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Laying the path for efficiency gains

3 key concepts

Capturing analysis results metadata enables output automation

Strong standards enable quicker metadata entry

Machine readable metadata is extremely useful for building supportive tools
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Laying the path for efficiency gains

3 key concepts

Capturing analysis results metadata enables output automation

Strong standards enable quicker metadata entry

Machine readable metadata is extremely useful for building supportive tools
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Laying the path for efficiency gains

3 key concepts

Capturing analysis results metadata enables output automation

Strong standards enable quicker metadata entry

Machine readable metadata is extremely useful for building supportive tools
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mock shells should be a product from the components stated in your standard guidelines...

Table 15.1.4-1.1 - Demographic cha::QC'e":Lst‘cs
Full Analysis Set WHERE: (FASFL EQ *¥')

Trea:ment = Treatment B Treatment C Treatment D PIBCQBO
N=XXX N-XXX N=XXX N=xXXX N=XXX
[ADSL.TRTO02AN = 1] [ADSL.TRTO2AN = 3] [ADSL.TRTO2AN = 3] [ADSL.TRTO2AN = 4] [ADSL.TRTO2AN = 5]
Age at screening (years) [n ($)] [ADSL.AGEGR1]
n | XX xx xx xx XX
< 18 XX XK. %) X {EE.x) =x (o) =% (30E.x) XX (XX .x)
18 - < &5 XX [XEX.X) X AXE-X) xxIxE.x) X [(xx.X) XK. (XX .X)
€5 - < 75 xx- [xx.x) XK i EE-x) K (e x) xR (xx.x) XX (XX.X)
75 - < 85 XX Ixx.x) xEiIxn. %) x=x [xx.x) =X (xx.X%) XX (xXxX.x)
>= 85 XK (xx.x) Ax {xx.x) XX (XX.X) xx (axx.x) XX [(xXx.x)
l<Missiang> | xX XX xx xX XX
Sex [n (%)] [ADSL_ASEXN)

Male X f[xxix) R b x) =% (Ex.x) = (xx.x) 2X (xx.x)
Famals X e X v L > OF 4 xE [Ex.x) xx (3K.x) XK (30K . X)

Analysis Method Analysis Option m Description

Categorical NonMissing n is the number of non-missing subjects and is used as the

denominator in categorical percentage calculations
Categorical NonMissing 002 the number of missing is always presented where there are
non-zero counts to present
Categorical BigN 001 small n is not presented and population counts are used as a

denominator

..your standard guideline components serve as the analysis reporting metadata inputs

...and specification foryour analysis reporting codebase Adomsia
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[] T_ENROLO1_SCR Table [15.1.138 Recruitment by country and site Screened Analysis 9 X @ 2022-12-20 3 months ago | 9B
Set riglechl riglachl
[] T_ENROLO1_FAS Table m-u Recruitment by country and site Full Analysis Set 9 X e 2023-05-15 3 months ago
riclechl riclech!
[1 T_FAIL_SCR Table m-2.1 Reasons for screening Failure Screened Analysis 9 X ® 2022-12-30 3 months ago s 98
Set riclecht rizlecht
[] T_DISPO1_FAS Table [15.1.18 Disposition of participants Full Analysis Set 9 X @ 2023-05-15 3 months ago
riclechi riclech!
]  T_DISPO1_SAF Table [15.1.1%8 Disposition of participants Safety Set 9 X 8 2023-05-16 3 months ago | D8
ridlech1 ridlecht
| T_PLNDTRT_FAS Table 15.1.23H| Analysis sets - according to planned treatment group Full Analysis Set 9 X & 2023-05-15 3 months ago
idlech1 riclech!
[] T_ACTUTRT_SAF Table [15.1. 208 Analysis sets - according to actual treatment group Safety Set 9 % @ 2023-05-16 3 months ago ::BRONN -
ridlechl ridlechl :
(i T_DVO1_IMP_FAS Table -1.1 Important protocol deviations Full Analysis Set 9 X ) 2022-12-20 3 months ago
riclechi riclech!
[] T_DVO1_ALL_FAS Table m-ZJ Protocol deviations Full Analysis Set 9 X W 2022-12-20 3 months ago B D8
riclech! ridlech1
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Laying the path for efficiency gains

3 key concepts

Capturing output level metadata enables automation of shell and output programs

Strong standards enable quicker metadata entry

Machine readable metadata is extremely useful for building supportive tools
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Linking to a data viewer app

TEST DATA REVIEW ~

Search

Variables IF 1%

STUDYID
SUBJID
SITEID
COUNTRY
ACOUNTRY
Bl ACOUNTRN
ASUBJID
AGEU
AGEGR1

AGEGR1N

AGEGR2
B AGEGR2N
AGEGR3
B AGEGR3N

A

2
o
m
z

I
A
REGION1

REGION1N

o@ee
B
z|2
N

RFICDT

[} RFICTM
B RaNDDT
RANDNO
A

A

1HHE
#lg|a

OLS X not applied

Dataset Q8

Subject Level - ADSL

[ ] o | romer

Variable Selected

Showing 1 to 50 of 927 entries

USUBJID

PX0001A301-1403006

PX0001A301-1421001

PX0001A301-1421007

PX0001A301-1421009

PX0001A301-1421014

PX0001A301-1421016

PX0001A301-1434002

PX0001A301-1434003

PX0001A301-1434004

PX0001A301-1434006

PX0001A301-1434012

PX0001A301-1434013

PX0001A301-1434015

PX0001A301-1600001

PX0001A301-1600006

PX0001A301-1600009

PX0001A301-1600010

PX0001A301-1600015

PX0001A301-1600019

PX0001A301-1600022

PX0001A301-1600025

AGE

64

61

65

a6

SEX

]

Original: 3,326 obs., 3,326 subjects, 118 vars. Filtered: 927 obs., 927 subjects, 11 vars.
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New Save View Saves
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TRTO1P

Placebo

Treatment B

Treatment A

Treatment A

Treatment B

Placebo

Treatment B

Treatment B

Treatment B

Treatment B

Treatment A

Treatment A

Treatment A

Treatment B

Placebo

Treatment A

Treatment A

Treatment B

Placebo

Treatment A

Treatment A

Filter Subjects

Jdorsi

All subjects
Filter
search:

TRTO1A TRTSDT TRTEDT

Placebo 2019-04-25 2019-07-17
Treatment B 2019-03-19 2019-06-10
Treatment A 2019-04-29 2019-07-18
Treatment A 2019-05-06 2019-07-29
Treatment B 2019-05-14. 2019-08-06
Placebo 2019-05-22 2019-08-12
Treatment B 2018-12-11 2019-03-03
Treatment B 2018-12-19 2019-02-05
Treatment B 2018-12-20 2019-03-13
Treatment B 2019-02-13 2019-03-03
Treatment A 2019-03-07 2019-05-27
Treatment A 2019-03-15 2019-06-04
Treatment A 2019-04-02 2019-04-11
Treatment B 2018-08-25 2018-11-14
Placebo 2018-09-01 2018-11-23
Treatment A 2018-09-12 2018-12-02
Treatment A 2018-09-06 2018-11-26
Treatment B 2018-09-12 2018-10-30
Placebo 2018-09-14 2018-12-05
Treatment A 2018-09-21 2018-12-12
Treatment A 2018-10-02 2018-12-26
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Main Footnotes
ARM_OID + TYPE = NUMBER » TITLE = POPULATION ~ PRIORITY + IN-TEXT = STATE » CREATED « LAST UPDATE + ACTIONS
T_AE_PHUSE_SS Table 1.9:3-1:1 Treatment-emergent adverse events by system organ class Safety Set 0 X L)) 2023-07-25 2 weeks ago B D &
and preferred term riclecht riglechl
L_LISTING_TEST Listing |1 Listing Test Safety Set 2 x 2023-02-10 5 months ago
coenejo! coenejol
L_TESTING_2 Listing 15.1.13 WA Listing Test 2 Full Analysis Set 9 X [ )] 2023-06-06 3 months ago 23] a
margujot margujo1
T_DISP03_DB_SS Table 15.1. 1308 Reasons for premature study treatment discontinuation: Safety Set 1 X [ )] 2021-10-08 3 weeks ago
Double-blind rigtecht riglecht
T_ENROLO1_AGE_ Table 1 .4 Recruitment of patients by country and site, by age category Full Analysis Set 1 X [ )) 2021-10-08 2 months ago B2 D 8
FAS riclechi@idorsiz.com comn=ict
T_DISP02_FAS Table 15.1.13K3 Disposition of patient Full Analysis Set 2 X ()] 2021-10-08 5 months ago
ridlecht riclecht
T_DISP01_SCR Table 15.1.1 28 Screening Failures test Screened 9 X & 2021-10-08 5 months ago :: RON
Analysis Set riclechi@idorsia.com coensiol
T_ANSET_FAS Table m-1.1 summary of analysis sets according to treatment randomized Full Analysis Set 1 X © 2021-10-08 5 months ago
riclech! riclechi
T_ANSET_SS Table 15.1.23 % summary of analysis sets according to treatment received Safety Set 0 X © 5 months ago - JROM
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Metadata and standards unlock potential for automation
Endless possibilities to build on top of your metadata

Proven success: do more with less, faster

How do you use your metadata?
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- John Coene: Application developer
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Table schema to ARD
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RowGroupType

TITLE
POPULATION
BYGROUP

Default table schema...

RepeatByTxt

g RowGroupTxt
>
Q RowTxt
O
o RowTxt
o

ARM_ID ROWGROUPTYPE ROWGROUPTXT ROWORD ROWTXT INDENT ANALYSEBYTXT COLUMNHEAD COLTXT CELL PAGENUMBER

T_DM_01_FAS DESC Age at screening (years) 100 n 1 Treatment A Treatment A@QN=310 310 1

T_DM_01_FAS DESC Age at screening (years) 100 n 1 TreatmentB Treatment B@N=310 310 1

T_DM_01_FAS DESC Age at screening (years) 100 n 1 Placebo Placebo@N=310 310 1

FOOTNOTES T_DM_01_FAS DESC Age at screening (years) 100 n 1 Total Total@N=930 930 1

T_DM_01_FAS DESC Age at screening (years) 200 Mean 1 Treatment A Treatment A@N=310 55.6 1

PROGRAMMING NOTES, SAP DESTIN T_DM_01_FAS DESC Age at screening (years) 200 Mean 1 TreatmentB Treatment B@N=310 54.7 1

T_DM_01_FAS DESC Age at screening (years) 200 Mean 1 Placebo Placebo@N=310 56.0 1

T_DM_01_FAS DESC Age at screening (years) 200 Mean 1 Total Total@N=930 55.4 1

T_DM_01_FAS DESC Age at screening (years) 300 SD 1 Treatment A Treatment A@N=310 14.2 1

T_DM_01_FAS DESC Age at screening (years) 300 SD 1 TreatmentB Treatment B@N=310 16.2 1

T_DM_01_FAS DESC Age at screening (years) 300 SD 1 Placebo Placebo@N=310 15.5 1

T_DM_01_FAS DESC Age at screening (years) 300 SD 1 Total Total@N=930 15.3 1

T_DM_01_FAS DESC Age at screening (years) 400 Q1 1 Treatment A Treatment A@QN=310 46 1

S etS t h e fra m eW O r k T_DM_01_FAS DESC Age at screening (years) 400 Q1 1 TreatmentB Treatment B@N=310 42 1
O O O T_DM_O1_FAS DESC Age at screening (years) 400 Q1 1 Placebo Placebo@N=310 a6 1
T_DM_01_FAS DESC Age at screening (years) 400 Q1 1 Total Total@N=930 45 1

fo r A R D T_DM_01_FAS DESC Age at screening (years) 500 Median 1 Treatment A Treatment A@N=310 58 1
T_DM_01_FAS DESC Age at screening (years) 500 Median 1 TreatmentB Treatment B@N=310 58 1

T_DM_01_FAS DESC Age at screening (years) 500 Median 1 Placebo Placebo@N=310 60 1

T_DM_01_FAS DESC Age at screening (years) 500 Median 1 Total Total@N=930 59 1

T_DM_01_FAS DESC Age at screening (years) 600 Q3 1 Treatment A Treatment A@QN=310 67 1

T_DM_01_FAS DESC Age at screening (years) 600 Q3 1 TreatmentB Treatment B@N=310 68 1

T_DM_01_FAS DESC Age at screening (years) 600 Q3 1 Placebo Placebo@N=310 68 1

T_DM_01_FAS DESC Age at screening (years) 600 Q3 1 Total Total@N=930 68 1



Non-Standard
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New Non-standard Schema --

Create
Name Macro OutputType
My non-standard table ns_t_phuse Table &
Fields
IIHHEHH!I 4 Number Population [} 8 & + © & %
T_NS_PHUSE_FAS 151145 rutanaysisset
— — —
Title
Labet Name Type N dard table pl
Variable name _var Variable
© In-progress
Please enter the variable required for the
Description Dotz Drootnotes  Domerss :
—) analysis —
Please enter the variable required for the analysis gL
Variable name _var ADEFF.AVAL
Non Standard Filter _whr  ADEFF.PARAM EQ 'Primary endpoint’
VA
Schema: My non-standard
table
Label Name Type
Filter _whr Variable
Variable
Description Dataset
Enter the filter for the reporting data Free text
Boolean
Numeric
- 7
P

—p

@file ns_t_phuse.sas
@brief Non-standard macro required for PHUSE
@details

@version SAS Studio 9.4
@author Chris Ridley
@source https://github.com/Idorsia-CHAL/ProjectX_sas

#r#t® Version history w#

Version | Change

p | 8ce relesse analysis results

B
3

data

vy

¥macro ns_t_phuse(_var=
_whr=);

OO0 XXX X
2000000000000
HAXXAXXAXXXXAXAXXX

RUN;
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Demo x: Enter once, use many times
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Mock Output
T_AE_PHUSE_SS Search specs “ TOC
T_AE_PHUSE_SS
g Specs [ Number Population =] B + o Qs %
T__AE_PH USE_SS 1.1.1-1.1  Safety Set
Title

Treatment-emergent adverse events by system organ class and preferred term

© In-progress

Nested [ 1] System organ class
Eiltar by ADAE.AEBODSYS

ADAE.AETERM NE "'

Nested Type B Preferred term
UNIQUE_PCT ADAE.AEDECOD
Add summary row?

Yes

Summary row label

Number of subjects with an
AE

Row Order

TOTAL

Denominator
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3 Bug Report
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