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• Long study setup & build time.

• Lack of quality & consistency.

• Long wait for SDTM. 

• Delays in submission deliverables.

• Delays in trial submission. 

• A lot of time, costs and resources 
needed!



What’s the answer?







Standardizing metadata provides pre-approved content for reuse across future studies.  
This equates to time savings, and better data quality and consistency. Plus, it’s easier for 
stakeholders to find the latest approved content.

Standardization in trials 



Impact of a Clinical MDR on trial set-up effort
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Cost break-even point for complex trials 





• Specifications.
• Design & build for leading EDCs.

• Automated CRF annotations.
• Built in quality & compliance.
• SDTM dataset conversions.

Drive further benefits with automation



EDC integration



• See how CRFs look for leading EDCs as you 
design forms.

• See metadata specifications.
• See visit structures.
• View edit check specs.
• See mapping specs.
• See submission ready annotated CRFs in PDF.
• Get SAS XPT and SAS v9 clinical views.

See how metadata looks before
EDC build





Control the approvals process



Design with compliance built-in

• Define rules for how your 
standards are used in 
studies.

• View the compliance of your 
studies to your standards.





• Define mappings from source data to SDTM.
• Generate SDTM from EDC / source data.
• Link studies to the EDC.

• No double programming.
• See data faster – less lag time.
• Run conversions in real-time from go-live.



Go further by integrating with 3rd party technologies



How standardization was leveraged in
COVID-19 trials



Improve compliance and accelerate clinical trials

Efficiencies

Quality

Consistency

Governance



To find out more visit our website 
formedix.com

Stop by our booth for a demo.


