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Standard Project Already used for other CDISC projects » Converters

L' k / Open Source « Availability of LinkML Utilities
Key Objectives for Analysis Results In Simple YAML-based model development » Generators
Powerful modeling features * Schema linter B Senath

Develop a technical specification to prospectively
leverage Analysis Results Metadata to drive automation

ARS schema developed in YAML
Develop a structure to represent Analysis Results as

@
b data

== Develop an integrated logical model to support a
I_¢_I. 1 technical specification and an analysis results dataset

Schema linter used to check modeling best
Model practices

Development :
e Generators used to re-represent the model in

other frameworks (JSON-Schema, GraphQL,
SQL DDL, OWL, Mermaid ER diagram)

displays

yf lllustrate and exercise with a set of common data

Analysis Results Standard (ARS)

e Ana lysis Results Standard (ARS)
DRAFT Logical model to support both the prospective specification of analyses and the fully contextualized

representation of the results of the analyses.

e Mermaid ER diagram generator used to create
schema diagram and diagrams for user guide

sssss
URI: https://www.cdisc.org/ars/1-0 Name: ars_ldm

ldentified separate sets of metadata
components needed to describe analyses

Schema Diagram

ARS Model ARS User
Documentation Guide

Documentation

and represent analysis results, with
significant overlap.

e Document generator used to create markdown
documentation files and markdown
converted to HTML using MkDocs

senennsens | Class: ReportingEvent
A set of amalyzes and ougputs created to meet o spenfic reparting requirement, such os & CSR

Classes

Class Description

Analysis An analysis that is designed to meet 4

MkDocs

AnalysisCategorization

Analysis Results Analysis Results
Metadata Data

AnalysisCategory
........

e Classes created by Python class generator
used to convert Excel example content to
Content YAML

Identifiers Analysis Group Result Variable Results Statistic

Name Title Dataset | Variable ue Variable | Value Label Value Name Label A

level name order analysisid outputid
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1
Baseline Demographics and Drug Name 2 1 Summary of Demographics 1 Out14-1-1
Table 2 Clinical Characteristics, ADSL TRO1X Dogage X SEX Male 53 Count n Devel 0O p m ent j i il.;mmarv of Subjects by Treatment 1 An01_05_SAF_Summ_ByTrt
H e
ey Popdaren ’ ; summary by Treatment 3 listOfPlannedAnalyses:
Baseline Demographics and e YAML to JSON converter used to create |2 Comparisonty Treamen yees:

Drug Name 4 -~ listItems:

Table 2 Clinical Characteristics, Percent

_ Dosage X 5 «w - name: Summary of Demographics
Safety Population g example JSON COntent 6 level: 1
7 order: 1
Baseline Demographics and :
Clinical Characteristics, Drug Name @ Du-tpl'ljt:[d' outla-1-1 "listOfPlanned&nalysas”: |
Dosage X 9 sublist: "listItems": [

Safety Population 18 listItems: {

"name": "Summary of Demographics”,

Baseline Demographics and Drug Name - name: Summary of Subject
Clinical Characteristics, 0sage : EEtE:tm "Out14-1-1"
Safety Population Dosage X e Classes created by Python API class generator atines
used to create human-readable summary of (R T

example analysis definitions

e Classes created by Pydantic class generator
referenced for APl development Summary

Business Problem

1. Summary of Demographics
Output: Outl4-1-1

1.1. Summary of Subjects by Treatment Ll m |tat| O nS

) . Analysis: An@1_05_SAF_Summ_ByTrt . G = T
:s:lgst; frc()ersTjﬁlslzaenz Ctir?éaar::sg;?a s;(grtf)sgsclenngerate RS AP Documentation: « Some advanced modeling features such as “either/or” model

. . Gurbose: PRINARY OUTCONE MEASURE components and built-in conformance constraints are not yet fully
them. There are no non-commercial modeling tools

> Statistical Analysis Plan (./sap.pdf)
that can do this. We wanted to use a proven open Categories:

_ Page 9 [6. ANALYSIS POPULATIONS] Supported.
I ) h Id .I: I b h h > Population Description CO”CIUSIO”
source solution that would Tacilitate both the default . LinkML is a simple, yet versatile and powerful modeling language and
development and the implementation of the model.

the associated utilities have facilitated and streamlined development
for the ARS project.
« LinkML's multi-platform toolchain will improve standards adoption.

/openapi.json

GET /mdr/ars/reportingevents/ GetAll Ars Packages A4 ]

GET /mdr/ars/reportingevents/{reportingevent_id}/ Get Reporting Event N ]
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