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01 CDISC Open Rules Concept
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CDISC Open Rules Concept, Goals and Objectives

Define and create

machine executable

conformance rules 

in Rule Editor

Published

conformance rules 

stored in CDISC 

library

Rules Engine 

retrieves

conformance rules 

and validates data

Review of validation

output including 

company defined 

custom rules

Development of validation 

applications by third party vendors

© CDISC 2024
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The Power of CDISC Open Rules: Impact & Added Value

Integration of company defined rules

Rule Editor

Community Governance

Community

Local company defined rules

CDISC datasets & metadata

Local Rule Editor

End user

Other datasets

Output 

report

© CDISC 2024
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The Power of CDISC Open Rules: Impact & Added Value

Exchange of company defined rules

Local 

rules

CRO Local 

rules

Vendor

Local 

rules

Pharma CDISC 

Community

Regulators

1

2

3

4

CDISC Rule Governance

Collaboration Regulators

Contribution to CDISC rules

Exchange of company 

defined rules

1

2

3

3

3

4

4
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02 Implementation Journey
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Unblinding Data Flow

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

• …

Data files in different structures 

and formats

• csv

• sas7bdat

• ...

SD

SGS Unblinded Team

data transfers

blinded

unblinded

DM

Third party

DTA
DTA

Validation Incoming Data

• Structure = DTA

• Content = DTA

• Stable for conversion

Validation Outgoing Data

• Structure = DTA

• Content = DTA

• SDTM Conformance

• Regulatory Compliance
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Outgoing 
SDTM 

converted 
datasets 

validated via 
tool, incoming 

transfer 
validated 
manually

Rules combine 
different 

aspects to be 
validated = 
challenging

New SDTM or 
regulatory 

conformance 
rules need to 

be added 
manually = no 
automatization

Rule creation 
requires 

programming 
knowledge and 

a lot of 
documentation

Complex rule 
output = a list 
of data = labor 

intensive

A New Data Validation Tool

Option to 
validate 

incoming 
vendor file and 
outgoing SDTM 

converted 
dataset

Split up rules in 
validation 

purpose = clear 
categories

Automatic 
upload of new 

SDTM or 
regulatory 

conformance 
rules

Easy creation 
of rules, low 

code, efficient 
workflow

Rules that 
generate 

simple output 
Conformance = 
no output = no 

work

C

U

R

R

E
N

T

N

E
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Validate 
SDTM and 
non-SDTM

Rules per 
validation 
purpose

(categories)

SDTM and 
regulatory 

conformance 
rules

Easy rule 
creation

Simple 
output

Is CDISC Open Rules our Superhero?

Non-conformant → output

Conformant → no output
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Validate 
SDTM and 
non-SDTM

Rules per 
validation 
purpose

(categories)

SDTM and 
regulatory 

conformance 
rules

Easy rule 
creation

Simple 
output

Is CDISC Open Rules our Superhero?
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Validate 
SDTM and 
non-SDTM

Rules per 
validation 
purpose

(categories)

SDTM and 
regulatory 

conformance 
rules

Easy rule 
creation

Simple 
output

▪ CDISC Open Rules Project Objectives on CORE | CDISC

▪ FDA collaboration

Is CDISC Open Rules our Superhero?

https://www.cdisc.org/core
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Validate 
SDTM and 
non-SDTM

Rules per 
validation 
purpose

(categories)

SDTM and 
regulatory 

conformance 
rules

Easy rule 
creation

Simple 
output

1. SDTM Conformance 2. Regulatory Compliance

3. Data Content 4. DTA Compliance

Is CDISC Open Rules our Superhero?
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The SD Rule Package

CDISC governed rules meet SGS defined rules

Rule Editor

Community Governance

Community

Local company defined rules

CDISC datasets & metadata

Local Rule Editor

End user

Other datasets

Output 

report

March 2024
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The SD Rule Package

CDISC governed rules meet SGS defined rules

▪ Define rules for SD team based on checks in old tool

• Analyze rule purpose

• Crosscheck with CDISC Conformance & FDA Business Rules

• Fill gaps with SGS Custom Rules

TOOL.4.43 The tool 

should create an 

overview where the 

STRESC, STRESN and 

ORRES contents are not 
the same. If no 

differences → ‘no issues’ 

Rule Category OrganisationRule Type Domain Full description

SDTM 

Conformance
CDISC CG0397 Findings

Check that --STRESC is completed when either --

ORRES is provided or --DRVFL = 'Y'

SDTM 

Conformance
FDA

FDAB031 

(CORE rule 
pending) 

Findings
Standardized Result in Numeric Format should be 

populated whenever it is applicable.

SDTM 

Conformance
SGS

Custom 

CORE
Findings

Check when --ORRESU and --STRESU are not 

completed and  --ORRES and --STRESC are not 
equal that this is expected.

SDTM 

Conformance
SGS

Custom 

CORE
Findings

Check if --ORRESU and --STRESU are equal that 

--ORRES and --STRESC are equal.

SDTM 

Conformance
SGS

Custom 

CORE
Findings

Check that --STRESN is not populated when --

STRESC is not numeric.
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The SD Rule Package

CDISC governed rules meet SGS defined rules

▪ Define rules for SD team based on checks in old tool

TOOL.4.14 The tool 

should create an 

overview of all test 

codes where ORRES 

(<,>) is BLQ/ALQ; 
ORRES, STRESN, 

LLOQ and count is also 

shown. If ORRES is 

empty, no output 

needed. 

Rule 

Category

Organisa

tion

Rule 

Type
Domain Full description

Data Review SGS
Custom 

CORE
Findings

Check that value in --STRESN is equal to or 

above --LLOQ.

Data Review SGS
Custom 

CORE
Findings

Check that value in --STRESN is equal to or 

below --ULOQ. 

Data Review SGS
Custom 

CORE
Findings

Check if --STRESC contains '<' that result is 

in alignment with --LLOQ.

Data Review SGS
Custom 

CORE
Findings

Check if --STRESC contains '>' that result is 

in alignment with --ULOQ.

Data Review SGS
Custom 

CORE
Findings

Check that --LLOQ and --ULOQ are 

completed in the same unit as the --STRESC 

and that the dilution factor (if applicable) is 

taken into account.
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The SD Rule Package

CDISC governed rules meet SGS defined rules

▪ Define rules for SD team based on checks in old tool

TOOL.5.1 The tool 

should create an 

overview of the different 

TESTCD, TEST, 

SPCCND, SPEC, CAT, 
SCAT, NAM, STRESU, 

ORRESU, STAT, 

METHOD values used in 

the dataset. 

Rule 

Category

Organisa

tion
Rule Type Domain Full description

DTA 

Compliance

SGS Custom 

CORE

Findings Check that the combination --TEST, --

TESTCD, --CAT, --SCAT, --ORRESU, --

STRESU, --SPEC, --METHOD in the 

outgoing SDTM dataset is correct and as 

expected per DTA combination

DTA 

Compliance

SGS Custom 

CORE

Findings Check that --NAM in the outgoing SDTM 

dataset is correctly completed as specified 

in the DTA
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Category Authority # Rules

SDTM 

Conformance

CDISC 181

295
FDA 33

CDISC/FDA 3

SGS 78

DTA 

Compliance SGS 13

Data Review SGS 48

Total 356

The SD Rule Package

CDISC governed rules meet SGS defined rules

SDTM 
Conformance 

CDISC

51%

SDTM 
Conformance 

FDA

9%

SDTM 
Conformance 
CDISC/FDA

1%

SDTM 
Conformance 

SGS

22%

DTA Compliance 
SGS
4%

Data Review SGS
13%

STATISTICS

CDISC
61%FDA

11%

CDISC/FDA
1%

SGS
27%

SDTM CONFORMANCE
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The tool should create an overview of all 
test codes where ORRES (<,>) is 

BLQ/ALQ; ORRES, STRESN, LLOQ 
and count is also shown (only for the 

SGS implementation guide). If ORRES 
is empty, no output needed.

SGS-000510

Check that value in 
--STRESN is above 

--LLOQ.

SGS-000511

Check that value in 
--STRESN is below 

--ULOQ. 

SGS-000512

Check if --STRESC 
contains '<' that 

result is in 
alignment with --

LLOQ.

SGS-000513

Check if --STRESC 
contains '>' that 

result is in 
alignment with --

ULOQ.

SGS-000521

Check that --LLOQ 
and --ULOQ are 
completed in the 

same unit as the --
STRESC and that 

the dilution factor (if 
applicable) is taken 

into account.

Rule writing – example: SGS Data Content Rules

Straightforward checks

Requires some manual review
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Rule writing – example 1: SGS Data Content Rules

▪ SGS-000512: Check if --STRESC contains '<' that result is in alignment with --LLOQ.

1. Write 2. Test data

3. Check results Success!
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The tool should create an overview of 
the different TESTCD, TEST, SPCCND, 

SPEC, CAT, SCAT, NAM, STRESU, 
ORRESU, STAT, METHOD values used 

in the dataset. 

SGS-DTA001

Check that the combination --TEST, --TESTCD, --CAT,  
--SCAT, --ORRESU, --STRESU, --SPEC, --METHOD in 
the outgoing SDTM dataset is correct and as expected 

per DTA combination

SGS-DTA002

Check that --NAM in the outgoing SDTM dataset is 
correctly completed as specified in the DTA

Rule writing – example: SGS DTA Compliance Rules
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Rule writing – example 2: DTA Compliance Rules

▪ SGS-DTA001: Check that the combination --TEST, --TESTCD, --CAT, 

--SCAT, --ORRESU, --STRESU, --SPEC, --METHOD in the outgoing 

SDTM dataset is correct and as expected per DTA combination

1. Data

8 records don’t match 

DTA test specifications
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Rule writing – example 2: DTA Compliance Rules

▪ SGS-DTA001: Check that the combination --TEST, --TESTCD, --CAT, 

--SCAT, --ORRESU, --STRESU, --SPEC, --METHOD in the outgoing 

SDTM dataset is correct and as expected per DTA combination

2. Write
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Rule writing – example 2: DTA Compliance Rules

▪ SGS-DTA001: Check that the combination --TEST, --TESTCD, --CAT, 

--SCAT, --ORRESU, --STRESU, --SPEC, --METHOD in the outgoing 

SDTM dataset is correct and as expected per DTA combination

3. Check results

Success!
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Rule writing – example 3: SGS DTA Compliance Rules

▪ SGS-DTA002: Check that --NAM in the outgoing SDTM dataset is correctly completed as 

specified in the DTA 

1. Write

2. Test data
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Rule writing – example 3: SGS DTA Compliance Rules

▪ SGS-DTA002: Check that --NAM in the outgoing SDTM dataset is correctly completed as 

specified in the DTA 
2. Test data

Success!

3. Check results
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Other Data Structures

DTAs are typically vertical structure 

while SDTM structure is horizontal → 

Data conversion needed? No 

Insights so far 

DTA Compliance

Data Content

Core ID automatically generated         

Need to avoid overlap

company – CDISC governed rules

Update schema to allow company specific 

data

Extra operators needed

Additional SDTM 

conformance rules
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03 Glimpse to the Future
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Blank

Timeline

Q4 2023

Concept

Can we use 
CDISC Open 
Rules as Data 
Validation 
Tool, incl 
custom rules? 

Aug 2024 

– Now

Current state

▪ SGS SDTM 
Conformance: 
51% rules 
programmed 
& QCed

▪ Data Content 
& DTA 
Compliance to 
do

March 2024

POC 
successful

▪ Rule editor 
deployed 
locally at SGS

▪ Local rule can 
run via engine

July 2024

SD rule package

▪ Old rules analyzed

▪ New rules defined

▪ Stable to start 
programming

Q4 2024

Not all rule fun

▪ Naming 
Conventions

▪ Governance

▪ CSV validation

▪ SOPs

▪ Guidelines

2025

Complete 
Project
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The ideal validation platforms

▪ Rules Engine: configure parameters for validation via CLI

▪ Rule Engine generates output in Excel

▪ There is a need to

▪ develop a more user friendly platform

▪ To configure the validation

▪ To review the output and track changes/add comments

▪ include specific requirements
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04 Conclusion
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Conclusion 

▪ Yes, we are on the right track!

▪ CDISC Open Rules does meet the requirements for our dataset validation

▪ We believe this dream team has great potential

▪ 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
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Teamwork makes 

our dream work

SGS Teamwork

▪SGS CORE Programming Team:

Hannes De Bondt, Chris Fransen, Jeroen 

Gielen, Roman Radelicki

▪SGS CORE Rules Team:

Els Crijns, Els Janssens, Cemile Kocoglu, 

Niels Schrauwen, Hannelore Thimpont, 

Ovia Thirukkumaran 

35
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Questions?

© SGS Société Générale de Surveillance SA. (2024)
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Blank

Visit us at booth 8

clinicalresearch@sgs.com

EUROPE:      +32 15 27 32 45

AMERICAS:  + 1 877 677 2667

health-nutrition@sgs.com

www.sgs.com/cro

Contact us

mailto:clinicalresearch@sgs.com
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