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Disclaimer

The views and opinions expressed in this 
presentation are those of the author(s) and do not 
necessarily reflect the official policy or position of 
CDISC.

The author(s) have no real or apparent conflicts of 
interest to report.
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Clinical Operations Challenges
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knect365.com, Clinical Trials Innovation, Report: Biggest Challenges Clinical Trials

Clinical trials have been growing 
increasingly complex for years – under 
pressure to design trials that:
• Give the right answers
• Simple and unobtrusive way for 

patients
• Acceptable to regulators and payers
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Study Protocol Challenges
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Protocol Design Trends
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A Typical Phase III Protocol 2001 -
2005

2011-
2015

Total Number of Endpoints 7 13

Total Number of Eligibility Criteria 31 50

Total Number of Procedures 110 187

Total Number of Procedures per 
visit

10 13

Proportion of Procedures that are 
‘Non Core’

18% 31%

Total number of data points 
collected*

494,236 929,203

Source: K. Getz, Tufts CSDD; *Medidata Solutions
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Protocol Amendments Trends
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Source: K. Getz, Tufts CSDD

Mean number of amendments 
per protocol

Top reason for amendment

Implementation cost per amendment:
• On average 3 month of unplanned time
• 141 K$ in direct cost of Phase II protocols
• 535 K$ in direct cost of Phase III protocols
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Why have we started to look to SSD?
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80% of all benefits derived from Standards occur in the study startup phase 
(Gartner: CDISC standards business case)
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Structured Study Approach
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Our Journey
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SSD Structure
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Standardization
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Downstream process support
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SSD-MDR Integration
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Challenges

14



www.intilaris.com I optimize@intilaris.com I +41 61 633 2212

Learnings
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Outlook

❑Emerging tools to support the SSD concept

❑MDR Integration

❑CDP/TPP view and alignment

❑TransCelerate CPT integration
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Drug Development. Structured.
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