— T
2=Arm B:  Continuation
Group
1=Results in death
2=Life-threatening
3=Required New or
prolonged inpatient
i hospitalization
[AE] Seriousness )
329 | AESERCRIT o 4=Persistently or Integer
Criteria L
significantly
disability/incapacity
5=Congenital anomaly/birth
defect
6=Medically important
330 AETERM [AE] 2 &Y String
[AE] E&3}
H X H
331 | AEDECOD Tee String
(Diagnosis of
SAE, Full Term)
[AE] Start Date
332 AEDTC YYYY-MM-DD Date
of SAE
[AE] Stop Date
333 AEENDTC YYYY-MM-DD Date
of SAE
1=MILD
334 AESEV [AE] Intensity | 2=MODERATE Integer
3=SEVERE
[AE] 3th Grade
335 AESER o 1=YES Integer
ol &
[AE] Relevant
AERELDISEAS . , 1=Yes
336 previous disease Integer
EYN o 0=No
oF
[AE] Relevant
AERELDISEAS . , ,
337 £ previous disease String
- disease
[AE] Relevant
338 | AERELSTDTC | previous disease | YYYY-MM-DD Date
- Start Date
[AE] Relevant
339 | AERELENDTC | previous disease | YYYY-MM-DD Date
- End Date
[AE] Relevant
340 | AERELONG | previous disease | 1=0n-going Integer
- On going
[AE] Treatment /
341 | AETREATYN o | 1=Yes|0=No Integer
Procedure O}
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[AE] Treatment /
Procedure -
AETREATNA .
342 ME Name of String
Treatment /
Procedure
[AE] Treatment /
AETREATDOS Procedure -
343 i Float 54
E Total Daily Dose
/ Unit
[AE] Treatment / | 1=mg
AETREATUNI Procedure - 2=¢g
344 X Integer
T Total Daily Dose | 3=ml
/ Unit £t 4=0ther
[AE] Treatment /
AETREATUNI Procedure - .
345 . String
TSPEC Total Daily Dose
/ Unit Et2| &AM
[AE] Treatment /
AETREATSTD
346 T Procedure - YYYY-MM-DD Date
Start Date
[AE] Treatment /
AETREATEND
347 T Procedure - End | YYYY-MM-DD Date
Date
[AE] Treatment /
AETREATOG )
348 N Procedure - On | 1=0On-going Integer
going
[AE] Relevant
laboratory / 1=Yes
349 | AELABDXYN . i Integer
Diagnostic test | 0=No
of &
[AE] Relevant
AELABDXNA laboratory / .
350 . . String
ME Diagnostic test -
Name of test
[AE] Relevant
laboratory / )
351 | AELABDXRES . . String
Diagnostic test -
Result
[AE] Relevant
laboratory /
AELABDXRA | Diagnostic test - )
352 String
NGE Normal

Values/Reference
Ranges
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[AE] Relevant
laboratory /
AELABDXDT . .
353 c Diagnostic test - | YYYY-MM-DD Date
sample
collection date
[AE] Relevant
AELABDXPEN laboratory / )
354 ] ) 1=Result pending Integer
D Diagnostic test -
Result pending
1=Fatal/Death
2=Resolved/ Recovered
3=Resolved/ Recovered with
sequelae
355 | AEOUTCOME [AE] Outcome . . Integer
4=Resolving/ Recovering
5=Not Resolved/ Not
Recovered
6=Unknown
[AE] Outcome -
356 | AEFATALDTC YYYY-MM-DD Date
Fatal/Death Date
[AE] Outcome -
357 | AERESOLDTC Resolved/ YYYY-MM-DD Date
Recovered Date
[AE] Outcome -
AERESOISEQ Resolved/
358 ) YYYY-MM-DD Date
DTC Recovered with
sequelae Date
1=NOT RELATED
[AE] &X| 2&-d | 2=UNLIKELY RELATED
359 AEREL . Integer
(Causality) 3=POSSIBLY RELATED
4=RELATED
[AE] Adverse
360 AEDESC event String
description
[AE] Invastigator )
361 | AEINVNAME String 5
Name
[AE] Investigator i
362 | AEINVSIGN o String
signiture
[AE] Date
363 | AEINVDATE YYYY-MM-DD Date
(YYYY/MM/DD)
HEZAL, e SUBJNO CH & RHH =
; E
MH (Medical | & | yi5rnm 4 String
History) =
Domain ES VISITDT gEa YYYY-MM-DD Date




B N ~ B
cheold P HaH B~ A (TH) I o 4o
— a7
MH] 2E9
364 | MHSTAT M 2SS oves Integer
=3 9%
365 | MHREASND MH] 2&= Stri
0j%F AR o
[MH] 288
366 MHDTC Szl YYYY-MM-DD Date
367 | MHDECOD [MH] Z¥3AE String
[MH] 23
368 MHENRF 2012 st YYYY-MM-DD Date
715
1=BEFORE
[MH] 2=AFTER
369 | MHENRTPT Z|EAZHOA | 3=COINCIDENT Integer
Aol MEf | 4=ONGOING
5=UNKNOWN
370 MHSTTRTDT [MH] %X YYY-MM-DD Dat
C x| B e
T=Yes
[MH] 14 OJLf
371 MHTRT 0=No Integer
e /%
9=Unknown
MHFAMTER [MH] 7154 .
372 M o String
373 MHFAMDEC [MH] 7t&& o
oD Ay 3C tring
1=8
-2
[MH] £ °2l1t9| 2
374 MHSREL 27 3=(QhxER Integer
- 4= X| /X 0}
5=X}L4
S SUBJNO CHAF XL S
E
; VISITNM Hra g String
N VISITDT BEY YYYY-MM-DD Date
375 | CMPRDNAM [CM] HEY String
CM] AZER
M 376 | CMCLASCD | | ];f Tr String
(Concomitant |'377 " cMDOSE | [CM] 13] S0i= Float | 53
or Prior 1=mg
medication) 2=g
. 378 CMDOSU [CM] &0 Bt Integer
Domain 3=ml
4=0ther
CMDOSUSPE | [CM] §£0] EH|
379 (M} ] T String
C Other specify
380 | CMDOSFRM | [CM] &2 H& | |~ A8 Integer
=S o cap g
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3=TRO
4=PIL
5=GRA
6=POW
7=SYR
8=EXT
9=ELI
10=LIQ
21=INJ
31=TRA
32=PLA
33=CAT
34=PAS
35=0IN
36=CRE
37=GEL
41=0PH
42=SUP
43=SPR
44=AER
[45=INH
51=INS
52=DIA
81=SAN99=0TH

381

CMDOSFRM
SPEC

[CM] %= MY

String

382

CMDAYFRQ

Integer

383

CMSTDTC

=
o m

YYYY-MM-DD

Date

384

CMENDTC

s}
o 2>
Hu
ne miyo
2 2

YYYY-MM-DD

Date
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¥ B0 el Y MEE HEHSE S 1. B A Mo &olsta = d&uch
el mew sy
_ SUBJNO CH e At =
:‘i VISITNM fals
VISITDT Lz
1 ICFSTAT [DM] ICF Signed Of%
2 ICFDTC [DM] ICF Signed date MHS2|Y
3 DMDTC [DM] I8ty e =T
4 DMBRTHDTC [DM] Date of Birth
5 DMAGE [DM] LtO]
6 DMAGEU [DM] L{O| £k
7 DMSEX [DM] g4
8 DMSMK [DM] E¢ o F
9 DMSMKUK [DM] ¢ O£ Unknow
10 DMSMKCIPD [DM] 3t Sz
11 DMSMKCIPDUK [DM] 3l& EH2F Unknown
12 DMSMKDUR [DM] S¢7|7t
13 DMSMKDURUK [DM] ¢ 7|2t Unknown
14 DMNSMKDUR [DM] =¢7| 7t
15 DMNSMKDURUK [DM] &2 7[Zt Unknown
16 DMDRK [DM] &F O &
17 DMDRKUK [DM] 23 O{§ Unknown
18 DMDRKCAT [DM] 237
19 DMDRKCATUK [DM] & & Unknown
20 DMDRKDUR [DM] 2F7|7t
21 DMDRKDURUK [DM] &F7[Zt Unknown
22 DMDRKAMT [DM] 13| 252
23 DMDRKAMTUK [DM] 12 &F& Unknown
24 DMMIDTC [DM] Date of index myocardial infarction diagnosis
25 DMSPECMI [DM] Specific diagnosis of index myocardial infarction
26 DMFTRETMI [DM] Final treatment for index myocardial infarction
27 DMCABGDTC [DM] CABG date
28 DMFTRETOTHER [DM] Final treatment for index myocardial infarction - Other specify
29 RDCENTER [RD] Randomization &3} 7|2
30 RDSTEMI [RD] Randomization ®Z&M2| A4 STEMI
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31 RDBETATYPE [RD] Randomization HIEtAICHAC| 55
32 RDARM [RD] Randomization HfH =
33 EXDECOD [EX] BEZ3 SMY
34 EXCLASCD [EX] &8 A
35 EXSTDTC [EX] S A|ZrY Start date
36 EXENDTC [EX] X Z=2¢ End date
37 EXENDTCND [EX] X Z2Y SiEeS
38 EXDOSE [EX] 1Y SXHZF (Daily drug dose)
39 EXDOSU [EX] X2 T
40 IEINC1 [IE] Inclusion Criteria - 2t 19A| O|Af
a1 EINC2 [IE] Inclusion Criteria - MZZAAO| A|™HO| AZIQI0] M AZZHAM
ZITHS 2t 13 O] HERXIEHN| X|& X|& 52 X}
45 EING3 [IE] Inclusion Criteria - L&A HAUYCEN [MEE I 0|52
S5 Olslstn At SOl & = U Xt
[IE] Exclusion Criteria - &8 A2ZM 0|2 A|ASH MZEZ=SIHOf A
43 I[EEXC1 MM FEEO| 40% OI2F O|AALE MEEZSIE oF HE A[Y 2HX]|
AQUE X}
44 I[EEXC2 [IE] Exclusion Criteria - &EXMo 2 X zE2 HHO| Y= X}
45 I[EEXC3 [IE] Exclusion Criteria - H|EIXIELH|O] 2717 = A}
[IE] Exclusion Criteria - 7|CH O{HO| 13 O|LHO|HLt RYAAIHAZME
46 IEEXC4 = o oo o
e = g2 4%
47 IEEXC5 [IE] Exclusion Criteria - &&MS0| e 2HAt
48 IEEXC6 [IE] Exclusion Criteria - &I4t2 8 Q5
[IE] Exclusion Criteria - 55 7|5 &0 (AHOtE[Ll HAE < 30
49 IEEXC7 ,
ml/min/1.73 m2)
[E] & A AtE MH™/A Ll 7|&E0 SEsto] 2 &A™ &
50 IEELIGIBLE hS LTt
51 IEDROPDTC [IE] EerY
52 IEDROPREASON [IE] EErALR
53 IEDROPSPEC [IE] E=ALR 7IEF - Specify
54 IEINC1V4 [IE] Inclusion Criteria - 2F 194 0|4
[IE] Inclusion Criteria - A2 ZAQ| A|FO| 40| 28 A2EM
55 IEINC2V4
ZITHS 2t 13 o] 4 HERKEHN X|& X|& ¢ X}
- EINC3VA [IE] Inclusion Criteria - L&A HAYCEN [MEE YD 0|52
S0 Olslistn At S8 & &+ Ae Xt
[IE] Exclusion Criteria - &8 A2ZM 0|2 A|ASH MZEZ=SIHOf A
57 IEEXC1V4 MM AEEO| 40% O O|YAHLE MEUXEZOE oF HE AlAH 2HX|
AQUE Xt
58 IEEXC2V4 [IE] Exclusion Criteria - A 2Mo 2 X g2 #Ha0| Q= A}
59 IEEXC3V4 [IE] Exclusion Criteria - HEIXIEEA|O] 2717 = At
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. o o = SIPNINE=|
0 EEXCAV4 [IE] Exclusion Criteria 7|[|:[|:%0:|;0(t|?11%.j@0_|?_'-H0|7‘| LI A=A
61 IEEXC5V4 [IE] Exclusion Criteria - &2 AS0| U= 2HAt
62 IEEXC6V4 [IE] Exclusion Criteria - Y4Hf X /&
63 EELIGIBLEVA H&fAt= A.J’S/Hlilr;g.f—l_olif‘%o}@ = YA
64 IEDROPDTCV4 [E] &=L
65 | IEDROPREASONV4 [IE] &HEAR
66 I[EDROPSPECV4 [IE] &AL ZIEt - Specify
67 CSSTAT [CS] Cardiac Status
68 CSCLIEVTYN [CS] Clinical Events
69 CSCARDEVTYN [CS] Cardiac Events
70 CSCARCDEATH [CS] Cardiac Events - Cardiac Death
71 CSCARNCDEATH [CS] Cardiac Events - Non - Cardiac Death
72 CSCARMI [CS] Cardiac Events - MI
73 CSCARMITYP [CS] Cardiac Events - MI Type
74 CSCARSTROKE [CS] Cardiac Events - Stroke
75 CSCARTLR [CS] Cardiac Events - Target-Lesion Revascularization
76 CSCARTVR [CS] Cardiac Events - Target-Vessel Revascularization
77 CEREVAS [CS] Cardiac Events - Any Repeat Revascularization
78 CSCARANYHOS [CS] Cardiac Events - Any hospitalization
79 | CSCARHOSFORCARD [CS] Cardiac Events - Hospitalization for cardiac causes
80 CSCARHF [CS] Cardiac Events - Hospitalization for heart failure
81 CSCARACS [CS] Cardiac Events - Hospitalization for acute coronary syndrome
82 VSDTC [vs] €88z FAY
83 VSSTAT [vs] E=5E= O/ZA
84 VSHEIGHT [VS] &1&(cm)
85 VSHEIGHTND [VS] &1&(cm) Not done
86 VSWEIGHT [VS] M & (Kg)
87 VSWEIGHTND [VS] XM= (Kg) Not done
88 VSBMI [vS] MEZX|=+
89 VSSYSBP [vs] ==7| 9¢
90 VSSYSBPND [VS] +==7| €& Not done
91 VSDIABP [VS] O|gt7| d&
92 VSDIABPND [VS] O|2t7] && Not done
93 VSPULSE [vS] 24e}
94 VSPULSEND [VS] 2 Not done
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95 RFPCIYN [RF] Previous PCl O{&

9 RFPRECABGYN [RF] Previous CABG O£

97 RFPREMIYN [RF] Previous MI (Index MI is not included)

98 RFDIABYN [RF] Diabetes 0%

99 RFDIABSPEC [RF] Diabetes Control &

100 | RFDIABSPECDUP [RF] Diabetes Control 3&F (55 X|3)

101 RFCKDYN [RF] CKD O{ &

102 RFPRECVAYN [RF] Previous CVA Oj &

103 REMALIGYN [RF] Malignancy within the Past 12 months (excluding non-melanoma
skin cancer) O &

104 RFHTNYN [RF] Hypertension O

105 RFPADYN [RF] Peripheral vascular disease Of%

106 RFDYSLIYN [RF] Dyslipidemia O£

107 RFCADFHYN [RF] Family History of CAD O{&

108 LBBECGND [LB] ECG Not Done

109 LBBECGDTC [LB] ECG Date

110 | LBBECGRHYTHM [LB] ECG Rhythm

111 LBECGARTIALTYP [LB]If Artial Fibrillation or Artial flutter,

112 | LBECHOPERFOMED [LB] Echocardiography Performed O %

113 | LBECHOLVEJECFRAC [LB] Echocardiography LV Ejection Fraction

114 LBECHODTC [LB] Echocardiography Date

115 LBDTC [LB] Med HAAY

116 LBSTAT [LB] Hed HAA gi2

117 LBWBC [LB] WBC (M ==X)

118 LBWBCND [LB] WBC (#&+ ==X|) Not done

119 LBHB [LB] Hgb (M =X

120 LBHBND [LB] Hgb (&M2 £X]) Not done

121 LBPLTND [LB] Platelet (222t £=X[) Not done

122 LBBUN [LB] BUN

123 LBBUNND [LB] BUN Not done

124 LBPLT [LB] Platelet (BT X))

125 LBCRT [LB] Cr (Ed Y OLE|L)

126 LBCRTND [LB] Cr (&d Z2OFE|E) Not done

127 LBEGFR [LB] e-GFR (AAFTA|0f1tE)

128 LBEGFRND [LB] e-GFR (&IAF+H|0]1HE) Not Done

129 LBAST [LB] AST (SGOT)

130 LBASTND [LB] AST (SGOT) Not Done
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131 LBALT [LB] ALT (SGOT)

132 LBALTND [LB] ALT (SGOT) Not Done

133 LBTOTCHOL [LB] Total Cholesterol

134 LBTOTCHOLND [LB] Total Cholesterol Not Done
135 LBTG [LB] Triglyceride (B8 X&)

136 LBTGND [LB] Triglyceride (58X|¥) Not Done
137 LBHDL [LB] HDL (Y E EAHE)

138 LBHDLND [LB] HDL (2= Z2|2HE) Not Done
139 LBLDL [LB] LDL (NEE S AHE)

140 LBLDLND [LB] LDL (M2 = Z2|2HZ) Not Done
141 LBFBS [LB] Fasting Glucose (&5 €T)
142 LBFBSND [LB] Fasting Glucose (35 &%) Not Done
143 LBHBA [LB] HgbA1C

144 LBHBAND [LB] HgbA1C Not Done

145 LBBNP [LB] BNP

146 LBBNPND [LB] BNP Not Done

147 LBNTBNP [LB] NTproBNP

148 LBNTBNPND [LB] NTproBNP Not Done

149 MIVISIT1 [MI] Visit 1 0| &

150 MICONTINUE MI] O] &= CHH| =2 ALE BE OfR
151 MIANTIUK [MI] Antiplatelet agent unknown
152 MIASPIRINYN [MI] Aspirin A O£

153 MIPRASIGRELYN [MI] Prasugrel At O &

154 MICLOPIDYN [MI] Clopidogrel AF2 Of &

155 MITICAYN [MI] Ticagrelor A& Of &

156 MIOTHMEDIUK [MI] Other medications unknown
157 MISTATINYN [MI] Statin A Of £

158 MISTATINNAME [MI] Statin Drug name

159 MISTATINDOSE [MI] Statin Dose

160 MIPCSK9YN [MI] PCSK9 inhibitor At& O{&

161 MIPCSKONAME [MI] PCSK9 inhibitor Drug name
162 MIPCSK9DOSE [MI] PCSK9 inhibitor Dose

163 MICCAYN [MI] Calcium channel antagonist AH& O &
164 MICCANAME [MI] Calcium channel antagonist Drug name
165 MICCADOSE [MI] Calcium channel antagonist Dose
166 MIDIURETICSYN [MI] Diuretics AtH& O{&
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167 | MIDIURETICSNAME [MI] Diuretics Drug name
168 | MIDIURETICSDOSE [MI] Diuretics Dose
169 MIEZETYN [MI] Ezetimibe AtE OfF
170 | MIACEORARBYN [MI] ACE Inhibitor or Angiotensin Receptor Blocker At& Of &
171 | MIACEORARBNAME [MI] ACE inhibitor or Angiotensin Receptor Blocker Drug name
172 | MIACEORARBDOSE [MI] ACE inhibitor or Angiotensin Receptor Blocker Dose
173 MIARNIYN [MI] ARNI AtE Of &2
174 MIARNINAME [MI] ARNI Drug name
175 MIARNIDOSE [MI] ARNI Dose
176 MIWAEYN [MI] Warfarin or NOAC (Rivaroxaban, Apixaban, Edoxaban, Dabigatran)
Ag o
177 MIWAFNAME [MI] Warfarin or NOAC Drug name
178 MIWAFDOSE [MI] Warfarin or NOAC Dose
179 MIMRAYN [MI] Mineralocorticoid receptor antagonist A& O £
180 MIMRANAME [MI] Mineralocorticoid receptor antagonist Drug name
181 MIMRADOSE [MI] Mineralocorticoid receptor antagonist Dose
182 MISGLT2YN [MI] SGLT2 inhibitor At& Of &
183 MISGLT2NAME [MI] SGLT2 inhibitor Drug name
184 MISGLT2DOSE [MI] SGLT2 inhibitor Dose
185 | MIANTIANGINAYN [MI] Anti-angina medication AF& Of £
186 MIANTIANGINANIT [MI] Anti-angina medication &&F - Nitrate
RATE
187 | MIANTIANGINANICO [MI] Anti-angina medication &/ - Nicorandil
188 MIANTIAMNEGINATRI [MI] Anti-angina medication &/ - Trimetazidine
189 MlANTﬁEl:(SSINAOT [MI] Anti-angina medication &5/ - Ohters
190 MlANTIﬁENISINAOT [MI] Anti-angina medication Other &HA
191 LEND [LE] PCI ST 2=
192 LESTDTC [LE] PCI Date
193 LEMULTIPCI [LE] Multivessel-PCl
194 LETARVES [LE] Intervention Data - Target vessel
195 LESEGNUMTXT [LE] Intervention Data - Segment Number (1-16)
196 LESEGNUMUK [LE] Intervention Data - Segment Number (1-16) Unknown
197 LEVESTENOSIS [LE] Intervention Data - Visually estimated stenosis
198 LEVESTENOSISUK [LE] Intervention Data - Visually estimated stenosis Unknown
199 LESTENT [LE] Intervention Data - Stent name
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200 LESTENTUK [LE] Intervention Data - Stent Unknown

201 LEDIAMETER [LE] Intervention Data - Diameter

202 LELENGTH [LE] Intervention Data - Length

203 BTABETAYN [BT] Arm A(A|@) - Beta Block =& O£

204 BTABETAREAS [BT] Arm A(A|@) - Beta Block =& At{

205 BTABETADUR [BT] Arm A(A|E) - Beta Block 5& 7|t

206 BTABETANAME [BT] Arm A(A|@) - Beta Block d&Y

207 BTABETADOSE [BT] Arm AA|®T) - Beta Block Daily Total Dose

208 BTBBETANAME [BT] Arm B(CHZ=T) - Beta Block d&Y

209 BTBBETADOSE [BT] Arm B(CHZT) - Beta Block Daily Total Dose

210 BTBBETASTOP [BT] Arm B(CH=T) - Beta Block SEF O{ &

211 BTBSTOPREAS [BT] Arm B(CHZE) - Beta Block BEF AtR

212 BTBSTOPDUR [BT] Arm B(CHET) - Beta Block STt 7|7t

213 BTBDRUGUK [BT] Arm A(HZT) - ‘&3 Unknown

214 BTBDOSEUK [BT] Arm A(CHZ=T) - Dose Unknown

215 BTBSTOPUK [BT] Arm A(CHER) - beta-block S 0% Unknown

216 SENO [SE] Beta blocker side effects - No

217 SESYMPBRADY [SE] Beta blocker side effects - symptomatic bradycardia

218 | SESYMPBRADYPMI [SE] Beta blocker side effects - sympt.omatic bradycardia (Pace Maker
Implantation)

219 SEHF [SE] Beta blocker side effects - HF aggravation

220 SECOPD [SE] Beta blocker side effects - COPD aggravation

221 SEASTHMA [SE] Beta blocker side effects - asthma attack

222 SECLAUDICATION [SE] Beta blocker side effects - claudication

223 SEOTHERS [SE] Beta blocker side effects - Others

224 SEOTHERSSPEC [SE] Beta blocker side effects - Others specify

225 MCOUTYN IMC] 2[2f °|=H|E OfF

226 MCOUTCNT MC] 22 &= 3=

227 MCERYN IMC] 85d && OF

228 MCERCNT IMC] S5 && A=+

229 MCHADYN MC] ¥ OfF

230 MCHADCNT MC] 2 ==

231 MCHADDUR MC] 2 712

232 QSDTC [QS] Date of Tests

233 QSSTAT [QS] PROMIS-29 Not done

234 QSPROMIS [QS] PROMIS-29 Q1 - Bf’giﬂ% =o|7L =t= 8 V|2 21 #2
=

g & YsUnh
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HS
235 QSPROMIS2 [QS] PROMIS-29 Q2 - E& £EE TAHE QEE = UFLIW?
236 QSPROMIS3 [QS] PROMIS-29 Q3 - MO 1582 S0 AM™MES & £ A&
237 QSPROMIS4 [QS] PROMIS-29 Q4 - =¥2 EAL 2¥HE2 & = USSP
238 QSPROMIS5 [QS] PROMIS-29 Q5 - L= S22 7Lt
239 QSPROMIS6 [QS] PROMIS-29 Q6 - L= =0tz 2l CtE Zo| &Fst7| of2{glct
240 QSPROMIS7 [QS] PROMIS-29 Q7 - L= HAMO0| L=EHict
241 QSPROMIS8 [QS] PROMIS-29 Q8 - L}= OF20| 2HIACE
242 QSPROMIS9 [QS] PROMIS-29 Q9 - Lt&= LH XtAlO| RIHK[SHCL D =2t
243 QSPROMIS10 [QS] PROMIS-29 Q10 - Lt= 2HZAS =7t
244 QSPROMIS11 [QS] PROMIS-29 Q11 - L= L23UCt
245 QSPROMIS12 [QS] PROMIS-29 Q12 - Lt= 30| gictn “7ZHCt
246 QSPROMIS13 [QS] PROMIS-29 Q13 - 7| Xl XISt =720|Ct
247 QSPROMIS14 [QS] PROMIS-29 Q14 - mL|=3t7| ME0| LS A|&sH7|7F 2l =Lt
248 QSPROMIS15 [QS] PROMIS-29 Q15 - YEHIM oz dotLt X|XMCtD =S 72
249 QSPROMIS16 [QS] PROMIS-29 Q16 - BN o2 AotLt 7| ZIHXIZHES L|77k?
250 QSPROMIS17 [QS] PROMIS-29 Q17 - L{o| £=mo| o
251 QSPROMIS18 [QS] PROMIS-29 Q18 - A3zt =HE F3UCH
252 QSPROMIS19 [QS] PROMIS-29 Q19 - £=HE F 37| of2{RICt.
253 QSPROMIS20 [QS] PROMIS-29 Q20 - &0| E7|7t of2{gCt.
[QS] PROMIS-29 Q21 - CtE AtE=1F BA0 ot 2E o7t 252
254 QSPROMIS21 o e
st7| EECt
255 QSPROMIS22 [QS] PROMIS-29 Q22 - 8} A2 BE 7IF 58 o7 E=Ct
[QS] PROMIS-29 Q23 - A0 st= 2 €& o7 ECH (HONM
256 QSPROMIS23 N L
st= & =3h
257 QSPROMIS24 [QS] PROMIS-29 Q24 - X751t sl 2 2 E &5 o7 St
[QS] PROMIS-29 Q25 - 3 W0 LAd=to| Lot} X[&2
258 QSPROMIS25 WrorA Lt
[QS] PROMIS-29 Q26 - © QHH 22 St= O 8322 259 o=
259 QSPROMIS26 Mg usE WolsL|7h
[QS] PROMIS-29 Q27 - 3 &0 AtZ&s #ojof Lottt X|&S
260 QSPROMIS27 arora L7t
[QS] PROMIS-29 Q28 - &5 W20 ZtAL0| Lot X|&S
261 QSPROMIS28 arora Lt
PROMIS29 [QS] PROMIS-29 Q29 - TFI5t2] 855 YEH o=z OfEH
262 QSPRO HILSIA| 2 L7
263 CESTAT [CE] Clinical Event &4 O£
264 CETERM [CE] AFATE
265 CEDECOD [CE] E&3} AHHYE
266 CEDTC [CE] At 2
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267 CEDEATHYN [CE] Death O{&

268 CEDEATHCAUSE [CE] Death - Cause of death

269 CEMIYN [CE] Myocardial Infarction Of &

270 CEMIST [CE] Myocardial Infarction - Stent Thrombosis

271 CEMITV [CE] Myocardial Infarction - Related with Target Vessel °

272 CEMIPERI [CE] Myocardial Infarction - Related with Peri-procedural Ml

273 CEMITREAT [CE] Myocardial Infarction - Type of Tretment

274 CEMITREATSPEC [CE] Myocardial Infarction - Type of Treatment Other specify

275 CEMIAT [CE] Myocardial Infarction - After Treatment

276 CEREVASYN [CE] Repeat Revascularization 0§

277 CEREVASTREAT [CE] Repeat Revasculariztion - Type of Treatment

278 CEREVASRTL [CE] Repeat Revasculariztion - Related with target lesion

279 CEREVASRTV [CE] Repeat Revasculariztion - Related with target vessel

280 CEREVASRNTV [CE] Repeat Revasculariztion - Related with non-target vessel

281 CEHFYN [CE] Hospitalization for heart failure O£

282 CEHFADM [CE] Hospitalization for heart failure - Admission via

283 CEHFADMSPEC [CE] Hospitalization for heart failure - Admission via other specify

284 CEHFDUR [CE] Hospitalization for heart failure - Duration day

285 CEHFMGTUK [CE] Hospitalization for heart failure - Management (Unknown)

286 CEHFMGTPOD [CE] Hospitalization for heart failure - Management (PO diuretics)

287 CEHFMGTIVD [CE] Hospitalization for heart failure - Management (IV diuretics)

288 CEHFMGTIVI [CE] Hospitalization for heart failure - Management (IV inotropics)

289 CEHEMGTMV [CE] Hospitalization for heart féilu.re - Management (Mechanical
ventilation)

290 CEHEMGTRRT [CE] Hospitalization for heart failure - Management (Renal replacement

therapy)

291 CEHFMGTIABP [CE] Hospitalization for heart failure - Management (IABP)

292 CEHFMGTOTHER [CE] Hospitalization for heart failure - Management (Other)

293 CEHFMGTSPEC [CE] Hospitalization for heart failure - Management (Other specify)

294 CEACSYN [CE] Hospitalization for acute coronary syndrome Of%

295 CEACSTYP [CE] Hospitalization for acute coronary syndrome - Type

296 CEACSADM [CE] Hospitalization for acute coronary syndrome - Admission via

297 CEACSADMSPEC [CE] Hospitalization for acute coronar.y syndrome - Admission via
Other specify

298 CEACSDUR [CE] Hospitalization for acute coronary syndrome - Duration (day)

299 CEACSTREAT [CE] Hospitalization for acute coronary syndrome - Type of Treatment

300 | CEACSTREATSPEC [CE] Hospitalization for acute coronary syndrome - Type of Treatment

Other specify
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301 CEACSAT [CE] Hospitalization for acute coronary syndrome - After treatment

302 CEAFIB [CE] Atrial Fibrillation

303 CEAFIBTYP [CE] Atrial Fibrillation - Type

304 CEAFIBTREAT1 [CE] Atrial Fibrillation - Type of treatment (Rate control only)

305 CEAFIBTREAT? [CE] Atrial Fibrillation.— Ty?e of treatment (Pharmacological
cardioversion (AAD AHE))

306 CEAFIBTREAT3 [CE] Atrial Fibrillation - Type of treatment (Electrical cardioversion)

307 CEAFIBTREAT4 [CE] Atrial Fibrillation - Type of treatment (AF ablation)

308 CESTROKE [CE] Stroke

309 CESTROKETYPE [CE] Stroke - Type

310 CEHOS [CE] Any Hospitalization

311 CEHOSADM [CE] Any Hospitalization - Admission via

312 | CEHOSADMOTHER [CE] Any Hospitalization - Admission via other specific

313 CEHOSDUR [CE] Any Hospitalization - Duration (day)

314 CEHOSCAUSE [CE] Any Hospitalization - Cause

315 CEHOSCARDIAC [CE] Hospitalization for cardiac cause

316 | CEHOSCARDIACADM [CE] Hospitalization for cardiac cause - Admission via

317 CEHOSCARDIACAD [CE] Hospitalization for cardiac cause - Admission via other specify

MOTHER

318 | CEHOSCARDIACDUR [CE] Hospitalization for cardiac cause - Duration (day)

319 CEHOSCUA;iDlACCA [CE] Hospitalization for cardiac cause - Cause

320 CEHOSCARDIACCA [CE] Hospitalization for cardiac cause - Cause other specify

USEOTHER

321 AEREPORTTYP [AE] Report Type

322 AEREPORTDTC [AE] Report Date

323 | AEREPORTSUBINUM [AE] Subject No.

324 AEREPORTBIRTH [AE] Date of Birth

325 AEREPORTINIT [AE] Patient Initials

326 AEGENDER [AE] Gender

357 AEREPORTENROLLD [AE] Enroll Date

TC

328 AEREPORTARM [AE] Allocated Group

329 AESERCRIT [AE] Seriousness Criteria

330 AETERM [AE] 228

331 AEDECOD [AE] &3 A8 Y (Diagnosis of SAE, Full Term)

332 AEDTC [AE] Start Date of SAE

333 AEENDTC [AE] Stop Date of SAE
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334 AESEV [AE] Intensity

335 AESER [AE] 3th Grade O{%

336 AERELDISEASEYN [AE] Relevant previous disease O£

337 AERELDISEASE [AE] Relevant previous disease - disease

338 AERELSTDTC [AE] Relevant previous disease - Start Date

339 AERELENDTC [AE] Relevant previous disease - End Date

340 AERELONG [AE] Relevant previous disease - On going

341 AETREATYN [AE] Treatment / Procedure 0%

342 AETREATNAME [AE] Treatment / Procedure - Name of Treatment / Procedure

343 AETREATDOSE [AE] Treatment / Procedure - Total Daily Dose / Unit

344 AETREATUNIT [AE] Treatment / Procedure - Total Daily Dose / Unit EF|

345 | AETREATUNITSPEC [AE] Treatment / Procedure - Total Daily Dose / Unit Tt &A

346 AETREATSTDTC [AE] Treatment / Procedure - Start Date

347 AETREATENDTC [AE] Treatment / Procedure - End Date

348 AETREATOGN [AE] Treatment / Procedure - On going

349 AELABDXYN [AE] Relevant laboratory / Diagnostic test O £

350 AELABDXNAME [AE] Relevant laboratory / Diagnostic test - Name of test

351 AELABDXRES [AE] Relevant laboratory / Diagnostic test - Result

355 AELABDXRANGE [AE] Relevant laboratory / Diagnostic test - Normal Values/Reference
Ranges

353 AELABDXDTC [AE] Relevant laboratory / Diagnostic test - sample collection date

354 AELABDXPEND [AE] Relevant laboratory / Diagnostic test - Result pending

355 AEOUTCOME [AE] Outcome

356 AEFATALDTC [AE] Outcome - Fatal/Death Date

357 AERESOLDTC [AE] Outcome - Resolved/ Recovered Date

358 AERESOISEQDTC [AE] Outcome - Resolved/ Recovered with sequelae Date

359 AEREL [AE] X 23 (Causality)

360 AEDESC [AE] Adverse event description

361 AEINVNAME [AE] Invastigator Name

362 AEINVSIGN [AE] Investigator signiture

363 AEINVDATE [AE] Date (YYYY/MM/DD)

364 MHSTAT MH] 288 =8 &

365 MHREASND MH] 285 0% Atw

366 MHDTC [MH] 23 FHE =T

367 MHDECOD [MH] 2" 3ACE

368 MHENRF [MH] 283 =els ?e 7[&2

369 MHENRTPT [MH] ZIZAIZEOIA ZEHZHO| SEl
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370 MHSTTRTDTC [MH] %X X
371 MHTRT [MH] 14 Ol X|&2 R&F
372 MHFAMTERM IMH] 753 Aydy
373 MHFAMDECOD [MH] 7538 2 IE
374 MHSREL [MH] 2 Ql1te| A
375 CMPRDNAM [CM] MEZT

376 CMCLASCD [CM] dEEF ZE
377 CMDOSE [CM] 13 B &
378 CMDOSU [CM] F0f £t

379 CMDOSUSPEC [CM] 0] Tt Other specify
380 CMDOSFRM [CM] 2f=2 HH

381 | CMDOSFRMSPEC [CM] 2f=2 HE 4N
382 CMDAYFRQ [CM] 1Y §2F =l
383 CMSTDTC [CM] E0f AR
384 CMENDTC [CM] F£0f S5
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Discontinuation of B-blocker therapy in
stabilised patients after acute myocardial A7
1 infarction  (SMART-DECISION): rationale ﬂx: BMJ Open. 2024;14(8):e086971
T3

and design of the randomised controlled
trial. BMJ Open. 2024;14(8):e086971.
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3. Annotated CRF

EHQIH(eCRF B)

DM (Demographic Domain)

[ visIT1 |

VISIT2 | VISIT3 | VISIT4 |

VISITS | VISIT6 | VISIT?

EOT

sl HTOf A 7 Y
ICF Signed

AoEoI g

s ge Eu
Date of Birth

Age(ZHET &)

hof o

Gender

B0 ¥

4B 2k

B 7T

a0 A1

&5 oz

#52 ER

& i
15 S5

Date of index myocardial
infarction diagnosis
Specific diagnosis of
index myocardial
infarction

Final treatment for index

myocardial infarction

CABG Date

Crther specify;

(O Yes { ICFSTAT[N]=1) O No ( ICFSTAT[M]=0 }
{ ICFOTCID] }
{ DMDTCID] )
{ DMBRTHDTCID] )
BE ( omaGEMS] )
3 YEARS { DMAGEU[M]=1) () MONTHS { DMAGEUM]=2 )
() WEEKS ( DMAGEUN]=3) O DAYS { DMAGEUIN]=4 )
) HOURS { DMAGEU[N]=5 }
3 MALE { DMSEX[N]=1) () FEMALE { DMSEX[M]=2 )
(O UNKNOWN [ DMSEX{N]=% )
O HEEE { DMSME[M]=0 ) O HHBE (| DMSMK[N]=1 )
O HAHBER ( DMSMK[N]=2 )
HEl ( DMSMKCIPD[M3] )
M@Ene] Fe oA SR gURE Uy
yearfs} | DMSMKDUR[N3] )
HHEEE 3% o4 a¥ fier HY
yearfs} | DMNSMKDUR[N3] )
3 HI &R { DMDRE[N]=0 } O 24 SFE { DMDRE[M]=1 )
Oy MASFR ( DMDRE[N]=2 }

(0 25 { DMDRECAT[N]=1] O 95 ( DMDRKCAT[N]=2 )

O ¥ | DMDRKCAT[N]=3 ) O %Z=| { DMDRKCATIN]=4 )
7y 2+2l | DMDRECAT[N]=5 )

yearist { DMDRKDUR[M3] )
[ DMDRKAMTIN4] )

{ DMMIDTC[D] )

{3 STEM| { DMSPECMI[N]=1 ) () Mon-STEMI

{ DMSPECMI[N]=2 )

{ DMFTRETMI[N]=1 )
) CABG

{ DMFTRETMI[N]=2 )

(3 Medical treatment

{ DMFTRETMI[N]=3 }

(3 Others

[ DMFTRETMI[MN]=4

Hed 2 &8 CABG -» PCH-> Medical traatment -> Others

{ DMCABGDTC[D] )

{ DMFTRETOTHER]C] }
Final trestment for index myecardial infarctiondf “Other @ d=2E

e 44 U

POHR A2 F2, lession & procedure data HO1X & BT

[[] Unknown { DMSMEUK[MN]=1 )

[[] Unknown { DMSMKCIPDUK[M]=1 }

[7] Unknown { DMSMKDURUK[NI=1)

[7] Unknown { DMNSMKDURUK[M]=1 }

[ Unknown { DMDRKUK[N]=1 ]

[[] Unknown { DMDRKCATUKIN]=1 )

[] Unknown { DMDREDURUKIN}=1 )

[7] Unknown { DMDRKAMTUKINE=1 )
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EHQIH(eCRF H) | EX(Exposure Domain) - B-blocker therapy

[ viSITt | wISIT2 | WISIT3 | VISIT4A | VISITS | VISIT6 | VISIT7 |

EOT

qew

SH&R 3=

B4 4=y

W Zui

Daily drug dose img/day)

SN 2

{ EXDECOD[C100] )
o7 BE AHH HEers eSO HEEE TIHE U
g | EXCLASCDICA] )
et @k 98 A7) BB BN CHUTS 0 YEyU
{ EXSTDTC[O] )
Last Index M| T 0j% HEIRICHE S80] ATE S7HE 7YY
5.
{ EXENDTC[D] } T HESE | EXENDTCND[N]=1)
{ EXDOSE[N5.4] )
o BB A|H B85 HEASEY 13 & B3E 7y
g | EXDosuc] )

‘g Y. AL7| 4B B ‘mg'7t LY}
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S 0QIH(eCRF H) | Eligibility Evaluation

[ viSIT1 | vISIT2 | VISIT3 | VISIT4A | VISITS | VISIT6 | VISIT? | EOT

* | Eligibility Evaluation
Inclusion Criteria
@ 2194 ol ) Yes (IEINCT[N]=1] (O No { IEINCI{N}=0 )

(Fl-- LR - R y (0 Yes (IEINC2[N]=11 (O Mo { IENC2[N}=D )
glol 249 8238 nohE

W 19 of & sfERRiCEE

T\ Tk B R

@ e AEd dgoigea O Yes { IEINC3[N]=1 ) O No { [EINCI[N]=D')
HmEE NEROSE S
#e] ojqsia AT BB

+ Q=7

Exclusion Criteria

o Ed 4298 olx JE () Yes ¢ IEEXCI[M]=11 (3 Mo ( IEEXCI[N]=0)
B UBEREolS S4W

TE#0] 40% oot ojHH

o MPBESEHE B T A

WA EANE

@ MEeE qREE () Yes { IEEXC2[M]=1) (O Mo ( IEEXC2[M]=0 )
Bo| 2= %}

@ WeEpRCHEo] 87|71 2 (T3 Yes { IEEXC3[M]=1} (O Mo ( IEEXC3I[N]=0)

£ 71 (CHE B Bt ol4hod
sEsle 390 Syol 2
M e ol Hagy
Husel 7| @8 n2s W
4 7cH 35 W WS =
= AR MaENE E R
i BArel T W) e
AR M B 5 e 7|

f== - B

@ 7Ich ofYof 13 ojuw ol () Yes { IEEXC4[N]=1)} ) No { IBEXC4{N]=0 )
g WaAEAEYE o

# 5 §id 3%

® My yEo| o (3 Yes { IEEXCS[M]=11 (O Mo ( IEEXCS[M]=0}
® HuR Y =8 (i Yes { IEEXCA[M]=1) () Mo ( IEEXCE[N]=0)
@ B8 47 B (39 () Yes { IEEXCT[M]=1 )} (O No { IEEXCT[N]=0)

ofEfd Wi < 30
ml/min/1.73 m2)

Bligibility

2 JEdarh By () Yes ¢ IEELIGIBLE[M]=1 )} (O Mo { IEELIGIBLE[M]=0
ZiEe] wEc 2 Yy

oo o 2HsEuUn

gy { IEDROPDTCIDY) }

Yes'0l M2 Randomizstioni TSI AR

O AlE =7 =0 SR 3

{ IEDROPREASON[N]=1 )

O HE/HEe 71FEe] Mo WHE
[ IEDROPREASON[M]=2 )

wElag : :
O YEME B8 W AE SR Y4AEE BRS0j0r Botn WeEhe AR
[ IEDROPREASON[M]=3 )
O FIEt
{ IEDROPREASON[MN]=4 |
=R - FIE A A

{ IEDROPSPEC[C] )
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*| Eligibility Evaluation
Inclusion Criteria
@ Bk 194 o4

® MEAMel WEHo| 4B
g0l 24 U234 nog
w3 14 o)y METTH
Hm X4 Bo x

@ HedEo Hojgze
HuEe HEs oS8 S
£3] ol A Bl i
TR

Ewclusion Criteria
I Ed 4288 0% AE
T HBERE Y HUY
T80 50% ot oy
G UFERSHE B HE A
o e g

@ MeHoR SEIRE
& S 5

@ WER D H F717 2
i= b (Chi F ot of dof
HEDE J2 0 =JdA]
B B4 = o =
HiE J 3 i 2z W
datI TNt E
= pg Hogr R 7ta 5
i) 4ol Boh siof se
AHE AR 5 B 7
o 3%

@ 71tk of%o] 144 of o]
Ao YN EANHE o
TR T

® Mugsol e BX

®YUuR U8R
Eligibility

= e 4Em

7iEo EEeie & Hay
o 2y Fhegun?

ey

WEAR - 715 44

) Yes {IEINCIVA[N]=1] O Mo { IEINCIV4N]=0)

() Yes { IEINC2V4[N}=1) () No { IEINC2V[N]=0 )

) Yes ( IEINCIV4[N]=1] O Mo ( IEINCIV4N]=0 )

() Yes { IEEXCIVAIN]=1 | () No { IEEXCIVA[N]=0 }

(O Yes { IEEXC2V4[N]=1) O No ( IEEXC2V4[N]=0)

(71 Yes ( IEEXC3VAN]=1 ) (O Mo ( IEEXCIV4[MN]=0 |

() Yes { IEEXC4VEIN]=1) (O Mo { IEEXC4V4[N]=0

3 Yes { IEEXCSV4MN]=1) ) No { IEEXCSV4[N]=0}

) Yes { IEEXCEVAIN]=1 ) () Mo ( IEEXCEVS[N]=0}

() Yes { IEELIGIBLEVA[N]=1} O No { IEELIGIBLEV4[N]=0 )
Yes'Dl ML Randomization® FEctA AR

¢ IEDROPDTCV4[D] )

O A SEAE S0 W e

{ IEDROPREASONV4[N]=1 }

O HEAEL 71 E Ho| wHE 39

( IEDROPREASONVA[N]=2 )

O REAE BEel M AE SR Y AEE SASte Bopn HBoshe 38
[ IEDROPREASONV4A[N]=3 |

O e

{ IEDROPREASONVA[N]=4 |

{ IEDROPSPECVA[C] )
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QI H(eCRF E) Cardiac status

[ visIT1 | vISIT2 | VISIT3 | VISIT4 |

VISITS | VISIT6 | VISIT?

EOT

* | Cardiac Status

Cardiac Status

* | Clinical Events

Clinical Events

* | Cardiac Events

Cardiac Events

Death

Stroke
Target-Lesion
Revascularization
Target-Vessel
Revascularization
Any Repeat
Revascularization
Any hospitalization
Hospitalization for
cardiac causes
Hospitalization for heart

faiture

Hospitalization for acute
coronary syndrome

O Asymptomatic { CSSTAT[M]=11 () Stable angina { CSSTAT[N]=

(7 Yes { CSCLIEVTYM[N]=1) O Mo { CSCLIEVTYM[N}=0)

If ¥es, Write Clinical Report Form and Serious Adwverse Event Form

(O Yes { CSCARDEVTYN[MN]=1 1 O Mo { CSCARDEVTYN[M]=0D }
[ Unknown { CSCARDEVTYN[MN]=9 )
[ Cardiac Death { CSCARCDEATH[N]=1 )

81 { CSCARMI[N]=1 )

] Stroke ( CSCARSTROKE[N]=1 )

Target-Lesion Revascularization { CSCARTLRIM]=1)

Target-Vassel Revascularization ( CSCARTVR[N]=1 )

Ay Vessal Revascularization | CEREVAS[N]=1 )

Any hospitalization { CSCARANYHOS[M]=1 )

] Hospitalization for cardiac cause { CSCARHOSFORCARDINI=1)

] Hoespitalzation for heart failure { CSCARHF[N]=11

Hospitalization for acute coronary syndrome

{ CSCARACS[N]=1 )

23 O Unstable Angina { CSSTAT[N}=3 )

"t Mon-Cardiac Death ( CSCARMCDEATH[N]=11
) Target-Vessel M1 { CSCARMITYP[N]=1 )

) MNon-Target-vessel MI { CSCARMITYP[N]=2 |
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S HQIH(eCRF E)

VS (Vital Sign) Domain

[ viSIT1 | vISIT2 | VISIT3 | VISITA | VISITS | VISIT6 | VISIT? | EOT |
LB T { VSDTCID] §
EHER ol Ha [ YES { VSSTAT[N]=1}
Height cm | VSHEIGHT[N3:2] | [] Mot done [ VSHEIGHTHD[N]=1 ]
Weight kg ( VSWEIGHTIN3.2] ) [ Mot done ( VSWEISHTHD[M]=1)
BMI (Calcuwlated) kg2 ﬂ { VSBMI[NZ.1] |
SBP (mmHg) mmHg | VSSYSBP[M3] ) [[] Mot done ( VSSYSBPND[MI=1 )
DBP {mmHg}) mmHg { VSDIABP[N3] ) [ Mot done { VSDIABPHD[M]=1 |

FR (beats/min}

beats/min { VSPULSE[N3] ) [[] Not done { VSPULSEND[M]=1 )
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S HQIH(eCRF E)

Risk Factors

[ wvisiIT1 |

VISIT2 | VISIT3 | VISIT4 | VISITS

VISIT6 | VISIT7 | EOT

* | Risk Factors

Previous. PCI

Previous CABG

Previous MI {Index MI is
not included)

Diabetes

CKD (stage 234)

Previous CVA
Malignancy within the
past 12 months

{excluding non-
melanoma skin cancer)

Hypertension

Paripheral vascular

disease

Dyslipidemia

Family History of CAD

) Yes { REPCIYN[N]=1] (O Mo
{ REFCIYN[N]=0 )

Y Yes { RFPRECABGYN[N]=1) (3 No
{ RFPRECABGYM[N]=0 )

") Yes { RFPREMIYNIN]=1) O No
{ REFREMIYM[N]=0)

Oy Yes { RFDIABYN[N]=1 ) O Mo (O Diet only { RFDIABSPEC[N]=1 ]
[ RFDIABYN[M)=0 | {7y OHA { RFDIABSPEC[N]=2 |

"y Irsulin | RFDIABSPEC[N]=3 )
f Diabetes yes, Diabetes Contro! with
) Yes { RFECKDYM[N]=1 ) (3 No
{ RFCKDYM[M]=0

7y Yes { RFFRECVAYNIN]=1 | (O No
{ RFPRECVAYN[N]=0 }

% Yes { RFMALIGYMN[M]=1} 3 No

{ RFMALIGYMN]=0 )

) Yes { RFHTNYN[N]=1} O Mo
{ RFHTHYN[M}=0 |

() Yes { RFPADYN[M]=1} (3 Ne
[ RFFADYM[N]=0 )

O Yes { RFDYSLIYN[N]=1) O Mo
[ RFDYSLIYM[M]=0 )

() Yes { RFCADFHYN[N]=1) 3 Mo

{ RFCADFHYM[M]=2 )
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S HQIH(eCRF E)

LB(Laboratory Test Result) Domain

[ visiT1

VISIT2 | VISIT3 | VISIT4A | VISITS |

VISIT6 | VISIT7 |

EOT

* | Laboratory Test Reuslt

ECG
ND 1 Mot Done { LEBECGND{M)=1 }
Date { LEBECGDTCID] §

() Sinus ( LBBECGRHYTHM[N]=1 ) ¢ Atrial Fibrillation { LBBECGRHYTHM[M]=2 ) () Atrial flutter | LBBECGRHYTHM[N]=3 )
Rivythm

() Other { LBBECGRHYTHM[M]=4 )
If Artial Fibrillation or (0 Parowysmal | LBECGARTIALTYP[N]=1) (O Persistent (| LBECGARTIALTYP[M]=2 }
Artial flutter,

Echocardiegraphy
Date { LBECHODTC[D] )
() Performed ( LBECHOPERFOMEDIN]=1} () Mot Performed % ( LBECHOLVEIECFRAC[M2.1])

Performed

{ LBECHOPERFOMED[N]=0 |

Laboratory Test Date

{ LBDTCID] )

Y dHa BE [ Yes { LESTAT[M]=1)
Hematology
WEL 0%ul [ LBWBC[N4.2] )
Hgb g/dL { LEHB[M4.2] }
Platelet 105/l ( LBPET[N4.2] }
Chemistry
BUMN mg/dL ( LBBUM[M4.2] )
Cr mg/al ( LBCRT[N4.2] )
e-GFR mbL/mir/1.73m2 | LBEGFR[MN4.2] )
AST /L { LBAST[M4.2] )
ALT /L | LBALT[M4.2] ]

Total Cholesterol
TG

HDL

LDL

Fasting Glucose
HobA1C

BMP

NTproBNP

mgfdL { LBTOTCHOL[N4.2] )
mgfdl ( LETGIN4.2] )
mgfdl | LBHDL[N4.2] }
mgfdl | LBLDL[N4.2] )
mofdl | LBFBS[N4.2] )
% ( LBHBA[M3.2Z] )

pa/ml { LBEMP[M5.2] )

pa/mi ( LBMTENPNS.2] )

] Met Done
] Mot Done

[C] Mot Done

] Mot Done
[[] Mot Done
[C] Mot Done
[T Mot Done
[] Mot Done
[[] Mot Done
] Mot Done
O] Mot Done
[ ] Mot Done
[ Mot Done
[ Mot Done
[7] Mot Dons

[[] Net Dons

{ LEWBCNDIN]=1
{ LBHBNDN]=1 )

{ LBPLTHD[N}=1)

{ LEBUNND[N]=1 ]

¢ LECRTND[N]=1)

LEEGFRND[M]=1
{ LEASTNDIN]=1}
{ LEALTND[N]=1}

{ LETOTCHOLND{MN]=1 }

LETGMD[N]=1

LEHDLND[N]=1 )

LBLDLND[N]=1 }
{ LBFBSMD[N]=1 )
{ LEHEAND[M]=1 |
{ LEEMPHD[N]=1 )

{ LENTBNPND{M]=1 |




S HQIH(eCRF E) MI

|

L

=

I

[ visiT1

| VISIT2 VISIT3

| VISIT4 | VISITS

VISIT6

| VISIT7 | EOT

& Antiplatelet agent

Unknown
Aspirin
Prasugrel
Clopidogrel

Ticagrelor

*| Other medications

Unknown

PCSKY inhibitor

Caltium channel
antagonist

Diuretics

Exetimibe

ACE inhibitor or
Angiotensin Receptor
Blocker

ARMI

Warfarin or NOAC

(Rivaroxaban, Apixzaban,

Edoxaban, Dabigatran)
Mineralocorticoid
recepior antagonist
(MRA]J

SGET2 nhibitor

Anti-anging medication

O UK | MIANTIUK[M]=1 )

AR o

£ ez | MIASPIRINYN[N]=1] ) No { MIASPIRINYN[M]=0 1

(O Yes { MIPRASIGRELYN[N]=1 ) O No { MIPRASIGRELYNM]=0 }

D Yes { MICLOPIDYM[N]=1 ) {0 No | MICLOPIDYN[MN]=0 }

() Yes | MITICAYN[N]=T ) (3 No { MITICAYN[M]=0 |

1] Other medications unknown
] UK { MIDTHMEDIUKIN]=1 |
T Yes { MISTATINYN[N]=1) () Mo
[ MISTATINYM[N]=0 )
O Yes { MIPCSKIYN[N]=1) ) No
| MIPCSKIYNM]=0 |
O Yes { MICCAYM[N]=1) O No
{ MICCAYN[M]=0 ]
{3 Yex { MIDIURETICSYN[N]=1) {3 No
{ MIDIURETICSYMIN]=0 |
0 Yes { MIEZETYN[N]=1) O Mo
{ MIEZETYN[M]=0 )
O Yes { MIACEQRARBYN[N}=11 (O No

| MIACEORARBYN[N]=D

3 Yes { MIARNIYN[N]=1) 3 No
{ MIARNIYN[N]=0 )
O Yes { MIWAFYNINI=1) O No

[ MIWAFYN[N]=0 )
Oy Yex { MIMRAYN[N]=1) (3 No
{ MIMRAYM[M]=0 )

3 Yes { MISGLT2YN[M]=1} () Mo

{ MISGLT2YN[M]=0 )

48 o
O Yes { MIANTIANGIMNAYNIMI=1) (O No
{ MIANTIANGINAYN[N]=0 §

Drug name{5 &)

{ MISTATINMAMELC] }

{ MIPCSKINAME[C] §

{ MICCAMNAMELC] )

{ MIDIURETICSMAME([C] )

{ MIACEORARBMAME[C] )

{ MIARNINAMELC] |

{ MIWAFMAME[C] )

{ MIMRANAME[C] )

{ MISGLT2ZNAME[C] )

If Yes,
] Mitrate
{ MIANTIANGINANITRATE[M]=1 )
" Nicorandil
{ MIANTIANGINANICO[N]=1 |
] Trimetaziding
| MIANTIANGINATRIME[N]=1 )
[} Ohters
[ MIANTIANGINAOTHERS[M]=1 )

Daily total dose

[ MISTATINDOSE[N3.3] }

{ MIPCSKODOSE[NA 3] )

{ MICCADOQSE[M2.3] §

{ MIDIURETICSDOSE[NZ.3] )

[ MIACEQRARBDOSE[M2.3])

{ MIARNIDOSE[M3.3] }

{ MIWAFDOSE[NG.3] )

{ MIMRADOSE[NI.2] )

{ MISGLT2DOSENZ 3] )

Other specify

[ MIAMTIANGINAGTHER[C] §
Anti-angina medication™f A *Cther & =

B2 B
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0 QH(eCRF ¥) Lesion & Procedure

[ viSIT1 | vISIT2 | VISIT3 | VISITA | VISITS | VISIT6 | VISIT? | EOT |
HPra
PCIHE ElE ] siEhai#& ( LEND[N]=1)
PCI Date { LESTDTC[D] }
Multivessel-PCl () Yes { LEMULTIPCI[N]=1] (O No { LEMULTIPCI[N}=0 ) () Unknown { LEMULTIPCI[M]=3 )
& [ Intervention Data
Ej tion Data - 5
Target Vessal [LE Imevesnton at = Visually estimated stenosis Stent name Diamater Length
ment Number [1-18]
[LE] Intervention Data - Seg [LE] Intervention Dats - Visu
ment Mumber [1-168} Unkno ally estimated stenosis Unkn Stent Unknewn
wn own
3 LM ( LETARVES[N]=1 )
O LAD
{ LETARVES[N]=2 )
b
O LCX mm AT
’ { LESEGNUMTXT[C200] | { LEVESTENOSIS[N3] } [ LESTENT[C] )
| LETARVES[N]=3 ) [ LEDIAMETER[N3.2] ) { LELENGTH[N3] }

Unknown [7] Unknown

O RCA

{ LESEGNUMUK[N]=1} ( LEVESTENOSISUK[N]=1 )

{ LETARVES[N]=4 )

3 Unknown

LETARVES[N]=3 ]

= | Segments of Coronary Artery

(7] Unknown

[ LESTEMTUK[ME=1)
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0 QH(eCRF ¥) Beta Blocker

[ viSIT1 | vISIT2 | VISIT3 | VISIT4A | VISITS | VISIT6 | VISIT? | EOT

* | Discontinuation Group

At & 0[F Beta (1 Yes { ETABETAYN[N]=1) (O No { BTABETAYN[N]=0 ) (7 UK { BTABETAYN[N]|=9 }
Blocker® ®EH %Ho| 2
L
&8 R A
{ BTABETAREAS(C] ]
&& 7 ® [ BTABETADUR[N3] )
Drug name {489 { BTABETANAME[C] |
Daily Total Dose mg { BTABETADOSE[M3.3] }

= | Continuation Group

[] UK { ETEDRUGUK[M]=1}

DPrug name (4 8%)
[ ETBBETAMAME[C]
Daily Total Dose mg { ETBBETADOSE[MN2.3] | [ UK { BTBDOSEUK[MN]=1 }
Zjct W 0fF Beta () Yes { BTBBETASTOP[NI=1) O Mo { BTEBETASTOP[N]=0 ) [] UK { BTBSTOPUK[N]=1 }
Blocker 2] Scho] S35
4= Rl
Soh AR o
{ ETBSTOPREAS[C] )
E e i % ( BTBSTOPDUR[NZ] |
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QI H(eCRF E) Beta Blocker Side effects

[ viSIT1 | vISIT2 | VISIT3 | VISIT4A | VISITS | VISIT6 | VISIT? | EOT

* | Beta Blodker side effects

Mo Mo { SENO[M]=1 }
_| symptomatic bradycardia [ SESYMPBRADY[M]=1 ) O Yes [ SESYMPBRADYPMI[N]=1 ) (O Mo
symptomatic bradycandia | SESYMPERADYPMI[N]=0 |
f yas Pace Maker Implantation
HF aggravation HF aggravation { SEHF[M]=1]

COPD aggravation CCPD aggravation ( SECOPD[MN]=1 )

asthma attack asthma attack { SEASTHMA[N]=1 1

Claudication [ claudication { SECLAUDICATION[N]=1 ]

| Others { SEOTHERS[MN]=1 }

Others ( SEOTHERSSPEC[C] }

f athers, Specify
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EHQIHEeCRF ¥) |[<2EHE
[ viSIT1 | vISIT2 | VISIT3 | VISITA | VISITS | VISIT6 | VISIT? | EOT |
siojgulE
Cafdiac pvent U Beéta Blocker WD @123 SANE A SIE] B0 RO UASLIT?
Unplanned Visit SR oy Al 2| ZHED
T Yes { MCOUTYN[M]=1} () Mo { MCOUTCMTME] )
oz
([ MCOUTYN[N]=0 )
{3 Yes { MCERYN[N]=1) {3 No { MCERCNTM3] )
T4
{ MCERYHN[M}=0}
7 Yes { MCHADYHN[M]=1 | O No { MCHADCNTING] | % { MCHADDURIM3] §
2

[ MCHADYN[N]=0 )
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S| QIH (eCRF F)

PROMIS-29, QS (Questionnaires) Domain

[ visiT1

| VISIT2 | VISIT3 | VISIT4 | VISITS | VISIT6é | VISIT7 | EOT

Date of Tests

HNot done

LEEELE FelHy
NEEEE U TR Y
oHE & s

228 58 S48 o8
W 5 asUm

3 Hoix 158 ot LHE
&= aigdn

4 BUS ZAY 2UE R
F paunz

oy B® L

5.ue SoEE SHY

6 U= @ ojof CHE
ZHof YE27] ofz{fct

T ohs 3 gegEd

8 = ohEo| EEEC

A 79 B

9. Ui u TpMo] ST
oh3 ik

10. v 29EE SidY

. = 28

12 v Ego] gicta «
ao

AL 7Y B

13. 7jpaEg S go|ct

14, 5257 0o U8
J=ta|ot B

15t om Fok AN
oo - Egume

16 YoiBom ot 7@
k- Fab S0

{ QSDTCID] )

(] Mot Done { QSSTAT[N]=1)

O Hd #5 84 ( QSPROMIS1N]=5) ¢ %zt B ( QSPROMIST[N]=4) () Ot = E& ({ QSPROMISI[NI=3 ) ) B0l &

[ QSPROMISI[N]=2) O H& 23 [ QSPROMISI[N]=1}

O B3 B 8% { QSPROMIS2IN]=5 ) O 22t ©F ( QSPROMISZ[N]=4) O ot B= #§ ( QSPROMIS2{N]=3 1 O Bo| 38
[ GSPROMISZ[N]=2) O H= 28 ( QSPROMIS2[N]=1 )
O H¥ B §& ( QSPROMISIIN]=5 ) ¢ 22t € ( QSPROMISI[N]=4) O ot H= #§ ( QSPROMIS3[NI=3) ) Bo| 1§
[ QSPROMISI[N]=2) ) B B§ ( QSPROMISI[N]=1 )
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fils}

{ QSPROMISS[N]=3 } (O ZHE { QSPROMISS[N]=4 }

[
o

) ®Y { OQSPROMISS[N]=5 )

O & { QSPROMISS[N}=1) (3 SEA | QSPROMISE[N}=2)
O
o
) VY | QSPROMISTN]=5 )

7 7+E ( OSPROMISE[M]=3 1 (O ®HF ( QSPROMISE[N}=4 )
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O B4 | QSPROMISE[N]=5 )
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B

{ QSPROMISTI[N]=4 )
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O EE 2% ¥ ( QSPROMISI4[N]=11 () =2 2% ( QSPROMISI4INI=2 ) () 28o|ch ( QSPROMISTANI=3 ) (3 3 2%t
[ QSPROMIST4[N]=4 } ) Th2 JECH ( QSPROMIST4[N]=5 )
O M8 2% %o} ( QSPROMISIS[N]=1] O T2 1% ( QSPROMISIS[N]=2 ) O =80|D} | QSPROMISIS[N]=3 ) O ¥ 1%t
[ QSPROMISTS[N]=4 } O OH% 3Tt ( QSPROMISTS[N]=5 )
O HE 2%R 8 ( QSPROMISTE[N]=11 ) E2 2%} ( QSPROMISTE[N]=2 ) () 2¥0|ch ( QSPROMISTE[N]=3 ) & & 1%}
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EHQIH(eCRF E) CE (Clinical Event) Domain

[ viSIT1 | vISIT2 | VISIT3 | VISIT4A | VISITS | VISIT6 | VISIT? | EOT

* | Clinical Event ‘U4 0] 5
Clinical Event 94 of = () es { CESTAT[N]=11 ¢ No { CESTAT[N]=0 }

= | Clinical Event Report

AP BES A2 E AH W
(3 Death {3 Death { CEDTCID]

{ CETERM[Nj=1 } { CEDECOD[M]=1 |

) Myocardial Infarction () Myocardial Infarction
{ CETERM[M]=2 ) { CEDECOD[M]=2 }
) Repeat Revasculariztion i Repeat Revasculanzation
{ CETERM[N}=3 } { CEDECOD[M]=3 }
() Hospitalization for heart failure () Hospitalization for heart fGilure
{ CETERM[Mj=4 | { CEDECOD[M]=4 }
() Hospitalization for acute coronary syndrome (7} Hospitalization for acute coronary syndrome

{ CETERM[M]=5 ) { CEDECOD[M]=5 }

() Atrial Fibrillztion ) Atrial Fibrllation

| CETERM[N]=6 } { CEDECOD[N]=6 }
(v Stroke ) Stroke

{ CETERM[N]=7 } { CEDECOD[N]=T }

() Any Heospitalization (O Any Hospitafization
{ CETERM[M]=8 ) { CEDECOD[M]=8 }
) Hospitalization for cardiac cause () Hospitalization for cardiac causa
{ CETERM[N]=9 ) { CEDECOD[N]=9 }
= | Death
Death ) Yes { CEDEATHYN[N]=1} (3 No ( CEDEATHYN[N]=0)

(" Cardiovascular Death | CEDEATHCAUSE[N]=11 () Non-Cardiovascular Death ( CEDEATHCAUSEMN]=2 ) () Unknown Origin Death
Cause of death
{ CEDEATHCAUSE[N]=3 )

= | Myocardial Infarction

Myocardial Infarction () Yes { CEMIYN[N]=1 } () No { CEMIYN[N]=0 }
Related with Stemt () Yes { CEMIST[N]=1} (3 No { CEMIST[N]=0) { Unknown
Thrombosis { CEMISTIN]=9 }

Related with Target () Yes { CEMITV[N]=1) 3 No { CEMITV[N]=0} & Unknown
Vessel { CEMITV[N]=5 )

Related with Peri- () Yes { CEMIPERI[N]=11 () No { CEMIPERI[N]=0'}
procedural M () Unknown { CEMIPERI[N]=9 }

() Medication only { CEMITREAT[M]=1} ) Thrombolysis
[ CEMITREAT[N]=2 ) () PCI { CEMITREAT[N]=2 ) [ CEMITREATSPEC[C] )
Type of Treatment
() Bypass Surgery | CEMITREAT[M]=4 } (7 Other Type of Treatmentt] o ‘Other'& HA% A5 &4 HH
{ CEMITREAT[M]=5 )

After Treatmeant () Recovered ( CEMIAT[N]=0) () Death ( CEMIAT[N]=1 )
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| Repeat Revascularization
Repeat Revasoularization
Type of Treatment

Related with target lesion
Related with target vessel

Related with non-target
vessel

7 Yes { CEREVASYN[M]=1] (3 Mo | CEREVASYN[N]=0 }

{3 PCI { CEREVASTREAT[N]=11 ¢ Bypass Surgery ( CEREVASTREATIM]=2 )

() Yes { CEREVASRTLIM]=1} O No { CEREVASRTL[N]=01 (3 Unknown { CEREVASRTL[N]=3 }
) Yes { CEREVASRTV[N]=1) () Mo { CEREVASRTV[N]=0) () Unknown { CEREVASRTV[MN]=3 }

3 Yes { CEREVASRNTW[N]=1) (7 Mo { CEREVASRNTV[N]=0) () Unknown ( CEREVASRNTVINI=2 )

| Hospitalization for heart failure

Hospitalization for heart
failure

Admission via

Duration {day)

Management

() Yes { CEHFYM[M]=1] O Mo { CEHFYN[N]=0)

{0 ER ( CEHFADM[N]=1} () OPD { CEHFADM[N]=2}
() direct sdmission { CEHFADM[N]=3 ) () Other
{ CEHFADM[M]=4 )

iday) [ CEHFDUR[N3] )

) Unknown | CEHFMGTUK[M]=1 |

] PO diuretics { CEHFMGTPOD[MN]=1 )

(7] IV inotropics { CEHFMGTIVI[N]=1 )

[} Renal replacement therapy ( CEHFMGTRRT[M]=1 |

[) Gther | CEHFMGTOTHER[N]=1 |

* | Hospitalization for acute coronary syndrome

Huospitalization for acute
coronary syndroms

Type

Bdmission via

Dwration (day)

Type of Treatment

After Treatment

* | Atrial Fibrillation

Atrial Fibrillation

Type

Type of treatment

(O Yes { CEACSYN[N]=1) O No [ CEACSYNIN]=0 )

(2 STEMI { CEACSTYP[N]=1) ([ NSTEMI { CEACSTYP[N}=2 )
(s Unsble sngins ( CEACSTYP[N]=3 )
() ER { CEACSADM(N]=1) () OPD { CEACSADMIN]=2 )
7 diract sdmizsion | CEACSADMIN]=3 ) 3 Other
{ CEACSADMIN]=4 |
{day] { CEACSDUR[N3I}
() Unknown { CEACSTREAT[M]=91 ) Medication only
{ CEACSTREAT[N]=1 ] (O Thrombalysis { CEACSTREAT[M]=2 )
() BCI { CEACSTREAT[M]=3 ) () Bypass Surgery
{ CEACSTREAT[M]=4 ) () Other { CEACSTREAT[M]=5 )

() Recoverd { CEACSAT[N]=0 ) () Death { CEACSAT[N]=1}

) Yes { CEAFIB[N]=1} () Mo
{ CEAFIB[N]=0 )
() Pre-existing
{ CEAFIBTYP[M]=11)
[ New onset
{ CEAFIBTYP[N]=2)
7 Unknown
{ CEAFIBTYP[N}=9
[} Rate control onfy "] Pharmacological cardioversio
[ CEAFIBTREAT1[M]=1 ] n {AAD AR
{ CEAFIBTREATZ[N]=1 )
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{ CEHFADMSPEC[C] }

Admission viadf ‘Other'@ Hei% Mg &4 Y

[ v diuretics | CEHFMGTIVD[MN]=1 )

[[] Mechanical ventifation { CEHFMGTMV[N]=1}

[ I4BP { CEMFMGTIABP[N]=1 }

{ CEHFMGTSPEC[C] }

Managementl] "Other i HH# H= 44 U8y

[ CEACSADMSPEC[C] |

Admission vialf "Other" @ {d28 22 44 U§

( CEACSTREATSPECIC] §

Type of Treatment®] "Cther"& F=F A5 ¥4 ©9

[ ] Electrical cardioversion

{ CEAFIBTREAT3[M]=1)

[ ] AF ablation

{ CEAFIBTREAT4[N]=1 )



*1 Stroke
[CE] Stroke () Yes { CESTROKE[N]=1} (7 Mo { CESTROKE[N]=D )
() TIA [ CESTROKETYPE[M]=1) () Ischemic stroke | CESTROKETYPE[M}=2 | () Hemorrhagic strake { CESTROKETYPE[N}=3 )

Type
() Mixed { CESTROKETYPE[N]=41 ¢ Unknown cause { CESTROKETYPE(N]=2)

*1 Any Hospitalization
Any Hospitalization (0 Yes { CEHOS[M]=1} O Mo [ CEHOS[MNj=0 )

() ER { CEHOSADM[M]=1) O OPD { CEHOSADM[N]=2)

Admission Via () Direct admission | CEHOSADM[N]=3 ) ) Gthers [ CEHOSADMOTHER[C] |
{ CEHOSADM[N]=4 ) Admiszion viadf Other EEE 32 84 ©3
Duration (Day) days { CEHOSDUR[N4] )

(O Cardiovascular { CEHOSCAUSE[M]=1 1 O Mon-cardiovascular
{ CEHOSCAUSE[N]=2 )
* | Hospitalization for cardiac cause

Hospitalization for () Yes { CEHOSCARDIAC[N]=1) () Mo ( CEHOSCARDIAC[M]=0 }
cardiac cause
() ER { CEHOSCARDIACADMIN]=1] () OPD
{ CEHOSCARDIACADM[M]=2 } ) Diract sdmission { CEHOSCARDIACADMOTHER[C] |
Admission via
{ CEHOSCARDIACADM[N]=3 } (O Others Admission vialf Otherilf 27 A2 44 29
{ CEHOSCARDIACADM[M]=4 }

Duration (day) days | CEHOSCARDIACDUR[NA] |

1 HF { CEHOSCARDIACCAUSE[M]=1} (O ACS

{ CEHOSCARDIACCAUSEIN]=2 ) () CCS requiring revascularization [ CEHOSCARDIACCAUSEOTHER[C] )
Cause { CEHOSCARDIACCAUSE[N]=3 ) (' Arhythmiz Causalf Otherd H=I8H Mg 44 ©Y

{ CEHOSCARDIACCAUSE[N]=4 ) (3 Others

{ CEHOSCARDIACCAUSEIN]=5 )
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EHQIH(eCRF E) AE (Adverse Event) Domain

[ viSIT1 | vISIT2 | VISIT3 | VISIT4A | VISITS | VISIT6 | VISIT? | EOT

* | Serious Adwverse Event Report
[AE] Report Type O Initial { AEREPORTTYP[M]=1 | [AE] Report Date | AEREPORTDTC[D]

) Follow-Up { AEREPORTTYP[MN]=2 )

[AE] Subject No. [AE] Date of Birth { AEREPORTBIRTHID] )
{ AEREPORTSUBINUMICT |

[AE] Patient Initials [AE] Gender (D) Male | AEGENDER[N]=1} () Female
{ AEREPORTINITIC] § | AEGENDER[N]=2 }

[AE] Enroll Date [AE] Allocated Group 3 Arm A: Discontinuation Group
{ AEREPORTEMROLLOTC[D] ) { AEREPORTARM[M]=1 )

) Arm B: Continuation Group

{ AEREPORTARM[M]=2 }

[Af] BES 2EEF Di

[AE] Seriousness Criteria [AE] £E&% agnosis of SAE, Full Ter  [AE] Start Date of SAE  [AE] Stop Date of SAE [AE] Intensity 3th Grads O
m)
) Results in death 3 MILD [0 YES
{ AESERCRIT[M]=1 ) { AETERMC] ) { AEDECODIC] ) { AEDTC[D] } { AEENDTC[D] ) { AESEV[M]=1} [ AESER[M]=1}
() Life-threatening Briefiy describe the ev v MODERATE
{ AESERCRIT[M]=2 } E | AESEV{N]=2 }
7} Required New or p O SEVERE
rolonged inpatiant hes | AESEVM]=3 )
pitalization

{ AESERCRIT[N]=3 )
3 Persistently or signi
ficantly disability/incap

acity

{ AESERCRIT[M]=4}
) Congenital anomal

y/birth defect

{ AESERCRIT[M]=5 )
3 Medically importan

i

{ AESERCRIT[MN]=6 }

* | Relevant Previous disease

Relevant Previous disease () Yes { AERELDISEASEYN[N]=7) [ Mo ( AERELDISEASEYN[MN]=0)

[e.g. Relevant previous diteased, Alergied, elc)
Digease Start Date End Date On going
{ AERELSTDTCID] ) { AERELENDTC[DY] ) ] On-going { AERELOMGIM]=1)

{ AERELDISEASE[C] )

* | Treatment / Procedure
Treatment / Procedures (0) Yes { AETREATYN[M]=11 O No { AETREATYM[N]=0)

leq. Relevant Surgery, Medication «ic)
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Nt Tretamenrt . Lk Aecatinanic J Prisuecl AR} Featinenit | Prooed AR} Ieeatment Bruoad. D L e e [ Droee]
ure - Tots! Daily Dose / ure - Total Daily Dose / wre - Total Daily Dose [

ccedure bt Unit £491 Unit S22 4E4 ure - Start Dats ure - End Date ure - On gong
O mg [ On-gaing
{ AETREATMAME[C] { AETREATDOSE[MS. { AETREATUNIT[M]= [ AETREATUMNITSPEC { AETREATSTDITCID] { AETREATEMDTC[D] { AETREATOGHN[M]=
) 411 1 <1} ¥ ) L]
(=¥
{ AETREATUNITIM]=
23
Croml
{ AETREATUNIT[N]=
3)
3 Other
{ AETREATUNIT[M]=
4)

*| Relevant laboratory / Diagnostic test

Relevant laboratory f 23 Yes { AELABDXYN[N]=1} 3 No [ AELABDXYM[N]=0)
Diagnostic test

e, Relevant Laboratory, Test el
Relevant lsboratory / Disgnostic t

MName of Tast Resultiunits) Mormal Values/Refersnce Ranges Sample Coflection Date il et
] Resul pending
| AELABDXMNAME[C] | | AELABDMRES[C] 1 { AELABDMRAMNGE[C] ) { AELABDXDTCID] ) { AELABDXPEND[N]=1 )
| Ourbcome
[AE] Outcome () Fatal/Death [AE] B B4 (Causality) () NOT RELATED
{ AEDUTCOME[M]=1 } { AEREL[N]=1 }
3 Resohved/ Recoversd () UNLIKELY RELATED
{ AEDUTCOME[M]=2 } { AEREL[N]=2 )
) Resolved/ Recoversd with sequelas () POSSIBLY RELATED
{ AEQUTCOMEM]=3 | { AEREL[N]=3 }
{ Resohing/ Recovering () RELATED:
{ AEQUTCOME[N]=4 } { AEREL[N]=4)

{73 Mot Resolvad, Mot Recovered
{ AEQUTCOME[N]=5 )}
{3 Unknown

{ AEQUTCOME[N]=6 |

[AE] Outcome - Fatal/Death { AEFATALDTCID] )
Dat=

[AE] Cutcome - Resolved) { AERESOLDTCID] )
Recovered Date

[AE] Cwtcome - Resolved/ { AERESQISEQDTC[DY }

Recovered with sequelae
Date

k| Adverse Event Description
Include & history of the svent chropslogically incleding: signs and symploms, severity, dates and sulcome of hespitalizstion and amy other relsvant infonmation nol caplured slsewhere on

[AE] Adverse event description
P
{ AEDESCIC] )
[AE] Invastigator Name
[ AEINVMAME[CS] )
[AE] Investigator signiture
[ AEINVSIGN[C] )

[AE] Date (YYYY/MM/DD) { AEINVDATE[D] )
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S| QIH (eCRF F)

H XAl MH (Medical History) Domain

[ viSIT1 | vISIT2 | VISIT3 | VISIT4 |

VISIT5

VISIT6 |

VISIT7 |

EOT

*| MH{Medical History) Domain
ICo-10 BE H44: hitpsfiod whaintbmowss10/2019fen

- 7@l
w9e o0 WEN0-u (wee e sn| FEIEE | gesgogy - 1 o] | e
o

[ Yes 7 BEFOR ) Yes
| MHSTA A (MHDTCID]) {MHDECOD { MHENRFD]) E { MHSTTRTDTC  { MHTR
T[MI=1]  ({ MHREASM i« S7§ AIEY { MHEN o] T[MI=1

Dic] ) RTPT[N] )
=1} O No
() AFTER { MHTR
{ MHEM T[M]=0
RTPTIN] )
=2} ) Unkn
) COINC own
IDENT { MHTR
{ MHEN T[M]=9
RTPT[N] )
=3}
£ DNGOI
NG
{ MHEN
RTPT[H]
=4)
() UNKN
WH
[ MHEN
RTFT[H]

=5

{ MHFAMTER
Mic] )

{ MHFAMDE
CoDIC] )

ICD-10

i MHSR
EL[Mj=
1}
oo
{ MHSR
EL[M}=
2}

O 1=
L=
{ MHSR
EL[N]=
3)
O WAy
o
{ MHSR
EL[M)=
4]

O R
{ MHSR
EL[M]=
5)
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EH|QIH (eCRF F) CM (Concomitant or Prior medication) Domain

[ visIT1 | vISIT2 | VISIT3 | VISIT4A | VISITS | VISIT6 | VISIT? | EOT

B! CM {Concomitant/Prior Medications) Domain
MED CUE PGS HED Y
S EUTLZHA BN BT AU ER YT RAAT)
hbtgrssdy g mifels g kfindex

SEER A= Bof ohY Othe
HES 15 Toig of g5 i SCEHY | R UM | 18 TU S R

O mg —[EN W
({CMPRDNA  ( CMCLASCD {CMDOSU { CMDOSUSP  { CMDOSFR { CMDOSFR { CMDAYFRO
MIC] ) [al { CMDOSE[NS. [M]=11 EC[C] ) M[M]=[1=TA  MSPEC[C]) [M3] ) { CMSTDTC { CMENDTC
3t Og BlZ=CAP|3= o]} D]

{ CMDQs5U TROJ4=FIL|S 150 8601
[M]=2 1} =GRA|G=PO
o oml W|T=5YR[8=
{ CMDOsU EXT|9=EL)10
[M]=3 1 =LICY2Z1=INJ|
{7 Other 31 =TRA|32=
{ CMDQ5U PLA|33=CAT|
[M]=41 34=FA5|35=
DINI36=CRE]
3IT=GEL}41=
OFH|42=5UF
|43=5FR[44=
AER45=INH]
51=IN5|52=
MA|B1=5AN|

99=0TH] )
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