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Clinical Trial Specifications Today

• Spreadsheets
• Manually created and 

managed
• Hard to read, interpret
• Human effort intensive
• Cannot enable process 

automation



The Digitization Opportunity

What do we refer to as digitization?
• Specifications managed in a knowledge graph
• Easily rendered for human interpretation
• Platform for automation
• CDISC 360 Foundation



The Power of Digitization - 5 ways
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1.Enhanced Discovery

Digitization enables contextual search which is very powerful 
way to track and find assets

● Remove “tribal knowledge” 
dependency

● Search across studies - Bust the 
folder siloes

● Search within specs

● Easily identify relevant assets 
without reading cumbersome 
documents



2. Improved Usability

Digitizing specifications with an intuitive interface enables 
easy management for improved usability

● Eliminate data duplication and 
typical spreadsheet-inherent errors

● Huge improvement over hunting 
across spreadsheet tabs to interpret

● Rationalize - single common 
definition of a variable in one place

● Linkages make it easy to see the 
impact of changes to a variable



3. Seamless Traceability

Digitization enables clear linkages between variables, 
analysis definitions, code and outputs in a Network View

● Understanding the big picture of the 
analysis - which data led to what 
outcome and which variables were 
involved - ALL IN ONE PLACE - for:

● New programmers re-using prior 
work

● Primary / QC programmers trying 
to validate analysis

● Biostatisticians verifying the 
analysis or replicating it



4. Lineage and Dependencies

Digitization simplifies versioning of 
specifications by providing clear lineage 
and history

● Audit trails easy to manage and access, since 
all changes and versions are tracked in the 
system in digitized form

● With the knowledge graph visualization, 
interpreting of complex lineage and related 
dependencies becomes very intuitive



5. Platform for Automation

Digitized specs is foundational for future machine automation 
of coding and spec generation

● Standardization of datasets and specifications enables us to 
leverage modern technologies to auto-generate code which 
implements the specification

● Significant productivity boost from being able to auto generate the 
base version of the code quickly; the programmer can be much 
more productive 

● Safety analyses in particular are much more standardized and 
can be auto-driven using the metadata available in specs

Digitized 
Specification

Program Code
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