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Required Fields for Challenge  
(See ClinicalTrials.gov Definitions for More Info) 
 
Titles and Background Info 

• Brief Title 
• Brief Summary 
• Disease Condition 
• Study Type 
• Study Phase 

 
Design Elements 

• Arms (Interventional) or Groups (Observational) 
o Type (e.g. active, placebo, etc.) 

§ Label (e.g. metformin, sugar pill, etc.) 
§ Number of Arms 

• Intervention  
o Type 
o Name 
o Description 

§ Mechanism of Action 
§ Route of administration (e.g. oral, intramuscular, 

subcutaneous, etc.) 
§ Frequency of dose (Once daily, twice daily, etc.) 

• Timeline/Schedule of Events Types (vitals, lab tests, etc.) 
 
Outcome Measures 

• Description and Time Frame, for each: 
o Primary Outcome Measures 
o Secondary Outcome Measures 
o Other Pre-specified Outcome Measures 

 
Status 

• Overall Recruitment Status 
• Timeline of Study (RecruitmentàAnticipated Completion) 

 
Sponsors 

• Sponsor 
• Central Contact 

 
Site Location(s) 

• Facility Name 
• Facility Address 
• Facility Contact 
• Site Recruitment Status 
• Investigator(s) 

 
Eligibility 

• Inclusion Criteria 
• Exclusion Criteria 
• Gender 
• Age Limits 
• Ethnicity (e.g. Caucasian, Asian, Any, etc.) 
• Genetic Mutation type (e.g. CYP2C19 poor metabolizers, etc.) 
• Biomarker(s) (e.g. KRAS mutation, etc.) 

 

 
Patient Considerations 

• Risk/Benefit of study participation 
• Study Logistics 
• Post Study Plans	  

 
 

Our primary focus is representing the science in a patient-centric manner. This challenge is about being creative for patient considerations. 
 


