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The Problem

Make the table
like THIS!H!

Make it like THIS

Baseline

Week 4

Week 8

PBO (reference)
Tl
T2

PBO(reference)
Tl
T2

PBO(reference)
Tl
T2

XXX XK X
XXX XK RO X XK KX, XXX
XXX OXKK KOO XX XK KX, XXX
XXX XK KX

KX XX KK RO KX XX XX XX
XXX XK RO X KKK, KX

0.000¢
0.000¢

03000
03000

PBO (reference) Trt1 Tre2
(=) (N=oxx) (N=o)
Baseline Summary Statistics N 00 00 X000
n 0 0 X
Mean XX XXX XXX
SE xx xx xx
Week 4 Summary Statistics N bd XX X0
n 00 X X
Mean Xx Xxx Xx
s xx xx xx
Statistics based on ANCOVA LS Means LS mean x Xxx X0x
xx xx xx
95% CI X0x, X0 X0x, 00X X, 0
Difference vs Reference LS mean difference xx x0x
xx xx
95% CI XXX, XXX XX, XXX
Pvalue 0000 00000
Week 8 Summary Statistics N 000 XX XX
n 0 0 X
Mean XXX XXX XXX
SE xx xx xx
Statistics based on ANCOVA LS Means LS mean XX XX XX
xx xx xx
95% CI X00x, XX X%, X0 XX, X
Difference vs Reference LS mean difference xex X
SE xx xx
95% I X%, XX XX, XX
Pvalue 03000 030000

@\
)

No, like THIS!!

Baseline 4 8
PBO (reference) (N=oox) n xx xx xx
LS Mean XX XXX
SE XX XXX
Trt 1 (N=woo) n xx X X
1S Mean Xx XX x
SE Xx Xxox
Comparison to Placebo
LS Mean Diff XXX
LS Diff SE XXX
P-value 000 0300
Trt 2 (N=oe) n X X X
LS Mean XX XXX
SE XX XXX
Comparison to Reference
LS Mean Diff XX ox
LS Diff SE Xxox
P-value 0200 000K
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The Problem Deconstructed

Visit

Statistic

Treatment

Treatment

Statistic

VisitH

Baseline PBO(reference)
Tl
T2

Week 4 PBO(reference)
Tl

T2

Week 8  PBO(reference)
Tl

T2

xxx

xxx

xxx

XXX

xxx

xxx

xxx

xx
xx

xx

XX OXKX XX 0K KX
XXX XX 0K KX
XX XXX XX 0K KX
XXX XX 0K KX
XXX XX 0K KX
XXX XX KK XXX

XXX
xxx

xxx
xxx

xx
xx

xx
xx

00K,
0,

K,
00K,

XXX
xxx

xxx
xxx

_ ISMens _ Difference vs Reference

0.000¢
0.000¢

0.000¢
000

PBO(reference) Tl T2
(N=xx) (N=ox) (N=ox)
Baseline Summary Statistics N 000 X0 000
n X0 X0 X
Mean XX XX XX
SE xx XX XX
Week 4 Summary Statistics N o X0 00
n 0 X0 X
Mean X0x Xx XX
SE xx xx XX
Statistics based on ANCOVA LS Means LS mean xx X x0x
e xx xx xx
95% Cl X, XXX XX, XX XX, XX
Difference vs Reference LS mean difference xx xx
xx xx
95% Cl XX, KX XXX, XX
P-value 0300 03000
Week 8 Summary Statistics N 00 X0 000
n 0 0 X0
Mean x00x XX Xx
SE xx XX xx
Statistics based on ANCOVA LS Means 1S mean X xx x0x
SE xx XX xx
95% CI XX, XX XXX, XXX XXX, HKX
Difference vs Reference LS mean difference xxx x0x
SE xx xx
95% CI 00X, 0KX 0%, 00X
P-value 0300 0300

1.
2.
3.

Same underlying information

Different layouts

Reformat or hide some statistic

Statistic Visit
Treatment L

Baseline 4 8
PBO (N=o) n X X X
LS Mean XX XXX
SE XX XXX XX
Trt 1 (N=oo) n xx X X
1S Mean Xx XX
SE XX XXX
Comparison to Placebo
LS Mean Diff XXX XX
LS Diff SE XXX
P-value 000X 0300
Trt 2 (N=oo) n xx X X
LS Mean XX XXX
SE XX XXX XX
Comparison to Reference
LS Mean Diff X
LS Diff SE XXX
P-value 000x 03000
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The Solution
Display Layout Specifications and Flexible Table Generator

435

G

BE FLEX1BLE!

REGENERON



Agenda

1. Upstream Process and the Analysis Results Dataset (ARD)

2. Table Flexibility
I. Content
ii. Layout

3. Display Layout Specifications

4. Conclusion
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Agenda

1. Upstream Process and the Analysis Results Dataset (ARD)
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Upstream Process

Analysis Results Dataset (ARD)

cdisc

Home / Standards / Foundational / Analysis Results Standard 9
Analysis Results Standard E3
Description ;

The Analysis Results Standard will seek to add normative and informative content by
illustrating analysis dataset structure, including relevant controlled terminology,
methodology guidance, and standardized analysis results metadata for TFL generation for

commonly accepted analysis endpoints.

Standardized Analysis Results Support Dynamic Data Display

“ Generation and Reuse

Sieasaisneusansei
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Upstream Process

Analysis Results Dataset (ARD)

ARM STATCLS1 STATX STATCD AVISIT AVISITN RESULT
PBO Summary Statistics N BIGN Baseline 0 XX
PBO Summary Statistics Mean MEAN Baseline 0 XXX
PBO Summary Statistics SE SE Baseline 0 XX.X
PBO Summary Statistics n N Week 4 4 XX
PBO Summary Statistics Mean MEAN Week 4 4 XX
PBO Summary Statistics SE SE Week 4 4 XXX
PBO Statistics Based on ANCOVA LS Mean LSMEAN Week 4 4 XX.X
PBO Statistics Based on ANCOVA SE LSMEANSE Week 4 4 XX
Trt 1 Summary Statistics n N Week 4 4 XX
Trt 1 Summary Statistics Mean MEAN Week 4 4 XX.X
Trt 1 Summary Statistics SE SE Week 4 4 XX
Trt 1 Statistics Based on ANCOVA LS Mean LSMEAN Week 4 4 XX.X
Trt 1 Statistics Based on ANCOVA SE SE Week 4 4 XXX
Trt 1 Statistics Based on ANCOVA LS Mean Diff LSMEANDIFF Week 4 4 XXX
Trt 1 Statistics Based on ANCOVA LS Diff SE LSMEANDIFFSE Week 4 4 XX
Tt 1 Statistics Based on ANCOVA P-Value LSMEANPVAL Week 4 4 XXX
Trt 2 Summary Statistics n N Week 8 8 Xx
Trt 2 Summary Statistics Mean MEAN Week 8 8 XXX
Trt 2 Summary Statistics SE SE Week 8 8 XXX
Trt 2 Statistics Based on ANCOVA LS Mean Diff LSMEANDIFF Week 8 4 XXX
Trt 2 Statistics Based on ANCOVA LS Diff SE LSMEANDIFFSE Week 8 4 XX
Trt 2 Statistics Based on ANCOVA P-Value LSMEANPVAL Week 8 4 XX.X

NOTE: We have beenstoring the results dataset before CDISC developed ARD.
Therefore, the concept is the same, but the exactstructure will differ.
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Agenda

2. Table Flexibility
I. Content
ii. Layout
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Table Flexibility
Content and Layout

Content

Statistics based on ANCOVA
Difference vs Reference
N n Est. 95%Cl P-value

Statistics based on ANCOVA
Summary Statistics LS Means Difference vs Reference
N n Mean SE Est. SE Est. 95%ClI P-value

Statistics based on ANCOVA
Summary Statistics LS Means Difference vs Reference
N n Mean SE Est. SE 95%Cl ESitH SE 95%ClI P-value

Layout

PBO(reference) Tl T2 Statistics_based on ANCOVA st (Linit)
(N=ocx) (N=ocx) (N=oo) o Summary Statistics  __ ISMeans  __ Difference vs Reference Baseline 4 8
isit Treatment N n Mem &  m 954l Bt S 95%cCl  poal
Baseline Summary Statistics N 0 00 o PBO (N=0o) n o xx x
m 0 0 o Baseine  PBO(reference) X e oo xx BX= o o ot
- e s o Tt1 X e xx o o o o
s xx xx xx T2 X e ox xx z
Wesk 4 Summary Statistics N s R oy Week 4  PBO(reference) X o X XXX XX 0 A () o 2 oS I
n o 2 o Trt1 XK 0K NG R XX 006 KX XK XG0 000 0000 LS Mean 0 0 o
Mean X 0 xex Trt2 XK 0K NG RK XX 006 K XK XK 00 0 0000 SE 0 0 o
st xx xx xx Comparison to Placebo
Weck 8 PBO(reference) R e K XX B KXk Mean Di
Statistics based on ANCOVA LS Means LS mean o xex xex { ) s Diff o X
o o o o Trt1 X oK 0 X X XX 006 X X0 XK 00 00 00000 S Diff SE — —
2 2 Tre2 2 3 2 g 0,
st o o o 0 o 0 v X e K O X XX 000 X XK XK X006 0K 000 — - -
Difference vs Reference LS mean difference o 0 7t 2 (Now) N ” ” ™
xx xx
£ 1S Mean o o o
95%CI XX, XX X, XX P — — .
P-value 02000 0000
Comparison to Reference
Week 8 Summary Statistics N 0 00 o LS Mean Diff 0 o
n 0 00 o LS Diff SE 0 o
Mean X 0 0 P-value 0000 030000
s xx xx xx
Statistics based on ANCOVA LS Means LS mean X 0 0
st xx xx xx
95%Cl 00, 00X 0K, X0 0K, XX
Difference vs Reference LS mean difference 0 0
s xx xx
95%Cl XX, XX 008, 00
Proie 0000 0000
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Table Flexibility
Flexible Table Generator

11

Content

Layout

$macro flexible table generator (

statvar = /* List of statistics to display */,

combvar = /* Combine variables into a new statistic to display */,
colvar = /* Variables used to define the columns */,

rowvar = /* Variables used to define the rows */,

NOTE: There are additional parametersin the macro such as DATAIN. For simplicity and focus,
parameters being displayedare limited tothose that contribute to table flexibility.

RBREGEMNERON



Table Flexibility

STATX STATCD

N BIGN
Content : N
Mean MEAN
SE SE
LS Mean LSMEAN
SE LSMEANSE
LS Mean Lower Confidence Limit LSMEANLCL
LS Mean Upper Confidence Limit LSMEANUCL
LS Mean Diff LSMEANDIFF
LS Diff SE LSMEANDIFFSE
— LS Diff Lower Confidence Limit LSDIFFLCL
Statistics based on ANCOVA LS Diff Upper Confidence Limit LSDIFFUCL
Difference vs Reference P-Value LSMEANPVAL
N n Est. 95% Cl P-value
$macro_flexible table generator (
statvar = BIGN N LSMEANDIFF LSDIFFCL LSMEANPVALUE
)
Statistics based on ANCOVA
Summary Statistics LS Means Difference vs Reference
N n Mean SE Est. SE Est. 95% Cl P-value
macro_flexible table generator (
statvar = BIGN N MEAN SE LSMEAN LSMEANSE LSMEANDIFF LSDIFFCL LSMEANPVALUE
)
Statistics based on ANCOVA
Summary Statistics LS Means Difference vs Reference
N n Mean SE Est. SE 95% Cl Est. SE 95%Cl P-value
macro_flexible table generator(
statvar = BIGN N MEAN SE LSMEAN LSMEANSE LSMEANCL LSMEANDIFF LSMEANDIFFSE LSDIFFCL LSMEANPVALUE

12 REGENERON



Table Flexibility
Content

Statistics based on ANCOVA

Dj rence

N n Est. 95% Cl P-value

$macro_flexible table generator (

statvar = BIGN N LSMEANDIFF § LSDIFFCL j LSMEANPVALUE

) ;

combvar = LSDIFFCL(type=CI, vars=LSDIFFLCL LSDIFFUCL, label="“95%

STATX STATCD RESULT
LS Diff Lower Confidence Limit LSDIFFLCL 82 _>
LS Diff Upper Confidence Limit LSDIFFUCL 94

Provide method to combine different variablesand change its format.

13

STATX STATCD

N BIGN

n N

Mean MEAN

SE SE

LS Mean LSMEAN

SE LSMEANSE

LS Mean Lower Confidence Limit LSMEANLCL
LS Mean Upper Confidence Limit LSMEANUCL
LS Mean Diff LSMEANDIFF
LS Diff SE LSMEANDIFFSE
LS Diff Lower Confidence Limit LSDIFFLCL

LS Diff Upper Confidence Limit LSDIFFUCL
P-Value LSMEANPVAL

STATCD RESULT

LSDIFFCL (82, 94)

752

LSDIFFCL
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Table Flexibility
Layout: General

COLUMN Headers

Table Body

14 RBREGEMNERON



Display Flexibility
Layout: Rows and Columns

COLUMN Headers

Table Body

Row Headers

Column Headers

Row Headers

Column Headers

PBO (reference) Tl
(N=x00) (N=00

T2
(N=o)

Baseline

Week 4

Week 8

Summary Statistics

Summary Statistics

Statistics based on ANCOVA

Summary Statistics

Statistics based on ANCOVA

N X0 0
n X 0
Mean Xx xex
st xx xx
N xx X
n Xx 0
Mean Xx Xex
St xx xx
LS Means LS mean XX XX
St xx xx

95%Cl X%, XX XX, XX
Difference vs Reference LS mean differenc Xx
xx

95%Cl XXX, XX

P-value 0000

N X X
o Xx 0
Mean Xx Xx
St xx xx
LS Means LS mean xex xex
St xx xx

95% Cl 00, 00X 00, 00X
Difference vs Reference LS mean differenc xex
SE XX

95% CI XK, XX

P-value 0.3000¢

xxx

00K, 00X

xxx
xx
XXX, XX
0000

xxx
xx

xxx
xx
00, 00X

xxx
xx
00, 00X
0.000¢

Baseline PBO(reference)
Tl
T2

Week 4 PBO(reference)
Tl
T2

Week 8  PBO(reference)
Tl
T2

X000 xxx xx
X000 xxx xx

X000 xxx xx

X000 xxx XXX XX
X0 xxx XXX xx
00 xxx XXX xx
0 xxx XXX xx
X0 xxx XXX XX
X0 xxx XXX XX

o,
o,
X,

X,
0K,
o,

xxx

xxx
XXX
Xxx

XXX XX
XXX xx

XXX XX
XXX XX

0%,
K,

00K,
00K,

xxx
xxx

0.3000¢
03000

03000
03000

Table Body

Table Body

15

Column

Row

Treatment
Visit, Statistics

Column

Row

Statistics

Visit, Treatment

Row Headers

PBO (N=xxx)

Trt 1 (N=oo)

Trt 2 (N=ox)

n
LS Mean
SE

n

LS Mean

SE

Comparison to Placebo
LS Mean Diff
LS Diff SE
P-value

n

LS Mean

SE

Comparison to Reference
LS Mean Diff
LS Diff SE
P-value

Column Headers
isit (Unit)

Baseline 4 8
1 —
|

Z = =
. . -
753 =53 =

= @ m
= . o
= - e

o 5
7 .
0.3000¢ 030000

o = xx
. 7 .
753 e .

1 o

= 2

0.5000¢ 0.5000¢
Table Body

Column

Row

Visit

Treatment, Statistics
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Table Flexibility

4

Row Headers Column Headers
Visit, Statistics Treatment
PBO Trt 1 Trt 2
(reference) (N=xxx) (N=xxx)
Visit (N=xxx)
Baseline Summary Statistics N XK XK XX
n 00 2000 200
Mean XXX XXX XXX
SE XX XX X.X
Week 4 Summary Statistics N XXX XK XXX
n X000 2000 00
Mean XXX XXX XXX
SE XX XX X.X
Statistics based on ANCOVA LS Means LS mean XXX XXX XXX
SE XX XX X.X
95% Cl XXX, XXX XXX, XXX XXX, XXX
Difference vs Reference LS mean difference XXX XXX
SE XX X.X
95% Cl XXX, XXX XXX, XXX
P-value 0.%000¢ 0.0
Week 8 Summary Statistics N XX XX XX
n X000 2000 XXX
Mean XX XX XX
SE XX XX X.X
Statistics based on ANCOVA LS Means LS mean XXX XXX XXX
SE XX XX X.X
95% Cl XXX, XXX XXX, XXX XXX, XXX
Difference vs Reference LS mean difference XXX XXX
SE XX X.X
95% Cl XXX, XXX XXX, XXX
1 P-value 0.3000¢ 0300
Table Body

ARM STATCLS1 STATX STATCD AVISIT AVISITN RESULT
PBO Summary Statistics BIGN BIGN Baseline 0 XX
PBO Summary Statistics Mean MEAN Baseline 0 XXX
PBO Summary Statistics SE SE Baseline 0 XXX
PBO Summary Statistics BIGN BIGN Week 4 4 XX
PBO Summary Statistics Mean MEAN Week 4 4 XX
PBO Summary Statistics SE SE Week 4 4 XXX
PBO Statistics Based on ANCOVA LS Mean LSMEAN Week 4 4 XXX
PBO Statistics Based on ANCOVA SE LSMEANSE Week 4 4 XX
Tt 1 Summary Statistics BIGN BIGN Week 4 4 XX
Tt 1 Summary Statistics Mean MEAN Week 4 4 XX.X
Trt 1 Summary Statistics SE SE Week 4 4 XX
Tt 1 Statistics Based on ANCOVA LS Mean LSMEAN Week 4 4 XX.X
Tt 1 Statistics Based on ANCOVA SE SE Week 4 4 XX.X
Tt 1 Statistics Based on ANCOVA LS Mean Diff LSMEAN DIFF Week 4 4 XX.X
Tt 1 Statistics Based on ANCOVA LS Diff SE LSMEAN DIFFSE Week 4 4 XX
Tt 1 Statistics Based on ANCOVA P-Value LSMEANPVAL Week 4 4 XX.X
Trt2 Summary Statistics BIGN BIGN Week 8 8 Xx
Trt 2 Summary Statistics Mean MEAN Week 8 8 XXX
Tt 2 Summary Statistics SE SE Week 8 8 XX.X
Tt 2 Statistics Based on ANCOVA LS Mean Diff LSMEANDIFF Week 8 4 XX.X
Tt 2 Statistics Based on ANCOVA LS Diff SE LSMEAN DIFFSE Week 8 4 XX
Trt 2 Statistics Based on ANCOVA P-Value LSMEANPVAL Week 8 4 XXX
$macro flexible table generator (
colvar = arm (sort=armn) m——
rowvar = avisit (sort=avisitn, label=“Visit”)

statclsl (sort=statn)

statcls2 (sort=statn)

statx (sort=statn)

16
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Table Flexibility
Rows and Columns

ARM STATCLS1 STATX STATCD AVISIT AVISITN RESULT
PBO Summary Statistics BIGN BIGN Baseline 0 xx Column Headers
PBO Summary Statistics Mean MEAN Baseline 0 XXX
PBO Summary Statistics SE SE Baseline 0 XX.X .
Statistics based on ANCOVA

PBO Summary Statistics BIGN BIGN Week 4 4 XX Row Headers
PBO Summary Statistics Mean MEAN Week 4 4 XX Summary Statistics LS Means Difference vs Reference
PBO Summary Statistics SE SE Week 4 4 XXX Visit Treatment N n___Mean E E E | Est. SE % Cl_P-val
PBO Statistics Based on ANCOVA LS Mean LSMEAN Week 4 4 XXX Baseli PRO f —__
PBO Statistics Based on ANCOVA S LSMEANSE Week 4 4 X seline (i) XX XX XX
AAAAAA Trt 1 X0 XX XXX X.X
Trt1 Summary Statistics BIGN BIGN Week 4 4 XX Trt 2 XK XXX XXX XX
Trt 1 Summary Statistics Mean MEAN Week 4 4 XX.X
Trt 1 Summary Statistics SE SE Week 4 4 XX
Trt 1 Statistics Based on ANCOVA LS Mean LSMEAN Week 4 4 XX.X Week 4 PBO (reference) XK XK XXX XX XX XX XXX, XXX
Tt 1 Statistics Based on ANCOVA SE SE Week 4 4 XX.X

Trt 1 XK XX XKX X.X XX XX XKX, XXX XXX XX XKX, XXX 000
Tt 1 Statistics Based on ANCOVA LS Mean Diff LSMEAN DIFF Week 4 4 XX.X
Tl Statistics Based on ANCOVA LS Diff SE LSMEANDIFFSE Week 4 4 Xx Trt2 o X0 XXX XX 00K KX X XX 0, o 0000
Tt 1 Statistics Based on ANCOVA P-Value LSMEANPVAL Week 4 4 XX.X
Trtz ;;;nmaw S ;IA;N ;I;N Week 8 8 Xx Week 8 PBO (reference) 0 X KX X.X XX XX KX, XXX
Trt 2 Summary Statistics Mean MEAN Week 8 8 XX.X Trt 1l XK XX XX XX XX XX XXX, XXX XX XX XX XX 0.000
Trt 2 Summary Statistics SE SE Week 8 8 XXX Trt 2 0 X KX X.X XX XX XX, XX XX XX XX, XXX 0,00
Trt 2 Statistics Based on ANCOVA LS Mean Diff LSMEANDIFF Week 8 4 XX.X A A
Tt 2 Statistics Based on ANCOVA LS Diff SE LSMEAN DIFFSE Week 8 4 XX
Trt 2 Statistics Based on ANCOVA P-Value LSMEANPVAL Week 8 4 XX.X Table Body

$macro flexible table generator (
colvar = statx (head=statclsl statcls2)
rowvar = avisit (sort=avisitn, label="Visit’) =
arm (sort=armn, label="“Treatment”)
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Table Flexibility

| Column Headers
Visit
Row Headers Baseline Week 4  Week 8
ARM STATCLS1 STATX STATCD AVISIT AVISITN RESULT
PBO Summary Statistics BIGN BIGN Baseline 0 XX
PBO Summary Statistics Mean MEAN Baseline 0 XXX PBO (N=xxx) n XX XX XX
PBO Summary Statistics SE SE Baseline 0 XXX LS Mean XXX XXX XXX
PBO Summary Statistics BIGN BIGN Week 4 4 XX : : :
PBO Summary Statistics Mean MEAN Week 4 4 XX SE XX.X XX.X XX.X
PBO Summary Statistics SE SE Week 4 4 XXX
PBO Statistics Based on ANCOVA LS Mean LSMEAN Week 4 4 XXX
PBO Statistics Based on ANCOVA SE LSMEANSE Week 4 4 X« Trt 1 (N=xxx) n xx XX xx
AAAAAA LS Mean XXX XXX XX.X
Tt 1 Summary Statistics BIGN BIGN Week 4 4 XX
Tl Summary Statistics Mean MEAN Week 4 4 XXX SE PO ROCK] POCH
Tt 1 Summary Statistics SE SE Week 4 4 XX Comparison to Placebo
Tt 1 Statistics Based on ANCOVA LS Mean LSMEAN Week 4 4 XX.X LSM Diff
Trt1 Statistics Based on ANCOVA SE SE Week 4 4 XX ean Bl XXX XXX
Trt 1 Statistics Based on ANCOVA LS Mean Diff LSMEANDIFF Week 4 4 XX.X LS Diff SE XXX XXX
Tt 1 Statistics Based on ANCOVA LS Diff SE LSMEAN DIFFSE Week 4 4 XX Pl @555 @535
Tt 1 Statistics Based on ANCOVA P-Value LSMEANPVAL Week 4 4 XXX : :
Trt2 Summary Statistics BIGN BIGN Week 8 8 Xx Trt 2 (N=XXX) n XX XX XX
Trt 2 Summary Statistics Mean MEAN Week 8 8 XXX
Trt 2 Summary Statistics SE SE Week 8 8 XXX LS Mean XX.X XXX XX.X
Tt 2 Statistics Based on ANCOVA LS Mean Diff LSMEANDIFF Week 8 4 XX.X SE XXX XXX XXX
Tt 2 Statistics Based on ANCOVA LS Diff SE LSMEAN DIFFSE Week 8 4 XX a .
Trt 2 Statistics Based on ANCOVA P-Value LSMEANPVAL Week 8 4 XXX Comparlson to Reference
------------ LS Mean Diff XXX XXX
LS Diff SE XX.X XX.X
P-value 0.XXXX 0.XXXX
L [
$macro flexible table generator (
o s .. .. Table Body
colvar = avisit (sort=avisitn, label="“Visit")
rowvar = arm (sort=armn, label= )
statclsl (sort=statn, label=, indent=Y) -I

statx (sort=statn, label=, indent=Y) J

18 RBREGEMNERON



Table Flexibility
Layout: Sub-Options

Option Scope Description

SORT ROWVAR Variable used to define the sortorder

LABEL ROWVAR, COLVAR Define the row or column label to be used for the variable
INDENT ROWVAR Indent row header

HEAD COLVAR Define column header nesting

RBREGEMNERON



Table Flexibility
Sub-Options: SORT

ARM ARMN AVISIT AVISITN
PBO 0 el 0 Statistics based on ANCOVA
Trel 1 Week 4 1 Summary Statistics LS Means Difference vs Reference
Week 8 2 Visit Treatment N n Mean SE Est. SE 95% ClI Est. SE 95% Cl _ P-value
Trt2 Week 12 3 Baseline PBO (reference) XXX XXX XXX XX
Trt 1 X0 XX XXX XX
Trt 2 XX XXX XXX XX
Week 4 PBO (reference) 3000 X000 XX XX XX XX XXX, XXX
Trt 1 XK XX XKX X.X XX XX XKX, XXX XXX XX XKX, XXX 000
Trt 2 XK XK XXX XX XX XX XXX, XXX XX XX XXX XX 0000
rowvar = avisit (sort=avisitn, label=“Visit”)
arm (sort=armn, label="Treatment”) Week 8 PBO (reference) 2000 2000 XX XX XXX XX XXX, XXX
Trt 1 XK XK XX XX XXX XX XXX, XXX XX XX XX XX 0.000
Trt 2 XK XXX XXX XX XXX XX XXX, XXX XX XX XXX XX 0,000
Week 12 PBO (reference) XXX XXX XXX XX XX XX XXX, XXX
Trt 1 XK XXX XXX XX XX XX XXX, XXX XX XX XXX XX 0,000
Trt 2 XK XK XXX XX XX XX XXX, XXX XX XX XXX X 02000

* Variable defined in the SORT sub-optionis used as
the sorting variable.

* Inthis example, alpha numeric sorting of AVISIT
would have sorted Week 12 before Week 4

20 RBREGEMNERON



Table Flexibility
Sub-Options: LABEL

R

Statistics based on ANCOVA

Summary Statistics

LS Means

Difference vs Reference

Visit Treatment N n Mean SE Est. SE 95% Cl Est. SE 95% Cl  P-value
Baseline PBO (reference) XX XXX XXX XX
Trtl XK XK XXX XX
- P PP Trt 2 Y Y
rowvar = avisit (sort=avisitn, label=%“Visit”) i o 0 e XX
arm (sort=amn 4 label:“Treatment”) Week 4 PBO (reference) XX XX XXX XX XXX XX XKX, XXX
Trt 1 XXX XXX XXX XX XX XX XXX, XXX XX XX 00X XX 0.000¢
Trt 2 XXX XXX XXX X.X XX XX XXX, XXX XX XX XXX 06X 0,000
Visit
Baseline  Week 4 Week 8
colvar = avisit (sort=avisitn, label="Visit"
PBO (N=xxx) n XX XX XX
LS Mean XX.X XX.X XXX
SE XXX XXX XXX
Trt 1 (N=xxx) n XX XX XX
LS Mean XXX XXX XXX
SE XXX XXX XX.X
. . . . Comparison to Placebo
* Iflabel is not defined, the variable label will be used < Mean DIff
* If populated, the defined label will be used as the Larise b
P-value 0.XXXX 0.XXXX

row/column header label

21
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Table Flexibility

. Visit
Sub-Options: INDENT
L]
I |
PBO (N=xxx) n XX XX XX
LS Mean XXX XX.X XXX
SE XXX XX.X XXX
Trt 1 (N=xxx) n XX XX XX
rowvar = statclsl (sort=statn, label=, indent=Y)-| Sldean XXX XXX XXX
SE XX.X XXX XX.X

statx (sort=statn, label=, indent=Y)J

Comparison to Placebo

LS Mean Diff XXX XX.X
LS Diff SE XXX XXX
P-value 0.XXXX 0.Xxxxx
PBO Trt 1 Trt 2
(reference) (N=>00x) (N=>0¢x)
Visit (N=x0)
rowvar = avisit (sort=avisitn, label=“Visit”) e |Summary Statistics N | o " "
statclsl (sort=statn) 0 s R R
Mean XXX XXX XXX
statcls2 (sort=statn) SE xx XX XX
statx (sort=statn) Week 4~ Summary Statistics N X0 XXX XXX
n XXX XX XXX
Mean XXX XXX XXX
SE X.X X.X X.X
. .. . Statistics based on ANCOVA LS Means LS mean XXX XXX XXX
* |INDENT collapses individual column-based display s xx xx
95% Cl XXX, XXX XXX, XXX XXX, XXX
Into an Indented Slngle CO|umn dlsplay Difference vs Reference LS mean difference XXX XXX
SE X.X X.X
e Top example uses INDENT. Bottom example 95% i ey o
P-value 0.300 0,300

maintains each variable as separate columns
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Table Flexibility
Sub-Options: HEAD

STATCLS1 STATCLS2 STATX STATCD
Summary Statistics BIGN BIGN
Summary Statistics n N
Summary Statistics Mean MEAN
Summary Statistics SE SE
Statistics Based on ANCOVA LS Mean LS Mean LSMEAN
Statistics Based on ANCOVA LS Mean SE LSMEANSE
Statistics Based on ANCOVA LS Mean 95% Cl LSMEANCI
Statistics Based on ANCOVA LS Mean Diff LS Mean Diff LSMEANDIFF
Statistics Based on ANCOVA LS Mean Diff LS Diff SE LSMEANDIFFSE
Statistics Based on ANCOVA LS Mean Diff 95% Cl LSMEANDIFFCI
Statistics Based on ANCOVA LS Mean Diff P-Value LSMEANPVAL
| o —
P statclsl Statistics based on ANCOVA ]
colvar = statx (head=statclsl sta'ltcl s2)
P statcls2 Summary Statistics LS Means Differencevs Reference |
P statx N n___ Mean SE Est. SE 95%Cl Est. SE 95%Cl P-value |

e HEAD defines the variables to be used as nested column headers
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Agenda

3. Display Layout Specifications

24
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Display Layout Specifications

Machine Interpretable Metadata to Fully Define a Table

Row Headers

Column Headers

Row Headers

Column Headers

PBO (reference) Tl T2
(N=0x) (N=oxx)

Baseline

Summary Statistics

Week 4 Summary Statistics

Statistics based on ANCOVA LS Means

Difference vs Reference

Week 8 Summary Statistics

Statistics based on ANCOVA LS Means

Difference vs Reference

LS mean differenc|

95% CI
P-value

LS mean differencf

95% CI 00X, XXX XXX, XX

P-value 03000 0,300

PBO(reference)
Tl
T2

Week 4 PBO(reference)
Tl
T2

Week 8  PBO(reference)

Tl
T2

HEH

BEE EEE

XXk KEE OEEX

XX 0 0K 05000
XX 0 0K 05000

X0 00K, X0
xxx

HE

X Oxoox
XX 00 0 000

¥
£
EEE KKK
EEE RXEXE
SRR RRE
3
£

Table Body

Table Body

25

Column

Row

Treatment
Visit, Statistics

Column

Row

Statistics

Visit, Treatment

Row Headers Column Headers
isit (Unit)
Baseline 4 8
R—
PBO (N=xxx) n XX XX 3
LS Mean XXX XXX XXX
SE XX, XXX XXX
Trt 1 (N=xoo) n XX X X
LS Mean XXX XXX XXX
SE X0 XXX XXX
Comparison to Placebo
LS Mean Diff XXX XXX
LS Diff SE XXX XXX
P-value 0.000¢ 000
Trt 2 (N=ooq) XX X
LS Mean XXX XXX XXX
SE XX XXX XXX
Comparison to Reference
LS Mean Diff XX XXX
LS Diff SE XXX XXX
P-value 00000 00000
Table Body

Column

Row

Develop a structured systematic language (metadata) to describe
a table from both a content and layout perspective

Visit

Treatment, Statistics
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Display Layout Specifications
Machine Interpretable Metadata to Fully Define a Table

$macro flexible table generator(

statvar = /* List of statistics to display */,
CO ntent combvar = /* Combine variables into a new statistic to display */,
colvar = /* Variables used to define the columns */,
Layo Ut rowvar = /* Variables used to define the rows */,
)
Option Scope Description
SORT ROWVAR Variable usedto define the sort order
LABEL ROWVAR, COLVAR Definetherow orcolumnlabelto be usedforthevariable
INDENT ROWVAR Indentrow header
HEAD COLVAR Define columnheader nesting

Develop a tool to use that metadata to
define and create any table design
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4. Conclusion
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The Problem

Make the table
like THIS!H!

Make it like THIS

Baseline

Week 4

Week 8

PBO (reference)
Tl
T2

PBO(reference)
Tl
T2

PBO(reference)
Tl
T2

XXX XK X
XXX XK RO X XK KX, XXX
XXX OXKK KOO XX XK KX, XXX
XXX XK KX

KX XX KK RO KX XX XX XX
XXX XK RO X KKK, KX

0.000¢
0.000¢

03000
03000

PBO (reference) Trt1 Tre2
(=) (N=oxx) (N=o)
Baseline Summary Statistics N 00 00 X000
n 0 0 X
Mean XX XXX XXX
SE xx xx xx
Week 4 Summary Statistics N bd XX X0
n 00 X X
Mean Xx Xxx Xx
s xx xx xx
Statistics based on ANCOVA LS Means LS mean x Xxx X0x
xx xx xx
95% CI X0x, X0 X0x, 00X X, 0
Difference vs Reference LS mean difference xx x0x
xx xx
95% CI XXX, XXX XX, XXX
Pvalue 0000 00000
Week 8 Summary Statistics N 000 XX XX
n 0 0 X
Mean XXX XXX XXX
SE xx xx xx
Statistics based on ANCOVA LS Means LS mean XX XX XX
xx xx xx
95% CI X00x, XX X%, X0 XX, X
Difference vs Reference LS mean difference xex X
SE xx xx
95% I X%, XX XX, XX
Pvalue 03000 030000

@\
)
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No, like THIS!!

Baseline 4 8
PBO (reference) (N=oox) n xx xx xx
LS Mean XX XXX
SE XX XXX
Trt 1 (N=woo) n xx X X
1S Mean Xx XX x
SE Xx Xxox
Comparison to Placebo
LS Mean Diff XXX
LS Diff SE XXX
P-value 000 0300
Trt 2 (N=oe) n X X X
LS Mean XX XXX
SE XX XXX
Comparison to Reference
LS Mean Diff XX ox
LS Diff SE Xxox
P-value 0200 000K
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The Solution

Baseline PBO(reference) X000 X000 XXX XX
1 XXX xx
2 X R X xx
Week 4 PBO(reference) XN XX XXX XX XX X
Tl VKR KX KKK XX KK KX X XX KX KX 000
T2 VKR KX KK XK XX 0K KX X XXX KX 000
Week 8  PBO(reference) XN X XXX XXX X
Tl B R XXX K XXX KX KX XXX XX 000
Trt2 XXX XXX XX KX KK KK XK R XK 000K

PBO (reference) Trt1 Trt2
el Any other

Baseline Summary Statistics N 0 X0 X

TR
Week 4 Summary Statistics N bd XX X0 ?
oz oz
- layouts:
Statistics based on ANCOVA LS Means LS mean ox xx 00X
95% CI 00X, 00X XXX, XX XXX, KX
Difference vs Reference LS mean difference X 00X Baseline 4 8
95% Cl XX, 00X XK, KX PBO (reference) (N=wo) n xx 0 x
P-value 0.x000¢ 0.x000¢ LS Mean xxx XX
SE XXX XXX XXX
Week 8 Summary Statistics N 000 XX XX
n 000 0 000 Trt 1 (N=oo) n X xx xx
Mean o 00X XX LS Mean XX xxx xxx
£ x o xx SE XXX XXX XXX
Comparison to Placebo
Statistics based on ANCOVA LS Means LS mean X X o0 LS Mean Diff XXX XXX
> > > LS Diff SE XX XX
Difference vs Reference LS mean difference o X
XX XX Trt 2 (N=o) n xx xx xx
95% CI KX, XX XX, XXX LS Mean XX XXX XX
P-value 05000 02000 SE XX 00X 00X
Comparison to Reference
LS Mean Diff 00X 00X
LS Diff SE XXX XXX
P-value 02000 0.3000¢
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