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Els Janssens

Title: Data Management System and Process Manager
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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 September 2021.



Disclaimer and Disclosures

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



Unblinding Data Flow
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SITE

LAB 1

LAB 2

SDTM conversion

Lab samples

• PK samples (blood, stool, urine)

• Blood samples for biomarker 

analysis or immunogenicity

• ...

SDTM datasets 

• PC and PP SDTM dataset

• LB and IS SDTM dataset

• …

Datafiles in different structures 

and formats

• csv

• sas7bdat

• ...

SD

SGS Unblinded Team data         

transfers

blinded

unblinded

DM

Third party



Unblinding Data Flow: Incoming Data Validation
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Data Transfer Agreements

Lab Results File

LAB 1

LAB 2

SD

SGS Unblinded Team

Validation Incoming Data

• Structure = DTA

• Content = DTA

• Stable for conversion



Unblinding Data Flow: Outgoing Data Validation
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SDTM conversion

SD

SGS Unblinded Team data          

transfers

blinded

unblinded

DM

Third party

Data Transfer Agreements

SDTM Data Transfers

Validation Outgoing Data

• Structure = DTA

• Content = DTA

• SDTM Conformance

• Regulatory Compliance



2. Dataset Validation Meets CORE:             
Dream Team?



A New Data Validation Tool

102024 Europe CDISC+TMF Interchange | #ClearDataClearImpact

CURRENT

1. Complex rule output = a list of data = 
labor intensive

NEW

1. Rules that generate simple output 
Conformance = no output = no work



A New Data Validation Tool
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CURRENT

1. Complex rule output = a list of data = 
labor intensive

2. Programming knowledge needed for 

rule creation and a lot of 
documentation

NEW

1. Rules that generate simple output 
Conformance = no output = no work

2. Easy creation of rules, low code, 

efficient workflow

NEW

1. Rules that generate simple output 
Conformance = no output = no work



A New Data Validation Tool
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CURRENT

1. Complex rule output = a list of data = 
labor intensive

2. Programming knowledge needed for 

rule creation and a lot of 
documentation

3. Newly released SDTM or regulatory 

conformance rules need to be added 
manually = no automatization

NEW

1. Rules that generate simple output 
Conformance = no output = no work

2. Easy creation of rules, low code, 

efficient workflow

3. Automatic upload of new SDTM or 

regulatory conformance rules

NEW

1. Rules that generate simple output 
Conformance = no output = no work

2. Easy creation of rules, low code, 

efficient workflow



A New Data Validation Tool
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CURRENT

1. Complex rule output = a list of data = 
labor intensive

2. Programming knowledge needed for 

rule creation and a lot of 
documentation

3. Newly released SDTM or regulatory 

conformance rules need to be added 
manually = no automatization

4. Rules combine different aspects to 

be validated = challenging

NEW

1. Rules that generate simple output 
Conformance = no output = no work

2. Easy creation of rules, low code, 

efficient workflow

3. Automatic upload of new SDTM or 

regulatory conformance rules

4. Split up rules in validation purpose = 

clear categories

NEW

1. Rules that generate simple output 
Conformance = no output = no work

2. Easy creation of rules, low code, 

efficient workflow

3. Automatic upload of new SDTM or 

regulatory conformance rules



A New Data Validation Tool
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CURRENT

1. Complex rule output = a list of data = 
labor intensive

2. Programming knowledge needed for 

rule creation and a lot of 
documentation

3. Newly released SDTM or regulatory 

conformance rules need to be added 
manually = no automatization

4. Rules combine different aspects to 

be validated = challenging

5. Validates only the SDTM converted 
outgoing datasets, incoming transfer 

validated manually

NEW

1. Rules that generate simple output 
Conformance = no output = no work

2. Easy creation of rules, low code, 

efficient workflow

3. Automatic upload of new SDTM or 

regulatory conformance rules

4. Split up rules in validation purpose = 

clear categories

5. Option to validate incoming vendor 
file and outgoing SDTM converted 

dataset

NEW

1. Rules that generate simple output 
Conformance = no output = no work

2. Easy creation of rules, low code, 

efficient workflow

3. Automatic upload of new SDTM or 

regulatory conformance rules

4. Split up rules in validation purpose = 

clear categories



1. Rules with 
simple output

2. Easy 
creation of 
new rules

3. Up to date 
SDTM + 

regulatory 
conformance 

rules

4. Rules per 
validation 
purpose 

(categories)

5. Validation 
of non-SDTM 

format 

Is CORE our Superhero?
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Only output when data is 

conformant with check               

= SDTM non-conformance



1. Rules with 
simple output

2. Easy 
creation of 
new rules

3. Up to date 
SDTM + 

regulatory 
conformance 

rules

4. Rules per 
validation 
purpose 

(categories)

5. Validation 
of non-SDTM 

format 

Is CORE our Superhero?
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CORE Rule Editor available in the SGS 

environment



1. Rules with 
simple output

2. Easy 
creation of 
new rules

3. Up to date 
SDTM + 

regulatory 
conformance 

rules

4. Rules per 
validation 
purpose 

(categories)

5. Validation 
of non-SDTM 

format 

Is CORE our Superhero?
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1. write

3. check

2. test

4. publish



Is CORE our Superhero?
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1. Rules with 
simple output

2. Easy 
creation of 
new rules

3. SDTM + 
regulatory 

conformance 
rules

4. Rules per 
validation 
purpose 

(categories)

5. Validation 
of non-SDTM 

format 

FDA collaboration

CORE Project Objectives on 

CORE | CDISC

https://www.cdisc.org/core


Is CORE our Superhero?
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1. Rules with 
simple output

2. Easy 
creation of 
new rules

3. SDTM + 
regulatory 

conformance 
rules

4. Rules per 
validation 
purpose 

(categories)

5. Validation 
of non-SDTM 

format 

Regulatory Compliance

SDTM Conformance

DTA Compliance

Data Content



Is CORE our Superhero?
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1. Rules with 
simple output

2. Easy 
creation of 
new rules

3. SDTM + 
regulatory 

conformance 
rules

4. Rules per 
validation 
purpose 

(categories)

5. Validation 
of non-SDTM 

format 

Other Data Structures

SDTM Data Structure



3. Our Implementation Journey so Far



CG0409

Check that the STUDYID 

in the dataset matches the 

STUDYID in DM

SDTM 

Conformance

Example 1
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Description Rule X

Create a list and count of 

STUDYID

4.2.6 Grouping Variables and 

Categorization 

All records with the same STUDYID 

value are a group of records that 

describe that study.

SGS-0001

Check that the STUDYID 

is unique within the 

dataset

SDTM 

Conformance

SGS-0002

Check that STUDYID in 

the dataset equals 

STUDYID specified in the 

DTA

DTA 

Compliance



Example 1: SDTM Data Structure and Conformance

• SGS-0001: Check that the STUDYID is unique within the dataset
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2. test1. write

3. check



Example 1: SDTM Data Structure and DTA Compliance

• SGS-0002: Check that STUDYID in the dataset equals STUDYID specified

                      in the DTA
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1. write 2. test



Example 1: SDTM Data Structure and DTA Compliance

• SGS-0002: Check that STUDYID in the dataset equals STUDYID specified

                      in the DTA
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1. re-write 2. test

3. check
success!



Example 2
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Description Rule Y

 Create an overview 

where the STRESC, 

STRESN and ORRES 

contents are not the same

CG0397

Check that --STRESC is 

completed when --ORRES 

is completed or DRVFL = 

‘Y’

SDTM 

Conformance

FDAB031

Standardized Result in 

Numeric Format should be 

populated whenever it is 

applicable

Regulatory 

Compliance

SGS-0003

Check that --STRESC is 

equal to --ORRES when   

--STRESU equals --

ORRESU

Data 

Content

SGS-0005

Check that --STRESN 

equals --STRESC when 

both are populated

Data 

Content

SGS-0004

Check that --STRESN is 

not populated when            

--STRESC is not numeric

Data 

Content



Example 2: SDTM Data Structure and Data Content

• SGS-0003: Check that --STRESC is equal to --ORRES when –STRESU 
equals --ORRESU
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1. write

2. test

3. check



Other Data Structures

Data conversion → DTAs are typically 

vertical structure while SDTM structure is 
horizontal

Insights so far 
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Data Content

DTA Compliance

Data Content

Core ID automatically generated         

Need to avoid overlap
company – CDISC CORE rules

Update schema to allow company specific 

data
Extra operators needed

Additional SDTM 

conformance rules



4. Finetuning our Pathway



Rule Creation
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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

Differentiate for different data types: blinded - unblinded

Decide on naming conventions and governance

To keep in 

mind



The ideal validation dashboard
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• Rule Engine generates output in Excel

• There is a need to

▪ develop a more user friendly platform

▪ include specific requirements



• Input

▪ Easy upload of datasets for validation

▪ Option to validate datasets alone

▪ Quick selection of rules

The ideal validation dashboard
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• 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



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
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• To be continued…

▪ Implementation project in progress

▪ Perform gap analysis on current rule set and create new rules

▪ Implement this not only for unblinding data but for all data

▪ Further development of code (editor + engine) → discussions with CDISC 

needed based on our findings



SGS team work

Marisa Wyckmans, Chris Fransen, Hannes De Bondt, Roman Radelicki

Thank You!
Contact us

clinicalresearch@sgs.com

EUROPE:      +32 15 27 32 45

AMERICAS:  +1 877 677 2667

www.sgs.com/cro

health-nutrition@sgs.com

www.sgs.com/healthnutrition

mailto:clinicalresearch@sgs.com
http://www.sgs.com/cro
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