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Disclaimer
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The views and opinions presented herein are solely those of 
the presenter and not necessarily those of eClinical Solutions.

References to any specific commercial product do not 
constitute endorsement by the presenter or eClinical Solutions.
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Agenda

• Background: Specification Documents 

• Excel as the Tool of “Choice”

• Alternative Approach

• Benefits

• Discussion

• Summary and Questions
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Background:
Specification 
Documents



Specifications in Context
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Mapping 
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Code

Definition 
Specification
(Define.XML)

Documentation of 
what we are going to do. Does what we are doing. Documentation of 

what we did.



Creating Specifications
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Confirm compliance 
with standards, 
readiness for 
Define.XML

Use

Guidance for 
programming, 

input for Define.XML

Edit / Review

Author

Reviewers
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Excel:
Tool of “Choice”



Good Old Excel
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The most dangerous phrase 
in the language is 

‘we’ve always done it this way.’

- Grace Hopper



Benefits of Excel
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• Ease of Use
• Familiar product
• Basic operations are simple and intuitive

• Features for editing and formatting
• Copy and paste, auto fill
• Formulas

• Extensible with macros and VBA



• Version control

Limitations to Address
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Limitations to Address
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• Version control

• Collaboration



Limitations to Address
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• Version control

• Collaboration

• Related data

WHODRUG



Limitations to Address
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• Version control

• Collaboration

• Related data

• Duplicated effort



Limitations to Address
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• Version control

• Collaboration

• Related data

• Duplicated effort

X?
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Alternative 
Approach



Storage: Relational Database
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Domains
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Storage: Related Tables



Domains

18
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Design Considerations
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• Versioning of Objects

• Standard Agnostic

• Logging and Audit Trail

• Security



Front End: Web Application
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View All Specifications
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View All Specifications



Version History
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Selecting Domains
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Selecting Domains
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Variable List
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Variable List

Controlled Entry
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Variable List

Dynamic Links to Codelists
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Variable List

Dynamic Links to Codelists
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Details Panels
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Details Panels: Domain
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Details Panels: Codelist
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Comments and Issues
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Benefits



Benefits of Web Application
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Single Study

• Accelerated development

• Real-time data validation

• Collaboration

• Traceability and transparency



Benefits of This Approach
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Across Studies

• Efficiency

• Searchability

• Consistency
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Discussion



Future Development
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• Increased automation

• Integration with programming environment

• Enhanced validation, Pinnacle 21 integration



Discussion
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• Worth the investment?

• Learning new tools

• Acceleration of trials



Questions?

Nathan Johnson
njohnson@eclinicalsol.com



eclinicalsol.com
877.355.8668 (877-ELLUMN8)
info@eclinicalsol.com

Thank you

@eClinical_Sol  
www.linkedin.com/company/eclinical-solutions/

Nathan Johnson
njohnson@eclinicalsol.com


