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INTRODUCTION ®1DD|
* |ID-SPECTACKLE small story

Not as simple as it sounds

~
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Datasets Tables e | Reports
) : Figures
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Datasets

Not as simple as it sounds
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Not as simple as it sounds

Specifications

_|ADSLAGEGRL ADSLAGEGR1 Computation Setto "18 to <65" if age greater than alto 18 and age less than 65 jelse setto 5 to <75" if age greater than

_|ADSL.SAFFL ADSLSAFFL Computation Value is "¥" when DM.RFICDTC andg SIC is not missing. Otherwise value is "N"

_|ADSLITTFL ADSLITTFL Computation Value " when DS.DSTERM eq ".Other value is "N".

|ADSLITTSFL ADSLITTSFL Computation Valueis "Y" when DS.DSTERM = QVAL="Y" and SUPPDM.QNAM = "POSTRSAM". Else vali

_|ADSL.RESFL ADSL.RESFL Computation Value is "Y" when (DM.DTHFL=} DS.DSTERM ="RANDOMIZED' and EX.EXTRT in ("AL
ADSL.RESSFL ADSL.RESSFL Computation Value is "Y' when RESFL= "Y' 3 M = "POSTRSAM". Else valueis "N".

ADSL.PKFL ADSL.PKFL Computation Valueis
ADSL.PDFL ADSLPDFL Computation

and EC.ECMOOD='PERFORMED' and (EC.ECC
4+ Delta CD47 FMO-APC" "CD8+ Delta CD47 FMO-

_|ADSL.JDEFL ADSLJDEFL Computation OM.QNAM = 'STUDYPRT' and DM.RFXSTDTC is not m
_|ADSL.TRTO1P ADSLTRTO1P Computation fhed to DUMMYA and DUMMYB. If DM.COUNTRY = "JAP
_|ADSL.TRTO1A ADSLTRTO1A Computation igned to DUMMYA and DUMMYE. If DM.COUNTRY = "JAF
_|ADSL.TRTSDT ADSLTRTSDT Computation
_|ADSL.TRTSTM ADSLTRTSTM Computation
_|ADSLTRTSDTM ADSLTRTSDTM Computation
_|ADSL.TRTEDT ADSLTRTEDT Computation
_|ADSL.TRTETM ADSLTRTETM Computation
_|ADSL.TRTEDTM ADSLTRTEDTM Computation
_|ADSL.EOSDT ADSLEOSDT Computation DISPOSITION EVENT and DS.DSSCAT="END OF STUDY'.
_|ADSL.RFICDT ADSLRFICDT Computation
_|ADSL.DTHDT ADSLDTHDT Computation
_|ADSL.DTHCAUS ADSLDTHCAUS Computation
ADSLHEIGHT ADSLHEIGHT Computation

_|ADSL.WEIGHT ADSLWEIGHT

_|ADSL.BMI ADSLEMI

| ADSL.COHORT ADSL.COHORT

_|ADSL.PHASE ADSLPHASE

_|ADSL.RACEOTH ADSLRACEOTH i . 'RACEOTH'

_|ADSL.BSA ADSL.BSA Computation 'S.VSSTRESN where V5.VSTESTCI X

_|ADSL.ECOG ADSLECOG Computation Valueis QS.QSSTRESN where QS.Q5CAT = 'ECOG' and QS.VISITNUM = 1.

_|ADSL.TRASDT ADSLTRASDT Computation Equals to the date part of minimum of EC.ECSTDTC after sorting the dataset by USUBJID ECSTDTC when EC.ECTRT =

_|ADSL.TRAEDT ADSLTRAEDT Computation Equals to the date part of maximum of EC.ECENDTC after sorting the dataset by USUBJID ECENDTC when EC.ECTRT =

_|ADSL.EOTDT ADSLEOTDT Computation DS.DSSTDTC when DSCAT='DISPOSITION EVENT' and DSSCAT='END OF TREATMENT".

_|ADSL.EOTDY ADSLEQTDY Computation EQTDY = EQTDT- TRTSDT+1, if EOTDT>= TRTSDT. Otherwise, EQTDY = EQTDT-TRTSDT.

_|ADSL.EOTFL ADSLEOTFL Computation Valueis "Y" when DSCAT="DISPOSITION EVENT' and DSSCAT="END OF TREATMENT".

_|ADSL.ALXSDTM ADSLALXSDTM Computation Equals to the minimum of EC.ECSTDTC after sorting the dataset by USUBIID ECSTDTC when EC.ECTRT = 'ALX148".

_|ADSL.ALXSDT ADSLALXSDT Computation Equals to the date part of minimum of EC.ECSTDTC after sorting the dataset by USUBJID ECSTDTC when EC.ECTRT =

_|ADSL.ALXSTM ADSLALXSTM Computation Equals to the time part of minimum of EC.ECSTDTC after sorting the dataset by USUBJID ECSTDTC when EC.ECTRT =
A Define Datasets | Variables ValueLevel Codelists Dictionaries | Methods | Comments Documents ‘ ® [«]
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PASSION. SCIENCE. EXPERIENCE.

Not as simple as it sounds

Specifications

Automate the generation of specification and Define-XML
And provide a user friendly Web User Interface (WebUI)

« educe the amount of time to produce specification and Define-XML

mprove quality
Engage programmer into timely accurate documentation

an |IDea...
ID-SPECTACKLE

phuse
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GLOBAL IDEA

use

ID Spectackie

SPECTACKLE_DEMO_STAT Info
— 23 Datasets

Report selection (Type/DB)
. . in_use | delete | DATASET
™ Pt
M Metadata =

®P

X

Specifications.xlsx

Last change on: 20240911 at 1

DESCRIPTION

cLass

SUBJECT LEVEL ANALYSIS

DATASE

ADAM OTHER

OCCURRENCE DATA
STRUCTURE

STRUCTURE

EDATA

BASIC DATA STRUCTURE

BASIC DATA STRUCTURE

OCCURRENCE DATA
STRUCTURE
BASIC DATA STRUCTURE

\ STRUCTURE

SUBCLASS
(only XL2.1)

ADVERSE EVENT

STRUCTURE
One record per subject
One record per subject

One record per subject per

adverse event

One
parameter

cord per subject per

One record per subject per

)-Spectac

One record per subject per
parameter per visit
cord per subject per

parameter
One record per subject

One record per subject per
parameter

One record per subject per
parameter pervisit

KEY STANDARD
fonly XML2.1)

kle

HASNODATA | REPEATING
{onlyXML2.1)

COMMENT

define.xml

D

PASSION. SCIENCE. EXPERIENCE.




| DDI

PASSION. SCIENCE. EXPERIENCE.

11



%ADAM ® DD

* One Macro to rule them All (Metadata) !

* Consistency checks (missing label, in model or not, label length,
duplicates from key, ...)

* Collects Metadata (datasets, variables, codelists): Main Purpose
* Finalize (+xpt)

—Heavy lifting done for the user
—Less human error
—Information in Specs are what is in Dataset

phuse



%ADAM ® DD

* Requirements:
 ADaM + SDTM Model Files

* Set:
Implementation Guide (IG) Versions
Controlled Terminologies (CT) Versions

* Controlled Terminologies (direct from NCI Online Repository)

e Codelists:
imposed by SDTM/ADaM IG, OR...
Custom codelists: Everything is Codelist
* Unless... above threshold of 20 terms (default)
 OR ADaM specific variables (Parameters, Analysis Visits, ...)

phuse
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PASSION. SCIENCE. EXPERIENCE.

* |nitialise

Set before ADaM Programming

%macro minit /SECURE;
*** only used for ID-SPEC - XML 2.1 in %adam **#;
%global adamig adamct sdtmig sdtmct;

%let adamig = 1.3; /*Mandatory: valid numbers: 1.1, 1.2, 1.3 */

|%let adamct = ; | /*Leave empty for latest version, else complete by version yyyy-mm-dd*/

%let sdtmig = 3.4; /*Mandatory for SDTM CT auto-completion: valid numbers: 3.2, 3.3, 3.4 */

Plet sdtmct = ; | /*Leave empty for latest version, else complete by version yyyy-mm-dd - Should be checked with DM team*/

%mend minit;

phuse




%ADAM ® DD

PASSION. SCIENCE. EXPERIENCE.

* |Import NCI Controlled Terminologies

filename fout "&file";

filename hdrs temp;

proc http
%if %length(&version)=0 %then %do;
url="https://evs.nci.nih.gov/ftpl/CDISC/&CDISC./&CDISC.%20Terminology.xls"

%end;

%else %do;
url="https://evs.nci.nih.gov/ftpl/CDISC/&CDISC./Archive/&CDISC.%2@Terminology%20&version. .x1s"
%end;

method="get" out=fout headerout=hdrs; debug level=1;

run;

data _null_;
infile hdrs scanover truncover;
input @'HTTP/1.1' code 4. message $255.;
call symputx('status_code',code,’'g"');
run;

%if &status_code.”=404 %then %do;
libname XLWBK excel "&file." access=readonly;
proc sql noprint;
select distinct memname into:sheetname trimmed from dictionary.tables where upcase(LIBNAME)="XLWBK" and upcase(memname) like '#TERMINOLOGY%';
quit;

phuse




%ADAM ® DD

PASSION. SCIENCE. EXPERIENCE.
e Call

%_BefrPgm;

%let pnam=adtte;
%putlog(file=8&pathDerivedLog\&pnam..log);

*macro ADTTE;
%sas_options;

/#*Complete your program here®/

/#* Finalize

%ADAM(ds =

—adam_—derived.adite

Slibsdim —data

class —& class. /*ADSL,BDS,0THER,OCCDS*/

,popTl =FASFL SAFFL ITTFL

,newkey =/Funigue key®/

,modlord =Y
,forcexpt_=N);

%mend ADTTE;

%ADTTE;

%printlog;

* Note: Please add dataset label to 'final' dataset before call to ADaM Macro */

phuse




%ADAM ®1DDI
e Dataset + %ADaM = METADATA Prefilled !

e PHUSE METADATASET ¥ [ PHUSEMETAVARIABLE *® [ PHUSEMETACODELST X
View: |Columnnzmez ~ | B W B | 5= ¥ Filter: (none)

@ Total rows: 23 Total columnz: 11

DATASET DESCRIPTION CLASS SUBCLASS STRUCTURE KEY STANDARD HASNODAT
1 ADSL Subject-Level Anzlyziz Datazer SUBJECT LEVEL AMALYSIS DATASET Cne record per subject USUBJID ADaM-G 1.2 Mo
2 ADBEC ABC and antbody Analysiz Datazet ADAM OTHER One record per subject USUBJID ADaM-IG 1.2 Mo
3 ADAE Adverze BEvartz Analyziz Datazet COCCURREMCE DATA STRUCTURE ADWVERSE EVENT Ore record per subject per adverze & USUBJID, AETERM, ASTDT, MXSEVGRM ADaM-G 1.2 Mo

fFs PHUSE.METADATASET * [ PHUSE.METAVARIABLE * [} PHUSEMETACODELIST *

View: |Columnname: ~ | @ B 3 B | 2% Y Filter: DATASET="ADAE" @
®  Total rows: 1630 Tetal columne: 16 Filtered rows: 136 M= 4 Rows1-186 = =
ORDER DATASET VARIABLE LABEL DATA_TYPE LENGTH SIGN_DIGIT FORMAT CORE ASSIGNEDVALUE CODELIST ORIGIN SOURCE COMMENT PRE_MET_COM
1 ADAE STUDYID Study |dentifier TEnt & . Reg Predecezzor ADSLSTUDYID
2 2 ADAE USLUEBJID Unigue Subject Identifier tEnt 18 . Reg Predeceszor ADSLUSUBJID
3 3 ADAE SUBJID Subject Identifier for the Study et g . Perm Predecessar ADSLSUBJID
4 4 ADAE SITEID Study Site |dentifier text 4 . Perm Predeceszor ADSLSITEID
3 3 ADAE AGE Age intager 2 . Perm Predecezzor ADSLAGE

B PHUSE.METADATASET X [ PHUSEMETAVARIABLE X [ PHUSE.METACODELIST X
View: | Columnnames ~ | B3 B ¢y B  ¥= ¥ Filter: 1D like 2naE% €@

® Total rows: 2474 Total columns: 10 Filtered rows: 14

ID NAME NCI_CODE DATA_TYPE TERMINOLOGY TERM NCI_TERM_CODE DECODED_VALUE PARAMCD ORDER
1 AEOUTN Outcome of Adverse Event (N) integer 1 MNOT RECOVERED/MCT RESOLVED 1
2 AEOUTN Outcome of Adverse Event (N} integer 2 RECOVERING/RESOLVING 2
3 AEOUTN Outcome of Adverse Event [N) integer 3 RECOWVERED/RESOLVED WITH SEQUELAE 3
4 AEOUTN Outcome of Adverse Event (N) integer 4 RECOVERED/RESOLVED -
5 AEOUTN Outcome of Adverse Event (M) integer 5 FATAL




%ADAM #1DD
* Collecting Metadata : Main Goal

| %ADaM |4

Dataset: Name, label, key, ...
Variables: Name, label, length, type, order, format (if any), origin,

codelists (+ Terminology), ...

TDD’:‘:":‘ Metadataset.sas/bdat

: Metavariable.sas/bdat
TS} = Metacodelist.sas/bdat
N\ |ID-Spectackle WebU!
phuse
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ID-SPECTACKLE

User-friendly graphical interface
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ID-SPECTACKLE User-friendly graphical interface ’|D D

PASSION. SCIENCE. EXPERIENCE.

ID Spectackle

A& Home

TEST DEMO

Study Selection

TEST " .
EEHE e

Mo metadata found
Report selection (Type/DB)

DEMO v Fleaze check Derived datasets folder:

U-/BiostatisticolServices/Working ID-Imagine SANDEOX/STAT/4_Derived_Datasets/DEMO(™|/metodata

? Help use ID-Imagine to modify or set Paths

2 Email

Warning
Spectackle setup missing

There is no Spectackle setup yet, use the button below to createfcomplete setup

Createfcomplete Spectackle setup




ID-SPECTACKLE User-friendly graphical interface '|D D
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ID Spectackle

# Home

SPECTACKLE_DEMO_STAT Phuse_DB_Phuse

Study Selection

SPECTACKLE_DEMO_STAT
Summary

0 Datazets

Report selection (Type/DE) 0 Variables

E ] ID Spectackle

A& Home

Last metadata: 2024-09-03 17:01:25 CEST
Latest update: --

SPECTACKLE_DEMO_STAT Phuse_DB_Phuse

Study Selection

SPECTACKLE_DEMO_STAT
Summary

23 Datazets

RE‘PDI‘t selection {T‘_u’PE." [IB: 1620 Variables

Phuse_DE_Phuse W

Last metadata: 2024-09-03 17:01:25 CEST
Latest update: 2024-09-11 12:42:31 CEST




ID-SPEC

ID Spectackle

# Home

Study Selection

SPECTACKLE_DEMO_STAT

Report selection (Type/DB)

Phuse_DB_Phuse w

W FPaths
M Metadata

08 P21 tools

? Help

& Email

® DD

PASSION. SCIENCE. EXPERIENCE.

Study Metaboard

Study Dataszets Variables ValueLevel Codelists Dictionaries Documents
Info
st Vale coooey Metadataset.sas/bdat
oyt e Metavariable.sas7bdat
S PECTICHE DENOSTAT Metacodelist.sas/bdat
1.X




ID-SPECTACKLE Dataset Metaboard ® DD

PASSION. SCIENCE. EXPERIENCE.

fR PHUSEMETADATASET ® [ PHUSEMETAVARIAELE ¥ [E PHUSEMETACODEUST %
View: | Columnnamez « || @y B % B | 2 TP Bl (nene)

@ Total rows: 23 Total columnz: 11

DATASET DESCRIPTION CLASS SUBCLASS STRUCTURE KEY STANDARD HASNODAT
1 ADSL Subject-Lavel Anzlyziz Datazer SUBJECT LEVEL AMALYSIS DATASET Ore record per subject USUBJID ADaM-G 1.2 Mo
2 ADAEC ABD and antbody Analysiz Datazet ADAM OTHER One record per subject USUBJID ADaM-IG 1.2 Mo
3 ADAE Adverze Eventz Anslyziz Datazet QCCIURREMCE DATA STRUCTURE ADVERSE EVENT One record per subject per adverze & USUBJID, AETERM, ASTDT, MXSEVGRM ADaM-IG 1.2 Mo

ID Spectackle

Study Datasets Variables ValueLevel Codelists Dictionaries Documents m

Study Selection
SPECTACKLE DEMO_STAT s Last change on: 20240911 at 12:42:31 CEST by sdekeyser (Update)
23 Datasets
¥ | delete |+ | DAT/ |*¥ | DESCRIPTION * | CLASS ¥ | SUBCLASS * | STRUCTURE ¥ | KEY * | STANDf |¥ | HASNOI |= | REPEAT |+ COMMENT v

Report selection (Type/DB)

Ph DE Ph in_use | delete = DATASET DESCRIPTION CLASS SUBCLASS STRUCTURE KEY STANDARD HASNODATA REPEATING COMMENT
UsE_Ub_Fhuse h [only XML2.1) {onlyXML2.1) | (only XML2.1)
yes O ADSL ubject-Level Analysis SUBJECT LEVEL ANALYSIS One record per subject USUBJID ADaM-1G 1.2 no no
ataset DATASET
e O ADABD ABO and antibody Analysis | ADAM OTHER One record per subject JSUBJID ADaM-1G 1.2 no yes
e O ADAE Analysis OCCURRENCE DATA ADVERSE EVENT One record per subject per J ADaM-1G 1.2 no yes
STRUCTURE adverse event Al
jes N ADCE nfusion Reaction Analysis BASIC DATA STRUCTURE One record per subject perf] | USUBJID ADaM-1G 1.2 no yes




ID-SPECTACKLE Variables Metaboard '|D B]

PASSION. SCIENCE. EXPERIENCE.

I’ ID Spectackle = Read-Only
Study Datasets Variables ValueLevel Codelists Dictionaries Documents
Info Last change on: 20240911 at 12:42:31 CEST by sdekeyser (Update)
1630 Yarizbls
¥ | delete |3 | O VARL |¥ | LABE |% CORE v CoDl |+ | COMMQ |% | ORIC |% | SOURCE |¥ | PRE_MET_COM ¥ | HASNO[ |¥ | COMMENT s
in_use delete  ORDER = DATASET | VARIABLE LABEL DATA_TYPE  LENGTH | SIGN_DIGIT | FORMAT CORE CODELIST COMMON ORIGIN SOURCE Predecessor/Method HASNODATA COMMENT DOCUMENT | PAGES =
(only XML2.1) (only XML2.1) (only XML2.1)
yes O 1 ADAE STUDYID Study text ] Req Predecessor ADSLSTUDYID no
Identifier
yes O 2 ADAE USUBJID Unigue text 12 Req Predecessor ADSLUSUBJID no
Subject
Identifier
yes O 3 ADAE SUBJID Subject text ] Perm Predecessor ADSLSUBJID no
Identifier
es O 4 ADAE SITEID text 4 Perm Predecessor ADSLSITEID no
yes O 5 ADAE AGE 2 Perm Predecessor ADSLAGE no
yES O 6 ADAE SEX text 1 Perm SEX Predecessor ADSLSEX no
yes O T ADAE COUNTRY | Country text 3 Perm Predecessor ADSL.COUNTRY no
yES 0O ] ADAE SAFFL Safety text 1 Perm NY Predecessor ADSLSAFFL no
Population
Flag ——

phuse




ID-SPECTACKLE Variables Metaboard '|D B]

PASSION. SCIENCE. EXPERIENCE.

|’ ID Spectackle

Study Datasets Variables ValueLevel Codelists Dictionaries Documents

Last change on: 20240911 at 12:42:31 CEST by sdekeyser (Update)
1620 Varizbles

Info

= CORE v coDl |+ COMMO |+ ORIC | | SOURCE | | PRE_MET_COM - HASNOI |¥ | COMMENT -

L1
=
=2
Ak
c
m
@

= delete |+ | O |% | ADAE

in_use delete ORDER DATASET | VARIAELE LABEL DATA_TYPE = LENGTH | SIGN_DIGIT FORMAT CORE CODELIST] COMMON ORIGIN SOURCE Predecessor/Method HASNODATA COMMENT DOCUMENT PAGES =
{only XML2.1) {only XML2.1) {only XML2.1)

yes O 38 ADAE AETERM Reported text B2 Req Predecessor AE.AETERM no

AEDECOD | Dictionary- |text 43 Req REDICT_F Predecessor AE.AEDECOD no
Derived
Term
40 ADAE ADECOD Ana
Dictionary-
Derived
Term
ADAE AEBODSYS |Body text 6T Req EDICT_F Predecessor AE.AEBODSYS no

m
0
O
w
o
T
=]
T
m

text 43 Perm Derived Sponsor no

o
O

o
(]
&

£m or
Organ Class
yes 0O 42 ADAE AESOC Primary text 67 Cond EDICT_F Predecessor AE.AESOC no

System

Organ Class




ID-SPEC

I’ ID Spectackle =
Study Datasets Variables ValueLevel
Info
1620 Variables
T | delete (¥ | O ¥ | ADAE |+ | VARL
in_use delete ORDER  DATASET | VARIABLE
es O 48 ADAE ASTDT
yes 0 49 ADAE ASTDTF
yes O 50 ADAE ASTD
es 0 51 ADAE AENDT
yes O 52 ADAE AENDY
yes O 53 ADAE ADURN
yes O 54 ADAE ADURU
yes O 55 ADAE PREFL
ADAE TRTEMFL

n
&

ACKLE

Codelists Dictionaries

Last change on: 20240911 at 12:42:31 CEST by sdekeyser (Update)

= LABE ¥
LABEL DATA_TYPE | LENGTH
EVENT
Analysis integer 5
Start Date
ysi text 1
integer 3
integer 5
Analysis integer 3
End
Relative
Day
t integer 3
text 4
Pre- text 1
treatment
Flag
Treatment | text 1

Emergent
Analysis

Flag

Documents

SIGN_DIGIT

FORMAT

DATES.

DATES.

Variables Metaboard

CORE
LURE

CORE

Cond

Cond

Cond

Cond

Perm

Perm

Cond

Cond

Cond

® DD

PASSION. SCIENCE. EXPERIENCE.

sdekeyser Read-Only
- oDl |+ | COMMO |+ | ORIC |+ | SOURCE | | PRE_MET_COM * | HASMOI |+ | COMMENT -
CODELIST COMMON ORIGIN SOURCE Predecessor/Method HASNODATA COMMENT DOCUMENT | PAGES =
(only XML2.1) (only XML2.1) [only XML2.1)
Denved Sponsor AE.AESTDTC converted to sas | no
date
DATEFL Derived Sponsor ASTDTF =M if year is present | no
and month is imputed.
ASTDTF =D if only day is
imputed for analysis start
date,
Derived Sponsor ASTDY = ASTDT- TRTSDT+1, if |no
ASTDT==TRTSDT. Otherwise,
ASTDY = ASTDT-TRTSDT.
Denved Sponsor AE.AEENDTC converted to no
sas date
Derived Sponsor AENDY = AENDT- TRTSDT+1, |no
if AENDT>=TRTSDT.
Otherwise, AENDY = AENDT-
TRTSDT.
Derived Sponsor AENDT-ASTDT +1 no
UNIT Assigned no
¥_BLANK ho
¥_BLANK Derived ho




ID-SPEC
P

ID Spectackle

ACKLE

Study Datasets Variables ValueLevel Codelists Dictionaries
Info Last change on: 20240911 at 12:42:31 CEST by sdekeyser (Update)
FROM |+ | keep_4 specs |+ DATAS |+ - WHE |%
FROM keep_4_specs ORDER DATASET VARIABLE VAR_WHERE
Codelist 1 ADEG PARAMCD EQ
Codelist 2 ADEG PARAMCD EQ
Codelist 1 ADEG PARAMCD EQ
Codelist 2 ADEG CHGCAT1 PARAMCD EQ
Codelist 1 ADEG CRIT2 PARAMCD EQ
Codelist 1 ADEG CRIT3 PARAMCD EQ
DATASET VARIABLE VAR_WHERE COMPARATOR

7\
phuse
\_/

Documents

COMPARATOR

VALUE

VALUE

Qr

QTCF

QTCF

QT

QTCF

Qr

VALUE

ValuelLevel metaboard

CODELIST
DESCRIPTION LENGTH SIGN_DIGIT ASSIGNEDVALUE CODELIST
(only XML2.1)

Analy lue Category 1 34 AT1_ADEG_PARA
An e Category 1 34 T1_ADEG_PARA
Change from Baseline Cate, 57 CHGCAT1_ADEG_PARA
e from Baseline Ca 57 CHGCAT1_ADEG_PARA

An 52 CRIT2_ADEG_PAI

29 CRIT3_ADEG_PAI

Page: 1 of 1

ORIGIM |+ S0URCE s PRE_MET_CO
ORIGIN SOURCE PRE_MET_COM
(only XML2.1)

D

D

PASSION. SCIENCE. EXPERIENCE.

DOCUMENT PAGES

ltems per page: 100




ID-SPEC
o

Study Datasets

ID Spectackle

Variables Valuelevel Codelists Dictionaries

Info Last change on: 20240211 at 12:42:31 CEST by sdekeyser (Update)

in_use % | delete |$ | keep_4 spe= | | AE * | NAME S | NCI_CC
in_use delets keep_4_specs D MAME

yes O AEQUTN Qutcome of Adverse
Event (N)

yes O AEQUTN Qutcome of Adverse
Event (N)

yes O AEOUTN Qutcome of Adverse
Event (N}

yes O AEOUTN Qutcome of Adverse
Event (N}

yes O AEOUTN Qutcome of Adverse
Event (N}

yes m] AEQUTN Qutcome of Adverse
Event (N)

yes O AETHNI Analysis Ethnicity

yes O AETHNI Analysis Ethnicity

yes O AETHNI Analysis Ethnicity

yes O AETHNIN Analysis Ethnicity (M)

yes ] AETHNIN Analysis Ethnicity (N)

yes O AETHNIN Analysis Ethnicity (N)

yes O AEVAL Evaluator

yes O AEVAL Evaluator

Add new rows
D TERM DECODED_VALUE

NCI_CODE

Documents

- DATA_TYPE

DATA_TYPE

integer

integer

integer

integer

integer

integer

text
text
text
integer
integer
integer
text
text

Codelist Metaboard

= TERMINOLOY |+ COMMENT - ORl = TERM - NCI_TERM_C |+
TERMINOLOGY COMMENT ORDER TERM MCI_TERM_CODE
1 1
2 2
3 3
4 4
5 5
] 6
1 Hispanicor Latino

Mot Hispanic or Latino

(5]

3 Unknown

1 1

2 2

3 3

1 INDEPENDENT ASSESSOR
2 INVESTIGATOR

Page: 1 of 1

DECODED_VALUE =

DECODED_VALUE

MNOT RECOVERED/NOT
RESOLVED
RECOVERING/RESOLVING

RECCVERED/RESOLVED WITH
SEQUELAE
RECCVERED/RESOLVED

FATAL

UNKNOWN

Hispanic or Latino
Mot Hispanicor Latino

Unknown

ValuelLevat

Valuelevel

O

O

O

o o

Oooooooo

® DD

PASSION. SCIENCE. EXPERIENCE.

- PARAMCL |+

PARAMCD




ID-SPECTACKLE Dictionaries Metaboard '|D B]

PASSION. SCIENCE. EXPERIENCE.

I’ ID Spectackle

Study Datasets Variables Valuelevel Codelists Dictionaries Documents m

Info
[v] Name Data_type Dictionary Version keep_4_specs
AEDICT_F Adwverse Event Dictionary fext B
AEDICTHN_F Adverse Event Dictionary (M) integer B
DRUGDICT_F Drug Dictionary text B
DRUGDICTN_F Drug Dictionary (N) integer

phuse




ID-SPECTACKLE Documents Metaboard '|D B]

PASSION. SCIENCE. EXPERIENCE.

I’ ID Spectackle | sdekeyser

Study Datasets Variables ValueLevel Codelists Dictionaries Documents m

Info No documents yet

Saved documents

ID Title Path

Add or update a document
To edit an existing document select it from below
To add a new document select 'Add a new document'

To delete a row, select it from below and tick the 'Delete’ checkbox

Add a new document -
ID Title Path

Browse... [) Delete

Add/update document

7\
phuse
\_/




ID-SPECTACKLE User-friendly graphical interface '|D D
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I’ ID Spectackle

I’ ID Spectackle PR  Read-Only

Study Datasets Varnables ValueLevel Codelists Dictionanes Documents Refresh
Info Last changs on: 20240911 at 12:42:31 CEST by sdekeyser (Update]
23 Datasets
in_use = | delee |3 | DATASET + | DESCRIFTION > | CLASS * | SUBCLASS * | STRUCTURE > | KEY ~ | STANDARD = | HASNODATA * | REPEATING ¥ COM

phuse
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ID Spectackle

]
%
7
10

A Home

Study Setection Specifications

SPECTACKLE_DEMO_STAT . .
i Destination folder

m V:\ID-Imagine Test\SPECTACKLE_DEMO'STAT/SDS_Spec/Phuse_DB_Phuse/Spec - Define/Specification
Report selection (Type/DB)

Phuse_DB_Phu v .
Filename

B Paths

[SPECTACKLE_DEMO_STAT_ 20240916_Specifications | xlsx ]

M Metadata

o Include all datasets or uncheck to exclude
e P21

0 SpEErEE @®:D5L | OADABO | @ADAE | OADCE  QADCM  COADDV | @ADEG | OADEX QADE QaDis  QApLE  QaADly  OADMH | OaDPC | OADPE - OADPHD  OQADPP OADPR  OADQS  O#ADRS | OADTR  QADTTE | QADVS

7 Help
= Email
Error summary
B SPECTACKLE_DEMO_STAT_20240916_Specifications.x|sx
Dataset Label Class SubClass Structure
ADSL  Subject-Level Analysis Dataset SUBJECT LEVEL ANALYSIS DATASET One record per subject
ADAE  Adverse Events Analysis Dataset OCCURRBRENCE DATASTRUCTURE ADVERSE EVENT One record per subject
ADEG ECG Analysis Dataset BASIC DATASTRUCTURE One record per subject

Define QREIEESSE Variables  Valuelevel  Codelists Dictionaries = Methods = Comments  Documents




ID-SPEC

B SPECTACKLE_DEMO_STAT_2024091 6_Specifications.xlsx

ADSL  Subject-Level Analysis Dataset
ADAE  Adverse Events Analysis Dataset
ADEG ECG Analysis Dataset

Define Variables

SPECTACKLE _DEMO_STAT

ACKLE -> DEFINE. XML

SUBJECT LEVEL ANALYSIS DATASET
OCCURRENCE DATA STRUCTURE
BASIC DATASTRUCTURE

ADVERSE EVENT

Codelists Dictionaries Methods Comments Documents

)
21

Valuelevel

Date/Tume of Defne XML Sotument gerenton: 2024-09-20715:13:17+02:00
Defne- XML verseca: 2.1.0
Defne-XML Contest: Submesson

One record per subject
One record per subject
One record per subjec!

® DD

PASSION. SCIENCE. EXPERIENCE.

Standards
» Datasets Sxrleshect vernon: 20190211
» Controlied Terminolo:
Sontroted Tominclog: Study Mame SPECTACKLE_DEMO_STAT
» Methods
Study Description HiCopy protocol tthe hare!!!
Expand al UM Protocol Name SPECTACKLE_DEMO_STAT
Collapse 31 VLM Metadata Name Study SPECTACKLE _DEMO_STAT Data Definitions
Standards for Study SPECTACKLE_DEMO_SITAT
Standard Type Satus Documantation
CDISC/NCIE ADaM 2024-03-29 cr Finay
ADaMIG 1.2 3] FinaL
CDISC/NCI SOTH 2021-12.37 cr FiNaL
Datasets
Dataset Description Class - SubClass Strocture Purpose Keys Documentation Location
ARSL [ADaM-1G 1.2] | Subject-Level Analysss SUBJECT LEVEL ANALYSIS Ore record per subject Analyss | USUBIID adsloxs &
Dataset DATASET
ADEG [ADaM-1G 1,2] | ECG Analysis Dataset BASIC DATA STRUCTURE One record per subject per Analysts | USUBIID, ASEQ adeooxt &
paraeneter per visit
ADAE [ADaM-IG 1.2] | Adverse Events Analysis OCCURRENCE DATA One record per subject per adverse | Analysis | USUBIID, AETERM, ASTDT, adae ot #
Dataset STRUCTURE ovont MXSEVGRN
- ADVERSE DVINT
Go 1o the 100 of the Defina-XML documant
ADSL (Subject-Level Analysis Dataset) - [ADaM-IG 1,2] Location: adsixot &

Variable Labal / Description Type Lengthor Controlled Terms or IS0 Format Origin / Source / Method / Comment

7\ o
Format

phuse STUOYID | Study 1dentifier text "

\/ USUBJID | Unique Sublect Idectifier et 18

Predecessor: DM.STUDYID

Predecessor: DM.USUBJID
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CONTINUOUS UPDATE CYCLE

* Automatic metadata update
* At each Dataset update (program rerun)
* Keep manual entries in Specs
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* Goal
* Automate the generation of Specifications & Define.xml

* |D-Spectackle
e Combination of a SAS® Macro and a web-interface.

phuse
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| S =
;f_xIML_, \
define.xml
Specifications follow dynamically Metadatadet sas7bdat
the updates of ADalM Datasets Megavariable.sas gpdat

Metacodelist.sas/bdat
0 — Full circle
Pinnacle 21 Community ’

R

Studycode_STAT_20231012_Specifications.xlsx
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* Less time and effort

* Visual cues

* Inter-connection between metadatas
* Quality and CDISC compliance

* Traceability

* Always up-to-date

* Follows standard template from P21
» Extractions of partial metadata
Material for validation

Reusability of specifications
User-friendly

7\
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FUN
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... until Al does it for us

phuse
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THANK YOU!

WE WOULD LIKE TO THANK IDDI AND MORE
SPECIFICALLY OUR COLLEAGUES OF THE
DEPARTMENT OF BIOSTATISTICS, OUR COLLEAGUE
STEFANIA GIAMMANCO FOR HER KNOWLEDGE AND
EXPERIENCE IN R FOR THE MAINTENANCE OF THE
INTERFACE, AND OUR ESTIMATE COLLEAGUES’
PROGRAMMERS WHO TOOK THE TIME TO READ
AND PROVIDE FEEDBACK ON THIS PRESENTATION.

Questions ?

lionel.debecg@iddi.com
sophie.dekeyser@iddi.com
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