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What is CDISC CORE?

e CORE = CDISC Open Rules Engine

e Meant to replace the "jungle" of validation rules and
implementations

e Open source, vendor-neutral, extensible

e All implementations should give the same results
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CDISC CORE and FDA

e FDA has asked CDISC to implement the "FDA Business Rules"
into CORE

https://www.cdisc.org/news/cdisc-proud-announce-research-collaboration-

incorporate-fda-business-rules-cdiscs-open-rules

e |t is expected that FDA will replace P21 by CORE this
year or next year
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Who is developing the CORE rules?

e CORE rules are developed starting from the existing CDISC
validation rules (mostly as Excel) by a large number of
volunteers (>100)

e Engine programming in Python is done by 2+ specialists at
CDISC

e Everything is published as "open source"” on Github:
https://github.com/cdisc-org/cdisc-rules-engine/
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Rule implementation made easy by YAML

YAML Rule editor used by the volunteers

EDIT TEST DIFF

e included into

able is present

Jozef A

Test files as Excel

A B c D E F G
STUDYID RDOMAIN UsuBID IDVAR IDVARVAL aQNAM QLABEL

Study Related Domain Unique Subject  Identifying Identifying

Identifier Abbreviation ldentifier Variable Variable Value  Qualifier Variable Name Qualifier Variable Label
Char Char Char Char Char Char Char

10 2 14 6 4 11 49

CDISC-TEST LB CDISC-TEST-001  LBSEQ 1 BIOSIGITOOLONG Biological Significance 1
CDISC-TEST LB CDISC-TEST-001 LBSEQ 10 BIOsIG2 Biological Significance 2
CDISC-TEST LB CDISC-TEST-001  LBSEQ 11 BIOSIG3 Biological Significance 3
CDISC-TEST LB CDISC-TEST-001 LBSEQ 12 BIOSIG4 Biological Significance 4
CDISC-TEST LB CDISC-TEST-001  LBSEQ 13 BIOSIGS Biological Significance 5
CDISC-TEST LB CDISC-TEST-002  LBSEQ 1 BIOSIGL Biological Significance 1
CDISC-TEST LB CDISC-TEST-002 LBSEQ 2 BIOSIG2 Biological Significance 2
CDISC-TEST LB CDISC-TEST-002  LBSEQ 3 BIOSIG3 Biological Significance 3
CDISC-TEST LB CDISC-TEST-002 LBSEQ 4 BlOSIG4 Biological Significance 4
CDISC-TEST LB CDISC-TEST-002  LBSEQ 5 BIOSIGS Biological Significance 5



How does that work? Development

~ 3
YAML rule | JSON rule
J

Results

U fo" [ 1 item
*a:{ 5 items

"executionStatus™ : "success"

~

CORE engine
(Python)

Define.xml

J

>| JSON output FooLIen s
COSEQ™ :

Xe : N
Test Excel Test ISON Jira prOJec.t malnte.nance
Sharepoint repository
J J

"SEQT : 1
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CDISC JSON rules
Library

User
Define.xml

J

User Datasets
(XPT or
Dataset-JSON) )

CDISC
Library

CORE engine
(Python or
Windows exe)

output
> (JSON or

Excel)

4.4

"executionStatus™: "success”,
"domain": "DM",
"variables™: [
"SETCD™
1.
"message”: "SEICD wvalue is greater than 87,
"errors": [
{
"yalue™: [
"3EICD™: "SETTOOLONG™
b
"row": 4,
™afubjId": "015246-099-0000-00003"

"executionStatus™: "success”,
"domain": "TX",
"wariables™: [
"SETCD™
1.

"message": "SETCD walue is greater than 87,

"errors": [
{
mvalue™: [
"SETICD™: "SETMUCHTOQOLONG™
b
TrowT: 4,
Tsegqti 4
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How do | get it?

- C O 8 = https:;'jgithub.com,r'cdisc—org;'cdisc—rules—engine;i B % 1 Ty ¥ ®
[ ]
o DOW n I Oa d fr0| I | < i It h u b <> Code (%) Issues 143 {1 Pullrequests 9  ©J) Discussions () Actions [ Projects 1 0 wiki

— source code

https://github.com/cdisc-org/cdisc-rules-engine/

— Windows executable

©F gerrycampion 35 suppor...

.github

TestRule

cdisc_rule_tester

Go to file {» Code ~

=) 4

Add new keys to perform_r...

55-511: Update in memor...

Relrec merging (#543)

9 months ago

7 months ago

6 months ago

About

Open source offering of the
cdisc rules engine
0 Readme
B MIT license
Activity
Custom properties

A
=
<% 41stars
O

cdisc_rules_engine 35 support usdm data sour... last week
9 watching
. l ' S e Ve n d r i | e e n ta ti n resources 35 support usdm data sour... last week ¥ 8 forks
: I I l p I I I : scripts 35 support usdm data sour... last week Report repasitory
L ]
tests 35 support usdm data sour... last week
— Formedix CORE (outdated) ” reeases
[ .flakes Merge latest development ... 2 years ago © v0.6.3 {:Latest__i'
L] L ] L] —
D V on Oct 12,
l I l a r u I I I I SS I O n a a S e I ewe r [ .funcignore Iss 315 move cdisc library ... last year
+ 41 releases
S DT IVI ET L a i n S Oftwa re [ .gitignore Iss 329 rule blocked coreru... 8 months ago
p p g [ .pre-commit-config.yaml Minnor change pre-commi... 9 months ago Packages
[ LICENSE Initial commit 2 years ago Mo packages published
3 README.md Make python 3.9 min requi... 6 months ago Contributors 12
3 core. CORERULES-1334 / CG020... 3 weeks ago £
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How do | use it?

® 11 . 1] .
UICK Start on Githu Running a validation
. . From the command line
. E S S e n t I a | | y u S l n g C LI Clone the repository and run python core.py --help to see the full list of commands.
C d L. I f Run python core.py validate --help to see the list of validation options.
( a n I n e nte r a Ce) -ca, --cache TEXT Relative path to cache files containing pre
loaded metadata and rules
. -ps, --pool-size INTEGER Number of parallel processes for walidation

. O I I l l I la n S a re Va I O r Ot -d, --data TEXT Path to directory containing data files

-dp, --dataset-path TEXT Absolute path to dataset file. Can be specified
-dxp, --define_xml path TEXT Path to Define-XML
o -1, --log-level [info|debug|error|critical|disabled|warn]
P t h O n a S WI n d OWS—exe Sets log level for engine logs, logs are
disabled by default
-rt, --report-template TEXT File path of report template to use for
o [ excel output
I m I e m e nta t I O n -5, --standard TEXT CDISC standard to validate against
[required]
-v, --version TEXT Standard version to validate against
[required]
-ct, --controlled-terminology-package TEXT
Controlled terminology package to validate

against, can provide more than one

[} [} ° -0, --output TEXT Report output file destination
e Also instructions how to compile
Output file format
-rr, --raw-report Report in a raw format as it is generated by

the engine. This flag must be used only with

(latest version) to Windows exe IR -

-dxp, --define-xml-path Path to define-xml file.
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e |ist rules:

¢ list-rules - list rules available in the cache

o list all rules:
python core.py list-rules
o list rules for standard:
python core.py list-rules -s sdimig -v 2-4

o list-rule-sets - lists all standards and versions for which rules are
available: python core.py list-rule-sets

» update-cache - update locally stored cache data (Requires an

. update rUIeS environment variable - CDISC_LIBRARY_API_KEY )
(requires CDISC-Library pyehon core.y uplate-cache +———"

APl key):

To obtain an api key, please follow the instructions found here:
https://wiki.cdisc.org/display/LIBSUPRT/

Getting +Started%3A+Access+to+CDISC+Library+APl+using+A
Pl+Key+Authentication. Please note it can take up to an hour
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®

Execute Transformation (X5LT) C

ODM file with clinical data:
‘D:\SDTM—ETL\TestFiIes\DDM‘1—3~1‘

[_] MetaData in separate ODM file

Core Rules Exploration

Reset

Select all rules shown

Clear selection

INRE

) Rule ID ) Sensitivily () Authorities () Standards and Versions ) Classes Included () Classes Excluded
) Domains Included ) Domains Excluded ) Rule Description ) Message 0 References
Include Rule ID Authority Sensitivity | Standards and Versions| Classes Included | Classes Excluded | Domains Included | Domains Excluded Description Message References
SDTMIG 3.1.2 -
SDTMIG 3.1.3 L
| CORE-D00280 FDA Dataset SDTMIG 3.2 =|TRIAL DESIGN 1E] ‘Therapeutic Area’ (THERAREA) reco... |Missing THERAR... |FDA Validator RulesSDTMIG: FDA: F...
SDTMIG 3.3 -
SOTMIG 3.1.2 -
SDTMIG 3.1.3 i . o .
| CORE 000278 FDA Dataset eran 5 A =|TRIAL DESIGN TS 'SDTM |G Version' (SDTIGVER) recor... |Missing SDTIGVE... |FDA Validator RulesSDTMIG' FDA:F..

! —E_EI_EI-EI_EI-ZI_—EI_

fully executable

2 | CORE-000286

View Resuit SDTM tables

[_] Generate "NOT DONE' records
Save Result SODTM tables as S
SAS XPORT files directory:
‘D:\temp|

[] Add location of SAS XPORT fil¢
[] Additionally generate a merge:
Messages and error messages:

AGE is not provided

SOTMIG :

CORE-000281

FDA

Record

SDTMIG .
SDTMIG :
SDTMIG :
SDTMIG ©

CORE-000279

FDA

Dataset

SDTMIG 3.1.2
SDTMIG 3.1.3
SDTMIG 3.2
SOTMIG 3.3

| »

=|TRIAL DESIGN

oK

TS

= Ditemp\core-validation-result_20240304T112821_912.xlsx

AGE, BRTHDTC

Mone, 1957-05-07

:nt, Exposure o...

—3TOTC is after —...

FDA Validator Rules3SDTMIG: FDA: F...

"SDTM Version' (SDTMVER) record ...

Missing SDTMVE...

FDA Validator RulesSDTMIG: FDA: F...

CORE-000277

FDA

Dataset

SDTMIG 3.1.2
SDTMIG 3.1.3
SDTMIG 3.2
SDTMIG 3.3

| »

=|TRIAL DESIGN

TS

‘Rare Disease Indicator (RDIND) re..

Missing RDIND Tr...

FDA Validator RulesSDTMIG: FDA: F...

CORE-000288

FDA

Record

SDTMIG 3.1.3
SDTMIG 3.2
SDTMIG 3.3
SENDIG 3.0

L gl

SPECIAL
PURPOSE

DM

Age Range (AGETXT) variable value..

Invalid value for A...

FDA Validator RulesSDTMIG: FDAF...

CORE-000276

FDA

Record

SDTMIG 3.1.3
SDTMIG 3.2
SOTMIG 3.3

[»

TRIAL DESIGN

TS

alue for the Mull Flavor (TSVALMF)v...

Value for TSVALN..

FDA Validator RulesSDTMIG: FDA: F...

[ Close |

I [P ruuTIL LUIAINY UsuDJIL Plu.oLoEu DL GRE I e
I ISTUDYID DOMAIN USUBJID I55.858EQ 55.553GRPID
ISTUDYID DOMAIN sugJiD TUTUSEQ TU TUGRPID




Demo time!

Using CORE in the open source
Smart Submission Dataset Viewer
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