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About Me
- Julio C. Ruiz is a Senior Statistical Programmer III at Rho, Inc. 
- Over 12 years of experience using SAS® software in different 

commercial environments. 
- Master in Economics with an emphasis in Econometrics from 

North Carolina State University. 
- Enjoy my role as a programming team lead, but also enjoy 

developing tools using SAS to make my work and the work of 
my team members more efficient.
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Introduction
• Definition of metrics 
– A method of measuring something

• Goal of metrics
– To guide strategic planning and decision-making

• Benefits of study metrics
– Evolve toward successful outcomes
– Promote continuous improvement
– Enable strategic decision making

• Principal objective of study metrics
– Promote the quality of study data
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Introduction

• Conditions to reach objective
– Study specific
– Quickly understood
– Accepted by various stakeholders

• Which metrics to include?
– Stakeholders (e.g., Clin Ops, DM, Safety, Biostats)
– Input from each functional area

• When to implement?
– At study start-up

5



Site Level Metrics
• Macro-level view
• Main benefits
– Easy access
– Monitor progress
– Identify trends and potential problems
– Decision making
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Clinical Operations
• Tasked with ensuring proper study planning, conduct, patient 

safety, and data quality.
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Clinical Operations
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Clinical Operations
• Main benefits to Clinical team:
– Monitor start up activities and enrollment 

progress
– Track progress of Interim Monitoring Visits(IMVs) 

and Close Out Visits and estimate CRA resources
– Monitor patient retention rate and identify any 

potential problems
– Identify root causes for discontinuations
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Data Management
• Tasked with the CRF design, database design, data validation, manual data 

review and reconciliation, medical coding, and database locking.
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Data Management
• Main benefits to DM team:
– Monitor and manage progress of data entry
– Track status of data queries
– Track progress of database lock (DBL) activities 

such as pages verified, signed, locked, etc.
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Safety Monitoring
• Ensure that patient safety and compliance with the requirements of the 

study protocol are always at the forefront by following the established 
standards in order to protect the rights, safety and well-being of 
participants.
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Safety Monitoring

• Main benefits to Safety team:
– Monitor variability across sites
– Look at the types of adverse events (AEs) reported
– Identify any bias in the types of AEs sites are 

reporting (not reporting)
– By identifying inconsistencies early in the study, 

corrective actions can be taken to address the 
problem.
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Biostatistics and Programming

• Metrics of interest
– Randomized
– Completed
– Discontinued
– Reason for Discontinuation
– Time to Discontinuation

• Metrics for datasets and displays
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Subject Level Metrics
• Provides a micro-level view of the study data and can used alongside site-

level metrics.
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Subject Level Metrics
• Benefits:
– Easily identify subject records
– Subject Identification
– Track subject Status
– Can help the DM focus on a particular subject 

when working on DBL.
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Data Sources

• Availability data is important
• Main data source
– Electronic Data Capture (EDC) system

• Other data sources
– Internal tool for CRA visits
• Clinical Trial Management System (CTMS)

– Clinical Data Management System 
• Business Object Report

– Safety database
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Conclusion

• Beneficial to all functional areas
– Successful outcomes
– Continuous improvement
– Decision making
– Identify potential problems

• Presentation platform
– Decided by study team
• Dashboard
• Excel Report
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Questions?
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