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CDISC Analysis Result Standards — Released April 19, 2024!
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Analysis Results Standard (ARS) v1.0
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Large trials generate many analysis results in the
form of tables, figures, and written reporis, yet
these results are rarely output in a form that is
machine-readable. Previously, there has been no
standard way of describing and organizing these
results, making it difficult to automate their
generation, make them reproducible, frace their
origin, or enable them to be reused in other
outputs.

To address these inefficiencies, CDISC has developed the Analysis Results
Standard (ARS), which aim to facilitate automation, reproducibility, reusability,
and traceability of analysis results data

Features of ARS v1.0

= A Logical Data Model that describes analysis resulis and associated

metadata.

= A User Guide to illustrate and exercise the model with common safety

displays

https://cdisc-org.qithub.io/analysis-results-standard/
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CDISC ARS Metadata

One Output has many Analyses. One Analysis has the following:
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Approaches

Deterministic

« Think: Macros, functions, logic

input »

output

« Explicit, rule-based logic
« Same input -> same output

* No randomness; high reproducibility

Probabilistic

Think: Generative Al

!

Statistical inference

Same input -> possible variation in output

Prediction-based; introduces randomness

JR/CLYMB
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What is siera?

siera” is an open-source R package
that ingests ARS metadata for a
reporting event and converts the
metadata to produce executable R
scripts. These R scripts can be run
as-is (combined with the relevant
ADaM dataset) to produce each
output’s ARD.

hitps://github.com/clymbclinical/siera

CCCCCCCC

* on CRAN and approved by COSA!


https://github.com/clymbclinical/siera

Evaluation: Deterministic approach
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Evaluation: Deterministic approach
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Evaluation: Deterministic approach - video
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Evaluation: Probabilistic approach
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Evaluation: Probabilistic approach

TFL Designer - 29 October 2025 - Watch Video
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Findings: Implementation requirements
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Findings: Workability
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Findings: Success factors
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