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Meet the Speaker

Els Janssens

Title: Data Management System and Process Manager
Organization: SGS Health Science

Els Janssens has more than 11 years of experience in the field
of Clinical Data Management and CDISC SDTM standards
(pharma and CRO). In her current role as Data Management
Systems and Process Manager, she is DM expert and point of
contact concerning DM systems and processes, with her
primary focus on data standards and regulatory requirements.
She is also CORE volunteer since September2021.



Disclaimer and Disclosures

* The views and opinions expressed in this presentation are those of the
Y author(s) and do not necessarily reflect the official policy or position of
CDISC.

» The author(s) have no real or apparent conflicts of interest to report.
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s:';;:;f% Unblinding Data Flow: Incoming Data Validation
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.7 Unblinding Data Flow: Outgoing Data Validation
SGS Unblinded Team  data Third party
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2. Dataset Validation Meets CORE:
Dream Team?

SGS



?:-;;;:-ff A New Data Validation Tool

NEW

1. Complex rule output = a list of data = 1. Rules that generate simple output
labor intensive Conformance = no output = no work

L
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.. A New Data Validation Tool

O CURRENT NEW

1. Complex rule output = a list of data = 1. Rules that generate simple output
labor intensive Conformance = no output = no work
2. Programming knowledge needed for 2. Easy creation of rules, low code,
FrAN rule creation and a lot of efficientworkflow

B documentation
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?:-;;;:-Ef A New Data Validation Tool

O CURRENT NEW

- 1. Complex rule output = a list of data = 1. Rules that generate simple output
et labor intensive Conformance = no output = no work
2. Programming knowledge needed for 2. Easy creation of rules, low code,
R rule creation and a lot of efficient workflow
B documentation
1| 3. Newly released SDTMor regulatory 3. Automatic upload of new SDTM or
gty conformance rules need to be added regulatory conformancerules
manually = no automatization
4. Rules combine differentaspects to 4. Splitup rules in validation purpose =
be validated = challenging clear categories
5. \Validates only the SDTM converted 5. Option to validate incoming vendor
outgoing datasets, incoming transfer file and outgoing SDTM converted
validated manually dataset

L
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Is CORE our Superhero?

Only output when data is
conformant with check
= SDTM non-conformance

oisBtees 1. Rules with
| R simple output

v

—
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" Is CORE our Superhero?

CORE Rule Editor available in the SGS
environment

Creator Siandands Orgs Caore ID Status
Q Janssens, Els ® @ Searcn. Q, Search Q, Search Q, Search

Janssens, Els
[Mecheben)

Janssens, Els
umh

S0TMIG coisc S33.0003 Dvaft

S0TIMIG cosc SG3-0002 Draft
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Is CORE our Superhero?
2. test

;¥i; 1. write [ e

®  validate YAML Syntax

=
P ) .
: 2 Q Validate YAML against Schema
o
- ° @  Convert YAML to JSON Rule
G o Load Test Define.xml

o 2. Easy
1. Rules with creation of

simple output\ new rules

@  Load Test Datasets

TEST DATASETS FILE...

Filename: unit-test-coreid-CG0100-negative 1.xlsx

& Results ( pegar .__;;,o /

4. publish
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Is CORE our Superhero?

CORE Project Objectives on
CORE | CDISC

' The CORE Project objectives are to:

Ensure each standard has a set of unambiguous, executable Conformance Rules

Ensure consistency across Conformance Rule implernentations

Expedite the avadability of executable Conformance Rules for new Foundational Standards
Create executable Conformance Rules vetted by the CDISC standards development teams
Create a Reference implementation of an open-source engine that executes the Rules
Release the open-source engine under the CDISC Open-Source Alliance (COSA)

FDA collaboration

CDISC is Proud to Announce a Research Collaboration to Incorporate FDA
Business Rules into CDISC’s Open Rules Engine (CORE)

Meartes, TR mevwary 16, 2004 CINSC m peowt 0 armosncs 2 resesrch oodlsbaration weth shie U S Food and [ineg Acrmnesrsscn’s Ofer of Tramksticrul Soences = the Canter for
Drvug Saianon ane Recssrch and Ofice of Ragulatory Ocerations in the Ceater Tor Biologics Svaiuancn and Resesch 10 copaate HG Busness Mo oo COGOS Open Sdles
Frapme (CORT)
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https://www.cdisc.org/core

. IS CORE our Superhero?
SDTM Conformance
;5:','1',11; 3.SDTM + | 4. Rules per .
ity 1. Rules with crzéa%g?lyof ' regulatory | validation RegUIatory Comp“ance
: simple output e conformance purpose
& rules (categories) Data Content

T S S DTA Compliance
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“." Is CORE our Superhero?

. 1. Rules with "'C crzéa%g?lyof ?égtﬁz;rtlt\)/lr; 'ﬁ 4.\/;%2;0%& "“ O?.r?éa;:i_%a[t)i_orr':/l
dinsnd simple output e conformance purpose format
e rules (categories)

v

SDTM Data Structure

Other Data Structures  ?

eoe
Cd Isc 2024 Europe CDISC+TMFInterchange | #ClearDataClearlmpact SG:H 20



3. Our Implementation Journey so Far

SGS



::-;-;;:-Jf Example 1

3 Description Rule X

I Create a list and count of

X STUDYID

§Er ok SDTM SDTM DTA
s Conformance Conformance Compliance
ook ? ?

SGS-0002
Check that STUDYID in
the dataset equals

oy CG0409

T SGS-0001
SolHl Check that the STUDYID

Check that the STUDYID

in the dataset matches the

' is unique within the
STUDYID in DM

dataset STUDYID specified in the

DTA

4.2.6 Grouping Variables and
ik Categorization
: All records with the same STUDYID
value are a group of records that
describe that study.

L
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Example 1: SDTM Data Structure and Conformance

« SGS-0001: Check that the STUDYID is unigue within the dataset

1. write 2. test

= | ORARIN = | LK
gl e r T a Ll

Tesl/Ewavn Short

bfect
Study identifer Dovmiain ABE I
Car Char
E EL
colscelotal
coscAloTL
COISCPILOTOZ 5
TDISCRILOTON I

3. check
0 Results

. |
o alue :
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?ff;iii-?f% Example 1. SDTM Data Structure and DTA Compliance

: i+ SGS-0002: Check that STUDYID in the dataset equals STUDYID specified
in the DTA

Dot Filename .1 |Label

: . X ta Transfer Agr n

£t 1 write 2. test gt | [shontonysententls

COHSOMLOTE LB CIMSONA

cosconor2 COMSCO01
L8 COMSCOM
LB COM5C001

S'E-LID‘r'ID |DI]M.HN |USUBND |LBREFID

Unigue
Subject

Study identifier Dewmam Abbreviginon Identifier Seguence Number

Char Char Char Nurm

12 2 i a

CHMSOMLOTO] LB 1 | — |
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Example 1: SDTM Data Structure and DTA Compliance

« SGS-0002: Check that STUDYID in the dataset equals STUDYID specified
inthe DTA

Filename .1 Label

1. re-write 2. test dt.xpt Data Transfer Agreements

success!

TUOYID 15CPILO
eoe
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EX am pl e 2 Description Rule Y
Create an overview

where the STRESC,

STRESN and ORRES

contents are not the same
SDTM Regulatory Data Data Data
Conformance Compliance Content Content Content
? ? :

CG0397
Check that --STRESC is
completed when --ORRES
is completed or DRVFL =
IY}

SGS-0003
Check that --STRESC is
equal to --ORRES when

--STRESU equals --

ORRESU

2024 Europe CDISC+TMFInterchange | #ClearDataClearImpact

SGS-0004
Check that --STRESN is
not populated when
--STRESC is not numeric

SGS-0005
Check that --STRESN
equals --STRESC when
both are populated

SGS 26



;;-;;,;}? Example 2: SDTM Data Structure and Data Content

..« SGS-0003: Check that --STRESC is equal to --ORRES when —STRESU
equals --ORRESU

1. write

E.- .o ATESTCD IRTEST LRORRES LBORRFSU  LASTRESC LRSTRESU LBOTC
) : Test or Result Character Date/Twme of
f- ; ; . Exominotion Lob Tést or Examnation Findngin  Originol Pr:;.?,sl.rf"‘ Standord Specimen
sa@Lie e s ShortNome Name =020 Omgmal Units gmSid Unis olection
e 2 test Char Chor
. .o , - y
R a3 Alburs -m-
s AP Alkaline Phosphatas [ == m 201211 slu 20
asT ¢ Aminotransterase WS 2012-11-23711:20

3. check

eoe
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;:-;;-ff Insights so far

Cofe ID Status

Additional SDTM Core ID automatically generated o .
conformance rules Need to avoid overlap | -
company — CDISC CORE rules CORE 000003 —

Data conversion - DTAs are typically
DTA Compliance vertical structure while SDTM structure is
horizontal

Update schemato allow company specific
Data Content data

Extra operators needed

l

Other Data Structures

eoe
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4. Finetuning our Pathway




" Rule Creation
;;gei,,. N\

Write simple checks, no output = no work

Write complex review as check but with output to review

\
)

Clear guidance: false positives possible or review output

To keep in
. mind )
Differentiate for different data types: blinded - unblinded
Decide on naming conventions and governance
/

eoe
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The ideal validation dashboard

* Rule Engine generates output in Excel

<
& s e sitaset . [CORED | Meszage - lssues -
. H 5 o CORE-000262 RFSTODIC n DM dataset 12 empty but CMSTRF 3 completed 3
e L oM CORE-000043 ARMNAS value 15 missing when ARMCD value 1s missing S
o ..... . | onv CORE-0DO04S ARMNRS Is missing whan ARM value is missing -]
S : oM CORE-00022) ACTARMCD 13 smipty, bul AMMNRS is not completed. "
PERRT TR | o CORE 000224 ACTARM Iz empty, but ARMNES |5 not completed. ]
i .' ..... : ’Im CORE-000249 VISIT Dy cannot b found in Trial Visit (TV) domam 17351
e LBORRES i not 3 continuous measurement or Empty, when LBORNRM 15 not
. |18 CORE-000289 empty
Latne 8 | LDORRLS 15 70t 0 Contimubus measistsment of Empty, when LBORNRLD is not
S a8 CORE 000250 empty. 5
Se . - \Q CORE.OD02M LBORAES 0% 0 & urmenic rasilt femply and LIBSTRILO IS sl smplty 5
R S
oiie -
7 e Thereis aneedto

= develop a more user friendly platform

o = include specific requirements

L L
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" The ideal validation dashboard

35? * Input
: » Easy upload of datasets for validation

= Option to validate datasets alone

= Quick selection of rules

-« Output

= Optimal performance = output within minutes

= Secure environment for validation of unblinding dataset
= Different environments: test versus production

= Visually informative and self-explanatory

» Flag statuses, track changes, add comments

» Automated queries or reconciliation

= Statistics

L
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5. Conclusions




Conclusion

* Yes, we are on the right track!
= CORE does meet the requirements for our dataset validation

= We believe this dream team has great potential

 To be continued...
= |mplementation projectin progress
= Performgap analysis on current rule set and create new rules
= |mplement this not only for unblinding data but for all data

= Further development of code (editor + engine) - discussions with CDISC
needed based on our findings

L L
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SGS team work
Marisa Wyckmans, Chris Fransen, Hannes De Bondt, Roman Radelicki

2. Thank You!
PRI LA Contactus

o R e clinicalresearch@sgs.com

.....
. .

EUROPE: 43215273245
AMERICAS: +1 877 677 2667

WWW.SQS.com/cro

= health-nutrition@sgs.com
e www.sgs.com/healthnutrition

eyt cdise

-------
. .

.
. .
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