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Agenda

§ Project background (5 minutes).
§ Clinical Metadata apps overview (17 minutes).
§ Questions.
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Background

§ CDISC formed in 1997.
§ Now mandatory for submissions.
§ Intended to deliver a 50% reduction in analysis and reporting time.

§ Efficiencies not realised due to legacy systems and workflows.
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Making metadata work for you

Two key ways in which the efficiency savings when implementing CDISC can be 
achieved are:

§ Standardisation.
§ Using metadata to drive your processes.

Obstacles?

§ Creating new tools involves an upfront investment of time and resources.

§ Transforming our processes can be difficult.
§ We may not be able to rely on our existing technology platform.
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Clinical Metadata apps
Clinical Metadata apps are free to use tools designed to help users leverage the power 
of their metadata.
Our initial three apps are designed to integrate seamlessly into the clinical trial 
reporting process and help users get more from their Define.xmls.

App #1 - Dataset shells
Generates SAS code that can be used to align dataset metadata with Define.xml 
specified metadata.

App #2 – Codelist check
Generates a report showing the Define.xml codelist metadata alongside the CDISC 
defined terminology.
App #3 – Define compare
Generates an interactive report highlighting the differences and similarities between 
two Define.xmls.
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Clinical Metadata apps
Licence:

§ Free to use.

Technology:
§ Software as a Service.
§ Hosted in the cloud.

User interface:
§ Quick to learn and intuitive to use

6 of 17

Backend

• Amazon web 
services

• MySQL Database

Front end

• User input
• File upload

• Metadata 
comparison 
tools

• SAS code

Business logic

• Python

</SAS>

Architecture



Dataset Shells

Use case
§ Aligning dataset metadata with metadata specified within a Define.xml is a key 

part of CDISC compliance.

Process
§ User uploads a Define.xml.
§ System generates the SAS code that can be used to assign the Define.xml 

metadata to a dataset.
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Dataset Shells
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Generates the SAS code that aligns dataset metadata with Define.xml 
specified metadata.



Codelist check

Use case
§ There are almost 30,000 standard codelist values defined for use across CDASH, 

SDTM and ADaM. 
§ Ensuring each codelist has been used as expected can be difficult.

Process
§ User uploads a Define.xml.
§ System generates a report showing the CDISC definitions, where available, for 

each selected coded term.
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Demonstration



Codelist check – codelist level example
Summary information

Codelists metadata for codelists present in 
the CDISC terminology. Note the additional 
fields merged on from CDISC terminology.

Codelist metadata for codelists not present 
in CDISC terminology.
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Codelist check – codelist item example

Codelist item metadata read from the 
Define.xml.

Additional codelist item metadata merged 
on from CDISC terminology.

App #2 – Codelist check
Generates a report showing the CDISC defined metadata associated with each codelist value.
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Define Compare

Use case
§ A first step when pooling data is to understand how metadata differ across 

studies. 
§ Prior to starting programming for a new study, it can be useful to understand 

how the proposed metadata differ from the metadata on previous studies.

Process
§ User uploads two Define.xml files.
§ System generates a report showing the differences and similarities between 

the two files.
§ Graphs and interactive filtering allow the user to understand the differences 

between the files.
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Define compare example
Global metadata

Graphs showing percentage of dataset 
level metadata that matches across 
Define.xmls
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Define compare example

§ Table showing differences across Define.xmls. Differences are highlighted in 
red.
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Summary

§ Clinical Metadata apps are a suite of free apps designed to help users leverage 
the power of their metadata.

§ First three apps focus on helping users get more from their Define.xmls.
§ Dataset Shells
§ Codelist Check
§ Define Compare

§ Apps are Software as a Service and hosted within the AWS cloud.

§ More apps will be released over the coming months.
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Questions?
www.clinicalmetadata.com


