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The Evolution of Risk-Based Approaches

Risk-Based Data Monitoring (RBDM) emerged in the early 2000s in response to the increasing complexity of 
clinical trials, advancements in technology, and evolving regulations. As RBDM evolved, its focus expanded 
from data monitoring to overall trial quality, leading to the development of Risk-Based Quality Management 
(RBQM), advancing risk management to new heights.

In the fast-paced world of clinical research, effective risk management is essential. Octalsoft integrates 
RBDM and RBQM into its eClinical solutions to boost trial efficiency, maintain data integrity, and enhance 
patient safety.

How Octalsoft Incorporates RBDM & RBQM in Its Solutions
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Focuses on critical data points, patient safety, and higher-risk 
sites/groups, minimizing the need for exhaustive data verification.

Targeted Data Verification

Enables sponsors and CROs to quickly identify trends, outliers, and 
anomalies.

Centralized Data Review

Sends alerts when risk thresholds or indicators (e.g., adverse events, 
protocol deviations, data inconsistencies) are met.

Email Notifications
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Octalsoft’s
CTMS & eTMF

Calculates risk scores based on factors like likelihood, potential 
impact, and disruption to trial milestones or patient safety.

Risk Scoring Model

Monitors KPIs, site performance, data quality, and patient safety, 
flagging potential risks early.

Real Time Risk Dashboard

Streamlines issue reporting and ensures real-time tracking of 
resolutions through a structured approach.

Issue Reporting
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Why choose RBDM and RBQM?Why choose RBDM and RBQM?

Real-Time                            
Data Analytics

Real-time insights into 
data quality and trial 

performance, enabling 
proactive risk 

identification and quick 
decision-making.

Artificial Intelligence and 
Machine Learning

Automates risk detection, 
data validation, and 

anomaly identification, 
reducing human error in 

data management and 
quality control.

Regulatory                
Compliance

 Ensures alignment with global 
standards, such as ICH E6 (R2) 

and ICH E8 (R1), reinforcing 
the importance of risk-based 
strategies in modern clinical 

Cloud-Based            
Platforms

Facilitates real-time 
monitoring and centralized 
access to Critical to Quality 

(CTQ) factors, enhancing 
synergy between RBDM 

and RBQM.

Octalsoft’s Data Analytics Platform:Octalsoft’s Data Analytics Platform:

Seamless Integration: Combines data from various 
clinical trial software solutions, offering a unified view 
of critical trial information

Predictive Analytics: Leverages machine learning 
algorithms for:
• Trend analysis
• Identifying risk hotspots
• Actionable insights for continuous improvement

User-friendly visualizations: Provides intuitive 
dashboards and visual tools for easy data 
interpretation and decision-making.
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