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Baseline
Group A Group B
M=xx M=xx
Parameters Visit Shift Low Mormal High Low Mormal High
MEUTROPHILS WEEK2 Low MR ooex) XK ooex) XK (xxx) AN oocx) 0 ootk] KKK oo
Mormal  XEX (ooox) XK (xex) XK (Kxx) AN oex) A0 oox] KEX (o)
High WO ) MO0 o] MK (nocx) AU () OO Do) MM ()
WEEK3 Low WEE eonx)  XME oonx) XX (xxxx) AN oex)  KEH ootx] KEX ooux)
Mormal  XEX (oocx) XK ooex) XK (ox) AN oocx) 0 ootk] KKK oo
High MR eox) 0K (oox) XK (xx) AN oocx) 0 ootxk] KKK ooex)
o > =
F ﬁ*ﬁﬁﬁﬁo)‘/j M—2 L (2)
Group A Group B
Parameters Shift M=xx M=xx
NEUTROPHILS Low/Normal to High XK [ x) XK [xxx.x)
High/Mormal to Low XK (2000x) XK (00x.x)
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Baseline
Group A Group B
M=xx MN=xx
Parameters Visit Shift Low MNormal High Low MNormal High
NEUTROPHILS WEEK2 Low MK (e} MM (onx) K (xxonx) MK (k) MO (o] XK (xxxx)
Mormal X004 ecx) XX onnx) XK (xxoex) MK (k) MO (o] XK (xxxx)
High MK (e} MM (onx) K (xxonx) MK (k) MO (o] XK (xxxx)
WEEK3 Low RO () HOOK () 00K (o) MK (o) KOOK () HOOK ()
Mormal 000 (xee) X000 (eae) 000 () MK (o) KOOK () HOOK ()
High RO () HOOK () 00K (o) MK (o) KOOK () HOOK ()
Baselineff R DT EX & #E (B %H#"“O)ﬁ?#%f‘ﬁ
ADLB i D FRB I R4S R o DRI TR R
USUBJID | TRTA | PRAMCD PARAM ABLFL AVISIT | BNRIND LBNRIND |
TEST-01 | Group A MEUT NEUTROPHILS Y WEEK1 MORMAL NMORMAL
TEST-01 | Group A MELUT NEUTROPHILS WEEK2 NMORMAL ILDW
TEST-01 | Group & MNEUT MEUTROPHILS WEEK3 MORMAL INDHI":.-"IAL
TEST-02 | Group A MEUT NEUTROPHILS Y WEEK1 MORMAL INDHI‘M"I."-".L
TEST-02 | Group A MNEUT NEUTROPHILS WEEK2 NMORMAL ILD'I."'u"
TEST-02 | Group A MEUT NEUTROPHILS WEEK3 MORMAL NMORMAL
TEST-02 | Group A MELUT NEUTROPHILS WEEK4 NJORMAL AIGH P
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USUBJIID | TRTA | PRAMCD PARAM ABLFL AVISIT BENRIND LBNRIND
TEST-01 | Group A NEUT MEUTROPHILS N WEEK1 MORMAL MORMAL
TEST-01 | Group A NEUT MEUTROPHILS WEEK2 MORMAL LOW
TEST-01 | Group A NEUT MEUTROPHILS WEEK3 MORMAL MORMAL
TEST-02 | Group A NEUT MEUTROPHILS Y WEEK1 MORMAL MORMAL
TEST-02 | Group A NEUT MEUTROPHILS WEEK2 MORMAL LOW
TEST-02 | Group A NEUT MEUTROPHILS WEEK3 MORMAL MORMAL
TEST-02 | Group A NEUT MEUTROPHILS WEEK4 NORMAL HIGH
Baseline
Group A Group B
PARAM  ______ e e BNRIND ______ NP )
Pardgeters 1 Visit 11shift i ! Low Normal High Low Normal High :
NEUTRGPHIL:E WEEK2 iiLuw i KKK K] KKK (XRKK] KRR (R00R] - KKK TOXR] RRKRRR ] KKK (RRkx)
' IENormal § XXX (xxax) XX (xoxx] XXX (Xxx.x) MO0 Doocx) 000 ooex) 000 ()
AVISIT iiHigh Dot Dooex) 0000 Dooex) 00K boax) 000 Do) 000 (xkx) XX (xx.x)
! i1 LBNRIND
1 WEEK3 jilow | e ey oo 000 x) MO (L) MO0 Doocx) 000 ooex) 000 ()
: ::Nurmal: MO0E oox) MO Dooex) 000 Do) MO0 Doocx) 000 ooex) 000 ()
: ::High Do (xxx.x) XXX (xxx.x) XXX (xxx.x) MO0 Doocx) 000 ooex) 000 ()
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JOREKE
(BNRIND X LBNRIND)
by PARAM and AVISIT

¥

Baseline
Group A roup B

PARAM e N BNRIND _____ N
Paraygeters | Visit :rshif't i ! Low Normal High Low MNormal High 1
NEUTROPHILY WEEK2 |jlow | XXRXR0H] OB (RaR] - XU (R R KR TR a] - MR (X RR) - KO (A% R
! : :Normal : MK (o) KK (o) XX (xxx.x) XXX (xooex) KKK (xxxax) XXX (xxx.x)
AVISIT : :High 300K Dooex) X0 Dooex) XXX (soexx) XN [ooex) 000 Do) KKK oocx)

i " LBNRIND
| WEEK3 | Low | e pnamen ;XX (ootx) XXX (xxx.x) XXX (xooex) KKK (xxxax) XXX (xxx.x)
: ::Normal 1 xxx{xxx ®) MK (mxxax) MM (sxx.x) R (o) K (kxxx) KX (xxxx)
{ ______ ||J-£g_h__} HOOK (K] 0K (Mmxaxn) XK (Hxx.x) R (ootx) OO (Kxxx) KX (xxxx)
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Group A Group B
Parameters Shift MN=xx M=xx
MEUTROPHILS Low/Mormal to High WK (00 %) N N
IDDHAHAEENN/L = H, NNH = L)H
High/Normal to Low KK (300, %) B &)éifﬁ-@]( - ' )
RELIEE DA, EEHEM
USUBID | TRTA PARAM | ABLFL AVISIT N ' ' ND | DTYPE SHIFT1
s\ = .
TEST-01 | Group A | NEUTROPHILS | ¥ WEEK1 L éai?&ﬁﬁ%‘@post—baselme mL
o y / N [ B = SLree y
TEST-01 | Group A | NEUTROPHILS WEEK2 CHAEREREOR/IMEZERTE Y
TEST-01 | Group A | MELTROPHILS "".-'EEKE/ 2.3 5.2 -1y P HIVISL reo s L
POST-BASELINE
TEST-01 | Group A | NEUTROPHILS MIMINUM 17 42 -25 NORMAL LOW MINIMUM | Hgh/Nomal to Low
. POST-BASELINE .
TEST-01 | Group A | NEUTROPHILS MAXIMUM 23 42 15 NORMAL [ NORMAL | MAXIMUM
TEST-02 | Group A | NEUTROPHILS | ¥ WEEKL \ | 75 7.5 NORMAL [ NORMAL
TEST-02 | Group A | NEUTROPHILS WEEKZ  \ e
TEST-02 | Group A | NEUTROPHILS WEEK3 ¥ él.:x?)i%ﬁ%d)post baseline -
TEST-02 | Group A | NEUTROPHILS WEEK4 BEHROEKIEZTHTE W
POST-BASELINE
TEST-02 | Group A | NEUTROPHILS I 17 7.5 -5.8 NORMAL LOW MINIMUM | High/Mormal to Low
POST-BASELINE
TEST-02 | Group A | NEUTROPHILS AXIMUIM 8.1 7.5 16 NORMAL HIGH | MAXIMUM | Low/Nomal to High
—
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UsUBJID | TRTA PARAM ABLFL AVISIT AVAL BASE CHG BMRIND LBMRIND DTYPE SHIFT1
TEST-01 | Group MELTROFHILS Y WEEK1L 42 42 0 MORMAL MORMAL
TEST-01 | Group A)f NEUTROFHILS WEEK2 17 42 -25 MORMAL LOW
TEST-01 | Group MWELTROFHILS WEEK3 23 42 -1% NORMAL MORMAL
POST-BASELIME
TEST-01 | Group AY( MELTROFHILS MIMIN UM 17 42 -25 MORMAL Low MININMDM | H gh/Nomal to Low
POST-BASELIME
TEST-01 | Group MELTROFHILS MAXIMUM 23 42 -1% MORMAL MORMAL | MAXIRMUM
TEST-02 | Group MELTROFHILS Y WEEK1L 75 75 0 MORMAL MORMAL
TEST-02 | Group MWELTROFHILS WEEK2 B2 7.5 0.7 NORMAL HIGH
TEST-02 | Group MELTROFHILS WEEK3 51 75 16 MORMAL HIGH
TEST-02 | Group MELTROFHILS WEEK4 17 75 -5.8 MORMAL Lo
POST-BASELIME )
TEST-02 | Group MELTROFHILS MIMIN UM 17 75 -58 MORMAL Lo RAIMIRAURA | High/Mormal to Low
TEST-02 | Group MELTROFHILS PU&ﬁEﬂNE 51 75 16 MORMAL HIGH RASXI AL | Lowe/Mommal to High
PARAM S Group A Group B
%arameters {Shlft ! N=xx N=xx
. 1
EUTROPHILS : Low/Normal to High : XXX (xxx.x) XXX (xxx.X)
| High/Normal to Low | XXX (xxx.X) XXX (xxx.X)
1
SHIFT1 :
LYMPHOCYTES i Low/normal to High ! XXX (xxx.x) XXX (xxx.x)
i High/Normal to Low | XXX (xxx.X) XXX (xxX.X)
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=

D &%

SHIFT1IO&AT3Y)
LR

PARAM = e . Group A Group B by PARAM
%arameters ,{Shift ! N=xx N=xx
EUTROPHILS | Low/Normal to High : XXX (xxX.X) XXX (xxx.X)
| High/Normal to Low | XXX (XXX.X) XXX (xXX.X)
SHIFT1 i ‘
LYMPHOCYTES ! Low/Normal to High : XXX (xxX.X) XXX (xx%.X)
LHigh/NormaI to Low‘} XXX (xxX.X) XXX (xxX.X)
tDEEE ERLIL—T 1 TRELTED Reporting
Group A Group B
Parameters Result N=xx N=xx
PROTEIN URIA XXX (xxx.X) XXX (xxX.X)
XXX (Xxxx.X) XXX (xxx.x)
XXX (xxx.x) XXX (xxX.X)
2+ XXX (xxX.X) XXX (xxx.x)
3+ XXX (xxx.x) XXX (xxx.x)
4+

XXX (Xxx.X)

XXX (xxx.x)
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H *study Information !
H \ + ADaM TOC I
. ! * ADaM specifications 1
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e output ID N code-list !
! dataset ID H * analysis result metadata |
I \, output ID H \ etc. /I
=1 pn 4= = : Analysis d.aLa.sg_t_LD """""""""""""" -
HEH AR AT STIE 2 i Result | Variable ID ADaM
: Metadata derivation ID Metadata
[

_
derivetype

E%ﬁ%‘l’% : Derivation | S
1
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1 ADaM decodedval
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1D Title
01 |Listing of Treatment Withdrawals
02 |Patients Withdrawn by Any Reason
03 |Disposition of Patients

T F7JF 04 |Listing of Patients Excluded/| 5y stem Organ Class Group A Group B
k=t 05 |Analysis Populations  / preferred Term n (%) n (%)

06 |Protocol Deviations by ZRTN , -
07 |patient Allocation by £RTN Subjects with Any TEAEs XX (XXX.X) XX (XXX.X)

08 [Listing of Demographic Data

09 |Summary of Demggraphic D{ CARDIAC DISORDERS XX (XXX.X) XX (XXX.X)

71 |Adverse Events | SINUS BRADYCARDIA XX (XXX.X) XX (XXX.X)

72 |Related Adverse e\i"“ __ MYOCARDIAL INFARCTION XX (XXX.X) XX (XXX.X)

73 |Adverse Eventsby INtensity  yp|a| FIBRILLATION XX (XXX.X) XX (XXX.X)
74 |Related Adverse Eveﬁ(s byl

|75 |Serious Adverse Events\
EXTRASYSTOLES XX (XXX.X) XX (XXX.X)
VENTRICULAR EXTRASYSTOLES XX (XXX.X) XX (XXX.X)
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1
variable ID v 1
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kevfl
Analysis keyord
Resu‘t vanahle D ADaM repeatfl
Metadata Metadata purpose
description

—_—— derlvatmn D derivation ID
terminology ID
Derivation | Srevar
\gv
Javadl () terminologyID dataset iabl
hanyg =—"r-= codedval ] Smaser) verehe
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