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TrialClarity® addresses the large, growing market for informatics solutions that help those 
managing outsourced clinical trials to provide oversight of the trial.  

Outsourced clinical trials use a primary Contract Research Organization (CRO), as well as many 
subcontracted vendors, clinical sites, labs, and consultants, to provide the people and resources 
needed to conduct a trial.  While this approach has many benefits, it creates a need for information 
that is not well-addressed by the CRO’s existing data systems.  These data systems have been put in 
place to collect and process the clinical information needed to make an FDA NDA submission and 
the accounting information needed to pay the many resources.  For an outsourced trial, those 
managing the trial have a new requirement to monitor and manage the on-going performance of 
these outsourced resources against the trial’s plans and assumptions. 
 
TrialClarity derives, on a near real-time basis, key risk and performance indicators from the clinical 
and operational data already collected during a trial. TrialClarity monitors these indicators and 
notifies the trial team of trends and alert conditions that may require corrective action.  Data 
visualization and analytics allow those managing a trial to explore the root causes of deviations 
from plans, and an Issues Management feature assists with collaborative efforts of the extended 
trial team members to resolve. 
 
Using TrialClarity, the Sponsor and trial team can address deviations from plan with a positive 
impact on time-to-completion and the cost of getting a new drug to market. TrialClarity can save 
millions of dollars per trial and help to ensure successful completion in closer to the planned 
timeline. 
 
According to a Tufts University study, the cost of bringing new drugs to market can exceed $2B and 
the average cost of a single Phase 3 clinical trial has grown to over $150 million.  Only 25% of Phase 
III trials succeed in receiving FDA approval to market.  Considering the risk and huge capital outlays 
needed to bring a drug to market, the need for effective oversight of outsourced trials has never 
been greater.  
 
TrialClarity builds on patented EdgeNode® software technology that takes Distributed Ledger 
Technology (DLT) to the next level for clinical trials solutions.  The EdgeNode platform overcomes 
the challenges of addressing this solution need. Three key elements of this technology are:   
 

• TrialClarity’s EventChain™ software technology uses DLT/Blockchain-like capabilities to 
create a secure, auditable record of the trial’s progress including without repudiation the 
source of every element of data.   
 

• TrialClarity’s TransactionObjects™ provide a unique way to store all of the information 
related to a specific action or step that is required in a process in a form that allows further 
analysis while maintaining data provenance, integrity, and access security. 
 

• TrialClarity's ActionAssist™ technology utilizes Artificial intelligence (AI) technology to 
facilitate the automation of tasks within a process.  An EdgeNode can act on behalf of a user 
or can autonomously take action to implement a processing step.  This capability can aide 
the clinical trial process in the investigation and implementation of corrective action plans 
by augmenting user-specified rules with AI-based learning. 
 
To learn more:  visit www.TrailClarity.com 


