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• Create a framework for standardization of data used in:



Data standards enable FDA to modernize and streamline the 
review process. They also enable more consistent use of analysis 
tools to better view drug and/or device data and highlight 
areas of concern. Study data standards describe a standard 
way to exchange clinical and nonclinical research data 
between computer systems.

FDA on Data Standards



Tools
CAP Cancer protocols
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Tools – Existing Medical Industry Standards

• CDISC – Pharma and Medical Device 
data standards
• A standards developing organization 

(SDO) dealing with medical research data 
linked with healthcare

• Widely used for FDA submission
• HL7 
• Others



Key elements

◦ Identify existing  variables in the CAP cancer protocols

◦ Create controlled terminologies - set of codelists and valid 
values used in the cancer protocols
◦ Create a data dictionary that identifies and defines each variable 

identified

◦ Develop a machine-readable data structure

◦ Create standard computer programs to derive standard data from 
different databases



Pros for patients, clinical, R&D, and 
regulatory

◦Data standards will create very robust interoperability 
and improve clinical, R &D and regulatory data sharing 
ultimately benefitting patients



Deliverable and timeline
◦Deliverables  
◦ Identify existing  CAP cancer variables – 6 
months
◦Create controlled terminologies - - 6 months
◦Create a data dictionary  - 6 months
◦Develop a machine-readable data structure – 3 
months
◦Create standard computer programs -3 months


