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Best Practise on Conformance Rule 项目中持续检查

Conformance Rules stored in CDISC Library

https://www.cdisc.org/cdisc-library

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

GeneralObservations

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

api&operation=api-products-rule-get

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

CDISC

FDA

PMDA

Commercials

P21

SDTM
https://www.cdisc.org/standards/foundational/sdtmig/sdtm-and-sdtmig-

conformance-rules-v2-0

ADaM
https://www.cdisc.org/standards/foundational/adam/adam-conformance-rules-

v5-0

Business Rules (May 2019)

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

standards-resources

Validator Rules (Dec 2022)

https://www.fda.gov/media/116935/download?attachment

https://www.fda.gov/media/103587/download?attachment

https://www.pmda.go.jp/english/review-services/reviews/0002.html

Study Data Validation Rules (Mar 2024)

CDISC Data Validation Software (2311.0, Validation Rule v5.0)

https://www.pmda.go.jp/files/000267621.zip

XML4Pharma
http://www.xml4pharma.com/Smart_Submission_Dataset_Viewer/

Smart Submission Datasets Viewer

NMPA?

Open Source

CDISC CORE

OpenChecks https://github.com/PhIRDA/openchecks

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

API for CDISC Library

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

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

ntication

Conformance Validator

Rule Editor

Command Line

Python Modules

P21C

Smart Submission Datasets Viewer

API quick demo

Docker

https://github.com/cdisc-org/conformance-rules-editor

https://cdisc-org.github.io/conformance-rules-editor/#/

YAML

Embedding to Your Own App

Concept

MIT License

一统江湖

https://rule-editor.cdisc.org/

https://hub.docker.com/repository/docker/cdiscdocker/cdisc-rules-engine/

general

stage site:https://purple-ground-0a048f010.1.azurestaticapps.net/

https://rule-editor.cdisc.org/

主站点 https://www.cdisc.org/core

c:

cd "C:\Users\junwang\Downloads\core-windows"

set path=%path%;"C:\Users\junwang\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"

from business_rules.engine import run

was_triggered = run(

  rule=rule,

  defined_variables=dataset_variable,

  defined_actions=core_actions,

)

Sample Report

GUI?

Commercials

CG0435

Progress (Apr 2023)

OpenRules XML4Pharma

Training

https://www.cdisc.org/events/webinar/core-volunteer-onboarding-training-

webinar

https://www.cdisc.org/core/authoring-and-running-your-own-rules

Reference
https://www.clinicalleader.com/doc/the-cdisc-open-rules-engine-core-open-

source-software-for-clinical-0001

https://training-rule-editor.cdisc.org/

Custom Rule

Positive

Negative

Synthetic Data

AI

你是数据科学家。帮我生成一份模拟数据，包含如下几列变量，要求生成10行，以json

格式输出。

 - USUBJID: 字符型，唯一受试者编号，比如1001， 1002；

 - AGE: 数值型，年龄，取值范围为18-65岁之间；

 - SEX: 字符型，性别，取值为 男性，女性；

 - BTHDTC: 日期型，以ISO 8601格式展现，取值范围为1980-01-01 ~

2020-01-01；

 - RACE:  字符型，种族，取值为:美国印第安人或阿拉斯加原住民, 亚洲人, 黑种人或非

裔美国人, 夏威夷原住民或其他太平洋岛民, 白种人

 

对应的python导入脚本的提示词：

也帮忙写一个python脚本，将上方的json数据，读取进来，生成一个pandas的

dataframe。

#%%

import pandas as pd

import json

#%%

# JSON数据字符串

json_data = '''

[

    {

        "USUBJID": "1001",

        "AGE": 25,

        "SEX": "男性",

        "WEIGHT": 75,

        "BTHDTC": "1995-06-15",

        "RACE": "亚洲人"

    },

   

]

'''

#%%

# 将JSON数据转换为Python字典

data = json.loads( json_data)

# 将字典转换为Pandas DataFrame

df = pd.DataFrame(data)

#%%

# 显示DataFrame

print(df)

测试文件命名RULEID_DOMAIN_Positive or Negative

Many open source toolsgithub synthetic data generation

Write your own
SAS random functions

R random functions

Low Code Rule Editor

Rule Categories

CTxxxx, SDxxxx, SExxxx


