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Agenda

• Overview of Traditional Clinical Monitoring Challenges

• Introduction to Risk-Based Monitoring Strategies

• Case Study 1: Threshold Metrics Implementation

• Case Study 2: Operational Synergy in Clinical Trials

• Results and Benefits of New Approaches

• Conclusion and Future Perspectives



Challenges in Traditional Clinical Monitoring

Data Complexity & Resource StrainHidden Risk Signals

Lack of real-time monitoring can allow
data integrity and patient safety issues 

to remain undetected until too late

Modern trial designs
involve complex data
management

challenges.

Large Data Sets Late-Stage Reviews

Large data sets
require robust
management

strategies.

Reviewing all data points becomes 
impractical in large studies, increasing 
the risk of missed critical issues 

before database lock.



The Shift to Risk-Based Monitoring (RBM)

Real-Time Risk Detection

Identifies safety/data issues early using critical 

thresholds.

Proactive Quality Assurance

Enables faster, cleaner database locks and fewer 

surprises.

Focuses on Critical Data & Processes

Identifies what truly impacts safety and outcomes.

Endorsed by Regulators

Supports ICH E6(R3), FDA, and EMA guidelines.



Case Study 1: Threshold Metrics

Problem Statement: 

Traditional monitoring methods faced 
significant challenges in late 

identification of critical data issues, 
which hindered the efficiency and 

effectiveness of studies

Analytical Method: Descriptive 
analysis was used to flag safety 
issues early using critical data 

thresholds in real-time 

Impact: Enables faster, cleaner 
database locks and fewer 

unexpected issues.



Case Study 1: Threshold Metrics

A traffic-light system for 

thresholds of critical 

datapoints to assess 

data quality and safety



Case Study 2: Operational Synergy

Problem Statement: 

With multiple data sources, endpoints, 
decentralized models, and global sites, 

modern trials are increasingly complex. 
This makes it harder to identify and 

manage critical data, increasing the risk 

of oversight.

Analytical Method: Statistical 
algorithms to detect risks, 

minimising the workload and 
optimising on-site monitoring by 

targeting at-risk sites

Impact: Minimizes risks through 
real-time monitoring with 

continuous email alerts. Early 
identification of riskier site.

Enhances trail efficiency with 
increased data quality



Case Study 2: Operational Synergy

A central Analytical tool that bring operational synergy to continuously track and proactively trigger risk 

sites.



Case Study 2: Operational Synergy



Results & Benefits

Proactive Risk Detection: Catches issues before lock through live alerts.

Improved Data Quality: Cleaner, audit-ready data with late-stage fixes.

Faster Trial Close-Out: Accelerates lock timelines by weeks.

Regulatory Readiness: Aligns with FDA, EMA, and ICH expectations.

Resource Efficiency: Focuses effort where it matters most.

Enhanced Patient Safety: Minimizes risks through ongoing monitoring.



Conclusion

In conclusion, the results of risk-based clinical data monitoring and operational 

synergies demonstrate its effectiveness in enhancing trial efficiency, data quality, 

regulatory compliance, and patient safety. This proactive approach is essential for 

modern clinical trials aiming for success in an increasingly complex regulatory 

landscape.



Disclaimer

The information included in this presentation 
represents the opinion of the speaker, and it is no 
way related to Eli Lilly and Company or its affiliates. 
No one can use the presentation contents as a 
base for any claim, demand or cause of action and, 
also no one is responsible for any loss incurred 
based upon
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