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§  Define-XML v2.0  
§  Release March 2013 by CDISC 

§  Extension: Analysis Results Metadata 
§  Release January 2015 by CDISC 

§  v2.0 preferred version by FDA 
§  Announced March 2016 

Define-XML v2.0 2 
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§  Structure Metadata 
§  SDTM, ADaM 

§  Controlled Terminology 
§  NCI, MedDRA, WHODrug, etc 

§  Value Level Metadata 
§  Computational Algorithms 
§  Analysis Metadata Tables 
§  Supplementing Documents 

§  aCRF, Reviewers Guide, Comments, Tables 

All components can be stored in entimICE 
Repository! 

define.xml – Components 3 



19-Jun-2014 © Entimo AG | Stralauer Platz 33-34 | 10243 Berlin | www.entimo.com    - confidential - 4 
Entimo AG | Stralauer Platz 33-34 | 10243 Berlin | www.entimo.com  Confidential 2016-10-11 

entimICE®

DARE

Metadata 
Environment

(MDR)

Data 
Repository

(CDR)

Computing 
Environment

(SCE)

Mapping 
Generator

Define 
Generator

SDTM|ADaM

Electronic 
Test

Cases

Indexing 
Server

Study 
Builder

eCTD 
Generator

Reconciliation 
Checker

SDTM|ADaM
Checker

ODM Checker

entimICE | Integrated Clinical Environment 4 
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§  Model agnostic 
§  CDISC models (CDASH, SDTM, ADaM), sponsor models, 

future models, structured and unstructured metadata 
§  Configurable 

§  Content hierarchies, semantics, workflows, lifecycles, 
access rights, use of actions/functions 

§  Governance tools and workflows 
§  Change Request, comparisons, impact analysis, linking, 

notifications, attachments, reporting 
§  Lifecycle management, versioning, auditing 

§  Applicable for every content 
§  Permission management 

§  Role /group based, status depending 
§  Automation 

§  Job streams, scripting, triggering 
§  Open connectivity 

§  Web services, DB access, 
staging, (s)FTP 

entimICE – Core Principles 5 
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§  Various information and file formats 
§  In different parts and directories of the 

repository 

How to put together the pieces? 6 
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§  The answer: Generic Linking Mechanism 
§  All objects stored in the entimICE repository 

can be linked 
§  Graphic or tabular representation possible 

entimICE Linking Mechanism 7 
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§  No Datasets or Transport Files required 
§  SDTM, ADaM structure metadata are the origin 

§  Creation of an “empty” define.xml is possible 
§  Communication Tool for internal or external collaboration 

§  Expected Transport Files as planned objects 

Define Generation from Metadata 8 
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Steps to Define.xml 

1.  Create SDTM and ADaM domain metadata 
for study needs 

2.  (Check data vs domain metadata) 
3.  Create topics/VLM, algorithms and 

terminology 
4.  Link all required elements  
5.  Extract pages from aCRF 
6.  Create Define.xml 

9 
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define.xml: Attribute Level Metadata 

§  Attribute Level=Structure metadata 

10 
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Computational Algorithms 11 

§  Ways to include algorithms: 
§  Comments in SDTM metadata 
§  Dataset(s) with algorithms linked to and 

referenced in SDTM metadata (as plain ID or 
method() syntax) 
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Define.xml Generation (1) 

1.  Select required domains 
2.  Select action “CDISCDefine/Generate 

ADaM” 
3.  Configuration dialog appears 

12 
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Define.xml Generation (2) 

1.  XML and Cascading Style Sheet and Blank CRF 
are set based on pre-defined links  
(values can be changed at run time) 

2.  Set output path for define 
3.  Select Generate corresponding report to create 

define.pdf 

13 
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Define.xml 2.0 with ADaM tables 14 
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15 Thank you for your attention! 

Questions and 
Answers 


