C:

cd "C:\Users\jJunwang\Downloads\core-windows"
set path=%path%;"C:\Users\jJunwang\Downloads\core-windows"

set CDISC_LIBRARY_API_KEY =XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX

core.exe validate -s sdtmig -v 3-2 -d "S\TRAININGS\02_CDISC
Standards\04 DEFINE\Define-XML-2-0_ReleasePackage20140424\sdtm"

”

https://hub.docker.com/repository/doc ker/cg.iéaoc ker/cdisc-rules-engine/
7

general

https://www.clinicalleader.com/doc/the-cdisc-open-rules-engine-core-open-
source-software-for-clinical-0001

https://wiki.cdisc.org/display/LIBSUPRT/

Getting+Started%3A+Access+to+CDISC+Library+APl+using+API+Key+Authe
ntication

€@ API for CDISC Library

API quick demo

Command Line

Sample Report &

GUI?

from business_rules.engine import run

was_triggered = run(

9 Conformance Validator
rule=rule,

— Python Modules
defined_variables:dataset_variaglg,f”’

defined_actions=core_actjors,”
v s

v
~~
) -

p Docker
///
// https://github.com/cdisc-org/conformance-rules-editor
d
d
/// YAML
K S/
|/
/
/
/
‘7LCLOW Code Rule Editor
/
/
[
/; V
%

/

‘4Chttps://ruIe—editor.cdisc.org/
/[
https://purple-grou nd—Oa?48fO1 0.1.azurestaticapps.net/ stage site:
/
https://www.cdisc.org/events/webinar/core-

vplunteer-onboarding-training-
webinar /

}—Chttps://cdisc-org.github.io/conformance—rules—editor/#/

\
C/;ttps://training—rule—editor.cdisc.org/ Training /
https://www.cdisc.org/core/Ia/:Jthoring—and—running—your—own—rules
I/ Positive
/ Negative
RULEID_DOMAIN_Positive/:r Negative ¢ —  R3zf4dn
github synthetic data generation Many op% source tools
giiﬁﬂ?ﬁ BERER—HOEIUEIE, BaUT/5EE, EREM101T, Lljfon
STV

/
- USUBJID: =458, l—HiR&MmS, tban1001, 1002; |
- AGE: $(B%!, i, BUESEEN18-655 1) /
- SEX: PR, M8, BVER B, 1 /
- BTHDTC: HEAZ, LUISO 860118=EH, BUESEE/1980-01-01 ~ /
2020-01-01; II
- RACE: 8, ik, BUENEEEDSELASMIREIRIER, WA, %W%EHE }_C e Edi
BEEA, ERERERSEATEBR, BiA I — Custom Rule Rule Editor
|
—. ]
XIRZAIpython SN ARIRRIA): ]
TS —Ppythonkis, 15 E75Ejsonus, MU, 4ER—pandastf
dataframe,
#%%
import pandas as pd
import json
#%% Al
# JSONEUEFFEH
json data ="
[
{
"USUBJID": "1007" — Synthetic Data
"AGE": 25,
"SEX": "EBiE",
"WEIGHT": 75,
"BTHDTC": "1995-06-15",
"RACE": "TEHHA" |
} |
! \
\
\
] \
\
\
\‘
#%% \
‘\
# $5ISONKUREEH Py thon R
data = json.loads(json_data) \\\
\
# et /gPandas DataFrar\le
df = pd.DataFrame(data) \\
#%% \\
\
\
# E7nDataFrame \\
print(df) \\
\\
\\
SAS random functions \
} Write you\ own
R random functions \
\\
\ Chttps://ruIe—editor.cdisc.org/
\ o
\
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\
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\\\\ Smart Submission Datasets Viewer
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\\\\\ Embedding to Your Own App
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Best Practise on Conformance Rule ISl == 5 ey ~

\
https://www.?disc.org/cdisc—Iibrary

https://library.cdisc.org/browser/#/

Conformance Rules stored in

CDISC Library

GeneralObservations

api&operation=api-products-rule-get
CORE Concept

Concept
cdisc
SDTM https://www.cdisc.org/standards/foundational/sdtmig/sdtm-and-sdtmig-
conformance-rules-v2-0
CDISC
ADaM https://www.cdisc.org/standards/foundational/adam/adam-conformance-rules-
v5-0

https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-
standards-resources

FDA Business Rules (May 2019) https://www.fda.gov/media/116935/download?attachment
Validator Rules (Dec 2022) https://www.fda.gov/media/103587/download?attachment
https://www.pmda.go.jp/english/review-services/reviews/0002.html
PMDA Study Data Validation Rules (Mar 2024) https://www.pmda.go.jp/files/000267621 .zip
CDISC Data Validation Software (2311.0, Validation Rule v5.0)
NMPA?
P21
Commercials Smart Submission Datasets Viewer
XML4Pharma
http://www.xml4pharma.com/Smart_Submission Dataset Viewer/
Fiuhs https://www.cdisc.org/core
https://github.com/cdisc-org/cdisc-rules-engine
MIT License
CORE Rules Governance
CDISC CORE UL
Open Source
Progress (Apr 2023) ] x
cdise )
OpenChecks https://github.com/PhIRDA/openchecks
OpenRules XML4Pharma

SDTM Issue Categorization From Programmer’s Viewpoint

P21 category | Sanofi Issue Categorization
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sanofi

CTxxxx, SDxxxx, SExxxx

https://library.cdisc.org/browser/#/mdr/sdtmig/3-4/classes/

https://api.developerlibrary.cdisc.org/api-details#api=cdisc-library-



