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CDISC Analysis Result Standards – Released April 19, 2024!

https://cdisc-org.github.io/analysis-results-standard/

https://wiki.cdisc.org/display/ARSP/Analysis+Results+Standard+User+Guide+v1.0

https://cdisc-org.github.io/analysis-results-standard/
https://wiki.cdisc.org/display/ARSP/Analysis+Results+Standard+User+Guide+v1.0


CDISC ARS Metadata

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

One Analysis Method 

consists of one or more 

Operations

Analysis GroupingAnalysis Set Data Subset Analysis Method



CDISC ARS Metadata

Summary of Demographics Summary of TEAE by SOC and PT

Analysis Set Data Subset Analysis Grouping Analysis Method



ARS Model Supported Workflow and Entry Points
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ARS Model Supported Workflow and Entry Points
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etc.

Prospective!SAP / Mock-up 
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SAS / R / PythonAutomation Engine

Design & Specify

ADaMJSON,SAS,R,Y
AML, etc. 
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Programming
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Data 
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Machine-readable!

Machine-readable!

Automation Engine

CSR Publishing
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Metadata-driven TFL Deliverable Workflow



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.

What  is siera?

https://github.com/clymbclinical/siera

* on CRAN and approved by COSA!

https://github.com/clymbclinical/siera


siera Workflow [Design to Execution]
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3. Inspect R scripts 

(no “black box”), 

and execute to 
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ARD-ready scripts

4. Transform ARD’s into TFLs 

- Customize R/SAS programs

- R packages (tfrmt)

- Tool-based solutions

1. Generate Shells 
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siera Workflow [ARS Metadata to ARD]
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ARS Metadata

Auto-generated R scripts

ADaM Dataset

Analysis Results Datasets 



JSON

ARS Metadata [from TFL Designer]: JSON or Excel
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Excel



Calling siera
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library(siera)

# the ARS JSON File:

json_path <- system.file("extdata","Common_Safety_Displays.json",package ="siera") 

# store ARD scripts in this folder:

output_folder <- file.path(Rscripts) 

# this folder contains ADaM datasets to produce ARD:

ADaM_folder <- file.path(ADaM) 

# run the readARS function with these 3 parameters.  

readARS(json_path, output_folder, ADaM_folder)



siera generated ARD-ready R scripts
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Let’s see siera in operation!
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Video Presentation

Video link: https://www.loom.com/share/1fcf670d20224ef2bbc7db722e7de090?sid=713e3dac-7ded-4e3d-bea8-adfd223fec85

https://www.loom.com/share/1fcf670d20224ef2bbc7db722e7de090?sid=713e3dac-7ded-4e3d-bea8-adfd223fec85
https://www.loom.com/share/1fcf670d20224ef2bbc7db722e7de090?sid=713e3dac-7ded-4e3d-bea8-adfd223fec85


Impact

■ Metadata setup 

■ Manual programming

■ Time spent on complex tasks

■ Time spent on repetitive tasks

■ Quality and efficiency

■ Overall Cost

Impact, Learnings and Next Steps
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A B C

Learnings

■ Need of a design tool to generate both ARM and ADM metadata

■ Integrating ARD into the process requires change

■ Avoid “black box” solution 

■ Provide flexibility to the user

Next Steps

■ Integration into workflows 

■ More feedback, more updates
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