
Analytics

Patient Burden Score

Country Allocation

Procedures

Milestones

Enrollment Timeline 

Regulatory Risk 
Score

Site Selection

Optimization Scores

Enrollment Forecasting

Screen Failure rate

Discontinuation Rate

Resourcing & Cost Predictions

Site Payments

CT Materials

Country & Site 
Selection

Non-enrolling Sites

Internal Resource 
Requirements

Timeline Forecasting

Site Activation Dates

Site Burden Score

Automate exchange and aggregation of study site characteristics. Analyze data as part of site selection.

Protocol Store 
(USDM)

Sponsor CTMS

Investigator Grant 

DB

Study Designer

Amendment Risk 
Score

Patient Retention 
Score

Forecast ranges for key study timeline milestones based upon the performance of similar previous 
studies

Calculate scores that characterize the anticipated technical success - -  i.e., operational and regulatory success - -  of 

the study based upon its design characteristics. The Study Designer modif ies the study design until they reach the 

desired tradeoff between technical success optimization, speed, and resource use within the confines of the intended 

clinical outcome of the experimental concept.

Forecast patient enrollment rates based upon past studies that share similar design characteristics

Predict the resource utilization needs of the study based upon past studies that share similar design 

characteristics

STUDY-EXPERIMENTAL CONCEPT: ANALYTICS

Trigger

A Study Designer initiates a design for a new clinical trial.

Primary Scenario

The Study Designer inputs an initial Therapeutic Area (TA) and basic study design 

parameters - -  i.e. inclusion/exclusion criteria, endpoints, objectives, & schedule of 

activities. The System queries the Protocol Store for previous studies matching the 

given inputs and intiates a series of analytics. The Study Designer iterates on the 

initial inputs and analytic parameters, making tradeoff decisions across the entire set 

of analytical scores until the f inal set of analytics parameters are generated. 

Note that several of the analytics require operational information from previous 
studies (e.g. budgets, site performance, milestones) in addition to the Protocol Store 

information.
 

Result
The Study Designer uses the analytics parameters in subsequent design phases. See 

STUDY-EXPERIMENTAL CONCEPT: STUDY DESIGN. 

Class STUDY-EXPERIMENTAL CONCEPT: ANALYTICS

Note: this Class consists of f ive interelated Systems of Interest that use existing information 

to extrapolate performance characteristics for a new study design

Systems of  Interest:

Optimization Scores

Enrollment Forecasting

Resourcing and Cost Predictions

Country and Site Selection

Timeline Forecasting
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