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1 ACEOBWEER O (Purpose and history of this document)
ﬁi%ﬁxg<@@¥ﬁ¥ﬁﬁ"’Wﬁéﬂf“é%%ﬁ%%ﬁ@%ﬁﬁ@@v47?F& FEMTIREE 24 3% CDISC ADaM O 7 —

Yo BRERTRT DI EICRY, FRIEMEHE, CRO. 7 HT I T HICB T HMIMIEEERO B 2t 2 HBE LI OTY, RLHE
1% 2017 1T A ABBK TR SRR EB 7 — 2 A = AR OBIEELE KGRI TN Lz, BIEREFICTE O 572 OITIEERICLE
T D IEBOITIRED Z A "L EZNOIZHEENDMTHEE ZMEST 272007 v r— MERZTTE L TWET, 7o — MR v—7 A
YHEa2—IZZH W e atoEE, BERIEREZHVNLE S TS NE LK,

T — NORERIILL T O & B Y T, (A2hlE%%=40 1)
- M 1) IR OV —L (EOMHTIHR 2R HEIICERT 2700 ZEDTHLD0 L [TV/nnz
- [ 2) MEATIEE 216 HEHH* 2 EEERYICET LTV 50 - BMFTEB IS LT, 1i3v/ Dz
FRBAY T = ARSI, TEB O L LT 216 THE 2% T T,

FRMTIREE T o r— R OFER, 11 TL— L ZEH TWZDIE, 40 #EH 28 #1 (70.0%) TL7z, ®IT, 28 #hOHF TEFEN G bl 13 fHi
LI N—T A o ZE2—EROFEMHE LT, ZVv—7 A Fa—) ZITWE LT, BRIZLLTO LD TT,
- M2 OFERITIES MRHTHE OBEFR - A & T OMNTIEE ZAEAERITEFT LT D0 OfER
- FAHZ B TEMITIE H OEFH O 7= DIZHEH L T 2B O R

TN—TA B a—%Tull, NTIREFICHITEE EEAT2EKOBREZ R LK (FTIEZEL A 7 U ) Z2/ERL, Thvid bz
@ﬁﬁiiff FrTHT D OEEWERY | EITIRZEL A 7 7 M2 D T 7 MMEHBGERBR A ME L TWET, 3B, T LA 7 7 MIHER
EOMEMUTRKIRIRMLE L B 2 9 DHTHEBICE SO TER L TWET, BT HMITEBICOWTIARIGEDRIT LA 7 7 F &2 5EI, &
% WIS CTHE L THS FL2aiEs LTV L RICTEE TSV, £, TREILS v — L OREHETE M CHER SN L HE 2V
AXEIHEDNAT Y v ROKFLELTHY £,



B oBEEHERIZY 72 . EELFHMIZES EEEEER D WIIAREE ORI Z EMHIAV 2 EHHLYE O KITE# 72 LET,

This document describes analysis shells for clinical study reports with annotation of CDISC ADaM datasets/variables commonly used
for statistical analysis of clinical trials. We expect it will support data science functions in pharmaceutical companies, CROs and

academia, etc., when they create statistical analysis deliverables.

This document is based on the results of a survey about analysis outputs conducted by Japan Pharmaceutical Manufacturers
Association (JPMA) in 2017. The survey was sent to the JPMA member companies participating in the Data Science Subcommittee
activities.
The contents of the survey were as follows;
- Q1. Does your company have a set of company-level standard analysis shells (in other words, TLF shells, mockups, layout, etc.)?
- Q2. Does your company analyze the 216 analysis items™* in general?
* The JPMA CDISC taskforce listed the 216 items.
Results shows that 28/40 companies (70.0%) has their own standard analysis shells. In addition to the survey, we held a group
interview with 13 companies which has their own standard analysis shell s
Group interview was held for the following purpose.
- Confirm whether the analysis items identified from the survey are commonly used for standard analysis or not

- Examine ADaM variables to be used for each analysis items/analysis shells

Based on the group discussion, we created analysis shells annotated with ADaM datasets/variables and incorporated them in this
document. Unless otherwise noted, the TFL shells are for randomized clinical trials with two treatment groups. In addition, the TLF
shells are considering for minimum analysis items needed in clinical study report. So please note that users may adjust the analysis

items to be displayed if necessary, with reference to the TLF shell in this document.
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AXEOMHEH EoEE (Disclaimer)
T—. RILFDOARGE L FFEIA BN HL5E, AARGENMELEINLET,
-+ ARICEL PMDA HGEH O fE# G EIC B W CHREMICE A Sh o — B 22 TR 2 2 4878 U CfERR L= o T3, BI%E A B R Ofifhr
SORFRILFRNT F1E % IO D56 OMATIREEIC DWW i, BN 1 4 0 2 A TR0 b, SALCRITIRE L 4 7 o F 2 ER L 72 S0,

In case of any inconsistency between the original Japanese text and the translated English text, the former shall prevail.
+ Although the authors of this document have striven for all contents of this document to be accurate and complete, the authors of this
document and JPMA are exempt from all responsibility for any damages (including losses and payment of expenses) resulting from

use or viewing of this document.



#Fi0/L—/V  Convention of notation
RLENOREARFCHJEH, 7/ 7—3 a2 L7z ADaM 2O FEK L HIEIZHOWTLL FIZART, Displayed items and annotated ADaM

variables in individual TLF shells follow the conventions of notation as below.

KPP OHDER T, MTEAIS CTHADERICEE (WHHEA AREZHIRT L. 702 L2 83 5) MEESNLHEE. F5 Tl
95, Textin “Blue color” are optional, it could be either deleted or changed appropriately.

Treatment A Treatment B

N=XX N=XX

n (%) n (%)
Randomized XX (XX X) XX (000X)
Randomized, but not treated XX (00.X) XX (00.X)
Enrolled XX (XX X) XX (000X)
Enrolled, but not treated XX (00.X) XX (006.X)
Treated investigational product XX (XX X) XX (000X)
Completed study XX (000.X) XX (2000.X)
Completed treatment XX (X0 X) XX (000X)




FHOHDER T, B— K& CTHAHFRI YIRS D L9 RERHIT (X)), [UFEL (<>) Tie#EdT 5 (BX), If an item(s) is presented
repeatedly in an actual TLF, the item(s) is presented with <pseudo code> in the TLF shell.

Parameter Treatment A Treatment B Parameter Treatment A Treatment B
Visit N=XX N=XX Visit N=XX N=XX
HbATC (%) < PARAMETER >
"VVEEK'{ R Pevisit> )

1 n : XX XX 1 n 1 XX XX
I Mean (SD) XEX (XK.X) XX (LX) 1 Mean (SD) 1 XXX (XX.XX) XXX (XX.XX)
1 - I Median ! XX XX
! Mgdlan : xx “ ! Min - Max XX - XX XX - XX
1 Min - Max | XX - XX XX - XX A £
1
| Week 8 '

' n 1 XX XX
: Mean (SD) ! XXX (3 XX) XKX (XX.XX)

1 Median : XX XX
\ Wi _Max _s 0 o

HAOEBICHINT DEELIZTT—2 2y b EFLLIE, T—##dE) 4 LHRTTre#id 5, Annotated ADaM datasets (or ADaM

structure) and the variables are presented in red.

REL—V s T2y b (T2 HEE) A AR
KT — A IELIRET 25813, AR TRIT 2

FT—H Yy "N ERETAHEE when dataset name is annotated : ADSL.TRT0O1P
T — HEEL 8T T A4S when dataset structure is annotated : BDS.AVAL




HAEBIZXHS T D EBUCEEOBIREN H 25513, BEBAL E AT v = () TRYIY EHET 5, (] : ADAE.AREL/ADAE.AEREL)
If multiple options of ADaM standard variables exist for a displayed item, the alternatives are connected with slash (/) (e.g. ADAE.AREL /
ADAE.AEREL)

HATE B IZxHE T 52500 ADaM 1G v.1.0/1.1 (IZ/77E L 72 WA 1, R 7 T7[SSV]” (sponsor-specified variable) # ft# 3~ 5, If there is
no ADaM standard variable of ADaM IG v.1.0/1.1 for a displayed item, [SSV] (sponsor-specified variable) is presented.

BT, IR L 10D T — HKESCFUEIRET D HLERH 2561, BEOBICFEINNICE#ET 5, (] : ADSL.DTHDT (=),
ADAE.AREL (= ¢ or Y’). If it needs to specify a combination(s) of a variable and a level(s) or other conditions, the level or other

conditions are presented next to the variable with ().

AVANT T a IREMSNO —FEIMUMNITFEE T D, Other instruction is presented in a double line square.

ARICETFEARIZ ADaM 1G ver.1.0 1255 <, ADaM 1IG ver. 1.1 B & £ d 235815 BB4 OAI12°(v1. 1) % TAH& Citdid 25, (#i:
ADSL.RFICDTw1.1) This document is based on ADaM IG ver. 1.0. If a variable of ADaM IG ver. 1.1 is used, "(v1.1)” is presented as
subscript next to the variable name. (e.g., ADSL.RFICDT¢1.1))

BHGREOERIT. 2HICHERT 57— ZA0E W MEMHT 21T ADSL.TRTxXP % . Z2MMTIZ13 ADSL.TRTxxA ZHHT A2 HEZFHE L L
TWaM, REBEOT VA 2K > Tk ADSLTRTxxP O &K GREEBENVERT 27 — AN D 5 Fa s, ZEMERT OB G5EIZIT
ADSL.TRTxxP/ADSL.TRTxxA ¢ EHDOERE 2 > T7 /T —3 a3 LTW5D, "ADSLTRTxxP/ADSL.TRTxxA" annotated for



analyses of safety endpoints means that Sponsor can chose either of ADSL. TRTxxP or ADSL.TRTxxA depending on the study design or

other conditions.
3 {ARIOEHTL AT 7N Individual TLF shells
3.1 BEDAR

Table study disposition
ADSL.TRTxxP
Treatment A Treatment B

N=XX N=XX

n (%) n (%)
Randomized ADSL.RANDFL (="Y’) XX (XX.X) XX (XX.X)
Randomized, but not treated ADSL.RANDFL (= ‘Y’) and ADSL.TRTSDT (=.) XX (XX.X) XX (XX.X)
Enrolled ADSL.ENRLFL (= ’) XX (XX.X) XX (XX.X)
Enrolled, but not treated ADSL.ENRLFL (= 'Y’) and ADSL.TRTSDT (= .) XX (XX.X) XX (XX.X)
Treated investigational product ADSL.TRTSDT (*=.) XX (XX.X) XX (XX.X)
Completed study ADSL.COMPLFL (= 'Y’)JADSL.EOSSTTw1.1) (= ‘COMPLETED’)  xx (XX.X) XX (XX.X)
Completed treatment ADSL.EOTSTT (= ‘COMPLETED’) XX (XX.X) XX (XX.X)
Discontinued study ADSL.EOSSTTw1.1) (= ‘DISCONTINUED’) XX (XX.X) XX (XX.X)

Discontinued treatment ADSL.EOTSTTw1.1) (= ‘DISCONTINUED’) XX (XX.X) XX (XX.X)




Table summary of reason for discontinuation ADSL.TRTxxP

Treatment A Treatment B

N=XX N=XX

n (%) n (%)
Randomized ADSL.RANDFL (= Y’) XX (XX.X) XX (XX.X)
Enrolled ADSL.ENRLFL (= Y’) XX (XX.X) XX (XX.X)
Completed study ADSL.COMPLFL (= Y’)/ADSL.EOSSTTw1.1) (= ‘COMPLETED’) xx (xx.x) XX (XX.X)
Discontinued from study ADSL.EOSSTT1.1) (= ‘DISCONTINUED’) XX (XX.X) XX (XX.X)
< Reasons > ADSL.DCSREAS1.1) XX (XX.X) XX (XX.X)
Completed investigational product ~ADSL.EOTSTT (= ‘COMPLETED’) XX (XX.X) XX (XX.X)
Discontinued investigational product ADSL.EOTSTT1.1) (= ‘DISCONTINUED’) XX (XX.X) XX (XX.X)

< Reasons > ADSL.DCTREAS1.1) XX (XX.X) XX (XX.X)




List of discontinuation

Treatment A (N=XX) ADSL.TRTxxP

Duration of

ADSL.EOSDT(11) ADSL.DCSREAS1.1) ADSL.TRTEDT Study day of ADSL.DCTREASv1.1)
Date of Reason for study Date of treatment treatment Reason for treatment administration
Subject # study withdrawal withdrawal discontinuation discontinuation discontinuation (day)
XXXXXX YYYY-MM-DD Reason 1 YYYY-MM-DD XX Reason XX
XXXXXX YYYY-MM-DD Reason 2 YYYY-MM-DD XX Reason XX
ADSL.SUBJID [SSV] ADSL.TRTDURD 1.1




3.2 AREMETEZE M o D&
Table summary of protocol deviations

n (%)
All Center BDS.SITEID
Treatmen A (N=xx) ADSL.TRTxxP
Number of protocol deviation [SSV] XXX (XX.X)
<Protocol deviation > [SSV] XXX (XX.X)
Treatmen B (N=xx)
Number of protocol deviation XXX (XX.X)
<Protocol deviation > XXX (XX.X)
< Center >
Treatmen A (N=xx)
Number of protocol deviation XX.X (XX.X)
<Protocol deviation > XXX (XX.X)
Treatmen B (N=xx)
Number of protocol deviation XXX (XX.X)

<Protocol deviation >

XXX (XX.X)




33 LT —2 vt
Table summary of data sets analyzed

ADSL.TRTxxP

Treatment A

Treatment B

N=XX N=XX

n (%) n (%)
ITT ADSL.ITTFL (= Y’) XX (XX.X) XX (XX.X)
Safety ADSL.SAFFL (= Y") XX (XX.X) XX (XX.X)
FAS ADSL.FASFL (= Y’) XX (XX.X) XX (XX.X)
PPS ADSL.PPROTFL (= *Y’) XX (XX.X) XX (XX.X)




34 ANO#EtZEHRUOEEBEDORFHE
Table demographic and other baseline characteristics

ADSL.TRTxxP/ADSL.TRTxxA

Treatment A

Treatment B

N=XX N=XX
Sex ADSL.SEX
n XX XX
<Sex> XX (XX.X %) XX (XX.X %)

Age (year) ADSL.AGE

n
Mean (SD)
Median

Min - Max

Age (year) ADSL.AGEGRy«v1.1)

n
<Age category>

Weight (kg)  [SSV]
n
Mean (SD)
Median
Min - Max

Weight (kg)  [SSV]
n

<Weght category>

Height (cm) [SSV]

XX
XXX (XX.X)
XX.X
XX — XX

XX
XX (XX.X %)

XX
XX.X (XX.X)
XX.X
XX — XX

XX
XX (XX.X %)

XX
XXX (XX.X)
XX.X
XX — XX

XX
XX (XX.X %)

XX
XX.X (XX.X)
XX.X
XX - XX

XX
XX (XX.X %)



n
Mean (SD)
Median

Min - Max

Race
n
<Race>

ADSL.RACE

XX
XXX (XX.XX)
XX.X
XX = XX

XX
XX (XX.X %)

XX
XXX (XX.XX)
XX.X
XX = XX

XX
XX (XX.X %)




3.5 AMEDAEN

Table summary of <efficacy continuous variables> Ang| TRTxxP

Treatment A Treatment B
N=XX N=XX
< Parameter > BDS.PARAM
< Visit > BDS.AVISIT
n XX XX
Mean (SD) BDS.AVAL XXX (XX.XX) XX.X (XX.XX)
Median XX.X XX.X
Min - Max XX - XX XX = XX

EREBNL, ERMEOEFOHE,
ARMEEHE S LT, N=A T A b OECEEER T HLLENH L5 E1E BDS.CHG &, N—A T A L inbOELREEF T 50N
& 5%561% BDS.PCHG 14 %

Use BDS.CHG for a summary table of change from baseline, BDS.PCHG for a summary table of percent change from baseline.




Table summary of <efficacy categorical variables> ADSL.TRTxxP

Treatment A Treatment B
N=XX N=XX
n (%) n (%)

< Parameter > BDS.PARAM
< Visit > BDS.AVISIT
< Category > BDS.AVALCATy XX (XXX.X %) XX (XXX.X %)




Table subgroup analyses of <efficacy continuous variables>

< Category > (N=xx) [SSV] ADSL.TRTxxP
Treatment A Treatment B
N=XX N=XX
< Parameter > BDS.PARAM
< Visit > BDS.AVISIT
n XX XX
Mean (SD) XXX (XX.XX) XXX (XX.XX)
Median BDS.AVAL XX.X XX.X
Min - Max XX - XX XX = XX

EFRENL, MEHEOER DS A,
ARMEEHE S LT, N=A T A b OECEEER T HLLENH L5 E1E BDS.CHG &, N—A T A L inbOELREEF T 50N
& 5%61% BDS.PCHG 4 %

Use BDS.CHG for a summary table of change from baseline, BDS.PCHG for a summary table of percent change from baseline.




Table subgroup analyses of <efficacy categorical variables>

< Category > (N=xx) [SSV] ADSL.TRTxxP
Treatment A Treatment B
N=XX N=XX
n (%) n (%)

< Parameter > BDS.PARAM
< Visit > BDS.AVISIT
< Category > BDS.AVALCATyY XX (XX.X) XX (XX.X)




3.6 AMEDEN (KEEICLLHHE)

Table covariate analyses of <efficacy continuous variables> ADSL.TRTxxP
Treatment A Treatment B
N=XX N=XX
<Parameter> BDS.PARAM
n XX XX
LSMean XXX. X XXX.X
Difference vs. Treatment A BDS.AVAL XXX.X
95% ClI for difference XXX.X, XXX.X
p-value X XXX

EREBNZ, MEXHMEOES O 5E,

AR & LT, X=X 74 b OERbEZEFT D UENRH 58:61% BDS.CHG %, X=X T A L inDDELRZEGT 5 MBS
& H8%551% BDS.PCHG #fi 75

Use BDS.CHG for a summary table of change from baseline, BDS.PCHG for a summary table of percent change from baseline.




3.7 AN (EFFREARNT)

ADSL.TRTxxP

Table time to <efficacy event(s)> analyses
Treatment A Treatment B
BDS.PARAM N=XX N=XX
Subjects with event XX (XX.X %) XX (XX.X %)
Subjects without event BDS.CNSR (= 1) XX (XX.X %) XX (XX.X %)
Time to event (days) BDS.AVAL
XXX (XXX.X, XXX.X) XXX (XXX.X, XXX.X)

Median (95% CI)

Hazard Ratio (95% CI) BDS.AVAL
p-value

XXXX (XXX.X, XXX.X)
XXX.X




3.8 AMEDBRT ERNRET—5%DER)

Table response rate of <efficacy categorical variables>

ADSL.TRTxxP

Treatment A

N=XX

Treatment B
N=XX

Responders
Non-Responders

95% CI for Response Rates

Difference in Response Rates
95% Cl

Odds Ratio
95% ClI

<Category> (%)
95% ClI

BDS.AVALC
BDS.AVALC

BDS.AVALC

XX (XX.X %)
XX (XX.X %)

XXX, XXX.X

XX (XX.X %)
XX. X, XX.X

XX (XX.X %)
XX (XX.X %)

XX. X, XXX.X

XX.X
XX.X, XX.X

XXX.X
XXX.X, XXX.X

XX (XX.X %)
XXX, XX.X




3.9 AEROEFKREDRE
Table compliance with investigational product ADSL.TRTxxP/ADSL.TRTxxA

Treatment A Treatment B
N=XX N=XX
Duration of treatment (day)
n XX XX
Mean (SD) XXX (XX.XX) XXX (XX.XX)
Median ADSL.TRTDURDv1.1) XX XX
Min - Max XX - XX XX = XX
Compliance Rate (%)
n XX XX
Mean (SD) ADSL.TRCMP 1.1 XXX (XX.XX) XX.X (XX.XX)
Median XX XX
Min - Max XX = XX XX = XX
Patients with < X %
n (%) XX (XX.X %) XX (XX.X %)

#5351 (Duration of treatment) D HLAZ2Y H OF41% ADSL.TRTDURM 1.1y~ FEDHA X ADSL.TRTDURY i )\CEET 5,
Use ADSL.TRTDURM.1.1y if month is used, ADSL.TRTDURY 1.1y if year is used for Duration of treatment




310REMDENT (AEFEROBRLTEN)

Table summary of subject incidence of treatment-emergent adverse events ADSL TRTxxP/ADSL.TRTxxA
Treatment A Treatment B
N=XX N=XX
ADAE.TRTEMFL (='Y’) n(%) n(%)
TEAE XX (XXX.X) XX (XXX.X)
AE related to study treatment ADAE.AEREL/ADAE.AREL (=Y’ or ") XX (XXX.X) XX (XXX.X)
Serious TEAE ADAE.AESER (='Y’) XX (XXX.X) XX (XXX.X)
Serious TEAE related to study treatmenfADAE.AESER (="Y’) and ADAE.AEREL/ADAE.AREL (=Y’ or “) xx (Xxx.x) XX (XXX.X)
TEAE leading to death ADAE.AEOUT (= 'FATAL’) XX_(XXX.X) XX (XXX.X)
AE related to study treatment leading to death  +—————+ ADAE.AEOUT (= 'FATAL') and ADAE.AEREL/ADAE.AREL (= 'Y’ or *)
Other important TEAE RACUARKAT KR\KARTR]
Other important AE relatMatment XX (XXX.X) XX (XXX.X)

TEAE: Treatment emergentadverse e\ﬁ[\ . ) . ,
ADAE.AESER (=’'N’) and ADAE.AEACN (= ‘DOSE REDUCED’ or ‘DRUG WITHDRAWN’)

ADAE.AESER (=’N’) and ADAE.AEREL/ADAE.AREL (=Y’ or ") and ADAE.AEACN (= ‘DOSE REDUCED’ or ‘DRUG WITHDRAWN’)




INMEBEHDET (AEEROERT)

Table treatment-emergent adverse events ADSL.TRTxxP/ADSL.TRTxxA
Treatment A Treatment B
ADAE.TRTEMFL (= Y?) N=XX N=XX
n (%) n (%)
Number of subjects reporting at least one TEAE ADAE.SUBJID XX (XX.X) XX (XX.X)
<System Organ Class> ADAE.AEBODSYS XX (XX.X) XX (XX.X)
<Preferred Term> ADAE.AEDECOD XX (XX.X) XX (XX.X)

TEAE: Treatment emergent adverse events
MedDRA ver. xx.X

EREBNL, RITIREE T v 7T A BT, [ REICRIA LR A EER T VRO TERT 27— A,

ADAE ICITAEFRZHBL L I-HRE & | R —RE N THRIL LA FFZR O preferred term & system organ class # —&IZT 5 F4 HY
& L7- occurrence flag 28N EFZRSINTEBY ., ZhbHZ2HWT EREREAERTH L TE S,

I E &xbisd % occurrence flag % LA F IR,

Number of subjects reporting at least one TEAE: ADAE.AOCCFL (= Y’)

<System Organ Class>: ADAE.AOCCSFL (= ‘Y’)

<Preferred Term>: ADAE.AOCCPFL(= Y’)




Table treatment-emergent adverse events by severity ADSL.TRTxXP/ADSL. TRTxXA

Treatment A (N=XX)

- ADAE.AESEV/ADAE.ASEV Any Mild Moderate Severe
ADAE.TRTEMFL (= Y’) n (%) n (%) n (%) n (%)
Number of subjects reporting at least one TEAE ADAE.SUBJID XX (XX.X) XX (XX.X) XX (XX.X) XX (XX.X)
<System Organ Class> ADAE.AEBODSYS XX (XX.X) XX (XX.X) XX (XX.X) XX (XX.X)

<Preferred Term> ADAE.AEDECOD XX (XX.X) XX (XX.X) XX (XX.X) XX (XX.X)

TEAE: Treatment emergent adverse events

EREBNL, ATIRE T v 7T A BT, F—REICHRIALIZFA—AEHER L, L0 HEEORWERIZ AR TR 27— 4,

ADAE [CIIAEFFR 2L LIgRE & [ —gBRE N TREL LA FFH2 O preferred term & system organ class %z, L ¥ EEL D m
FRTEICT2HE2HME L7 occurrence flag ZE N EHZ SN TEY ., ZNHEZHWTCEREREAERT L2 TE D,

HI AT H & %9 % occurrence flag & LA 239,

Number of subjects reporting at least one TEAE: ADAE.AOCCIFL (= Y’)

<System Organ Class>: ADAE.AOCCSIFL (= Y’)

<Preferred Term>: ADAE.AOCCPIFL(= Y’)




312 DEN (FERKRIREIEB D)

Table summary of laboratory tests by visit
ADSL.TRTxxP/ADSL.TRTxxA

Treatment A Treatment B
N=XX N=XX
<Parameter> BDS.PARAM
<Visit> BDS.AVISIT
n XX XX
Mea.n (SD) BDS.AVAL XXX (XX.XX) XX.X (XX.XX)
Median XX XX
Min - Max XX - XX XX - XX

ERBNL, EUMEOEFDO5E,

ERIRAEE DO RX—R2A T A4 b DB EEEH T HVENH DH5A1L BDS.CHG %, X—RAT7 A VN DOELEEEFT HLER D D58
1% BDS.PCHG &M+ 2

Use BDS.CHG for a summary table of change from baseline, BDS.PCHG for a summary table of percent change from baseline.




313K EMDFET ELXDEEDEIL)
Table shifts in site reference value from baseline for laboratory tests
Treatment A (N=XX) ADSL.TRTxxP/ADSL.TRTxxA

Baseline BDS.BNRIND

Normal Low High Total
n (%) n (%) n (%) n (%)
<Parameter> BDS.PARAM
<Visit> BDS.AVISIT

Normal XX (XX.X) XX (XX.X) XX (XX.X) XX (XX.X)
Low BDS.ANRIND XX (XX.X) XX (XX.X) XX (XX.X) XX (XX.X)
High XX (XX.X) XX (XX.X) XX (XX.X) XX (XX.X)
Total XX (XX.X) XX (XX.X) XX (XX.X) XX (XX.X)

ISRHTY ST A — & OYER S ORI ER R H 5 eERE DA EF (Baseline.Total x <Visit>.Total @& /L) 2A—#xAI7=25, BHENIZIE U THID
Total, 17 Total #3252 b H D,




Table summary of abnormal change for laboratory tests ADSL. TRTxxP/ADSL TRTXXA

Treatment A Treatment B
N=XX N=XX
<Parameter> BDS.PARAM
<Visit> BDS.AVISIT
n XX XX
High n (%) BDS.ANRIND XX (XX.X) XX (XX.X)
Low n (%) XX (XX.X) XX (XX.X)

EREHNZ, visit ORI R (BDS.ANRIND) Ofdt, R C. EARMRAEH EICREEOb R 2 H£it 95 7 — 2 bEE
IND (ZoYa, visit I3FEFRRER D), o, BIRRAEEBIZ X > TE, ARSI (BDS.AANRIND = ‘HIGH) 72>, B4 J5H

(BDS.ANRIND = ‘LOW") OWTIN—F L2 WNHLORH 5,




BU4REMDET NA LY A 2, BRMAERUVREMLICEETS SMOETEEE)

Table summary of vital signs by visit
ADSL.TRTxxP/ADSL.TRTxxA

Treatment A Treatment B
N=XX N=XX
<Prameter> BDS.PARAM
<Visit> BDS.AVISIT
n XX XX
Mea.n (SD) BDS.AVAL XXX (XX.XX) XX.X (XX.XX)
Median XX XX
Min - Max XX - XX XX - XX

EROBNE, AERHEOERF DA,
INABNYA L DR—=AT A NS DB EZEFTHIVNEND H5E1L BDS.CHG %, X—AT A b OB REZEFH T HLIENRH
%A 4A1Z BDS.PCHG # i+ %




Table summary of ECG findings ADSL.TRTxxP/ADSL.TRTxxA

Treatment A Treatment B
N=XX N=XX
<Visit> BDS.AVISIT

n XX XX

Normal (%) XX (XX.X) XX (XX.X)
Abnormal, not clinically significant (%) BDS AVALC XX (XX.X) XX (XX.X)
Abnormal, clinically significant (%) XX (XX.X) XX (XX.X)
Unable to evaluate (%) XX (XX.X) XX (XX.X)
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