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Introduction 

ÅA secure, web-based application to help Institutions create better 

quality investigator-initiated protocols faster and easier 

 

ÅDesigned to meet Federal/Industry Regulatory Standards 
Å 18 various Protocol Types ï Observation and Interventional; NIH IND/IDE 

Å Expert Guidance icon ï Detailed explanation of the requirements for each field 

Å Smart Forms with Branching Logic ï Predictive and reduces the need for double-entry of text 

Å Resource Center ï Provides commonly used Research forms and allows addition of supporting 

documentation  

Å Reference Builder - Import references from a variety of reference software solutions (ris and nbib 

files) 

 

ÅAllows for development and review of protocol document by multiple 

individuals (Investigators, Coordinators, Administration, etc.)  
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Protocol Builder ð Feasibility Analysis  

ÅA systematic analysis of 8 CNHS IRB-reviewed protocols written by 

our most experienced investigators revealed: 
1. Disorganization and inconsistency among those written by different researchers 

2. Essential sections missing (e.g. Protocol version/date; Adverse Events definition and reporting; IRB 

Review process; Removal of subjects/Study discontinuation; Study monitoring; Appendix/References, 

etc.)  

a. Especially prevalent in Observational/Behavioral studies/ those not reviewed directly by NIH 
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Protocol Builder ð Analysis Feedback 

ÅProduct and Feasibility Analysis Presentation Feedback 
 

Å Presented to senior representatives of the CTSI-CN, CRI, IRB, SRC, and QA 

 

Å Overwhelmingly positive reaction regarding need and functionality 

 

Å IRB/SRC/QA  

Å Protocol consistency would allow for more efficient study review  

Å Quicker turnaround 

Å Reduce deviations found in future FDA/IRB/Sponsor audits 

Å Fewer IRB contingencies  

 

Å Investigators 

Å Guided experience reduces errors significantly  

Å Better communication among study team due to constant accessibility 

Å Can ensure accuracy of template in relation to institutional and federal 
standards  
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Protocol Builder ð Access 
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Protocol Builder ð Access 
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Protocol Builder ð Getting Started 
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Protocol Builder ð Getting Started 
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Protocol Builder ð Features  

Dashboard ð Provides Snapshot of Protocol 
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Protocol Builder ð Features  

Content Menu and Step-by-Step Progress 
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Protocol Builder ð Features  

Embedded Editing Tools 
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Protocol Builder ð Features  

Expert Guidance      Automatically Built References 
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Protocol Builder ð Features  

Final Checklist to Ensure Everything is Complete 
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Protocol Builder ð Features  

Contact List 

 

 

 

 

 

 

User Roles 
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Protocol Builder ð Features  

Organized, Professional Output - .pdf or .word 
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