
Running BetteR tRials taking an intelligent MonitoRing appRoach 
planning to implement RBM but stuck on reducing sDV and monitoring visits?
take an intelligent Monitoring approach – reduce risk and raise quality in your trial.
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When it comes to implementing a risk-based monitoring program, it is not 
just about reducing monitoring visits and doing less Source Document  
Verification (SDV). It’s about bringing together your people, a solid process, 
and the right technology to run a better trial. 

Success with risk-based monitoring requires the ability to make sense of 
the thousands, if not millions, of data points captured by multiple disparate 
sources in a clinical trial. With the sheer volume of data generated on a daily 
basis comes complexity. How does one make sense of it all?   Information 
overload burdens even the most experienced study teams who struggle to  
understand which data matters most and what it means. 

Fortunately today, translating all of this trial data into actionable results is 
made possible with the aid of newly available technology. Best-in-industry 
technology employs an Intelligent Monitoring approach which, for the first 
time, allows study teams to get clarity about their data and realize the  
potential to inform decisions about trial management. Carefully designed 
technology supports successful RBM program implementation by  
centering on risk management. Risk management begins with the conduct 
of a risk assessment early in the protocol planning design phase and is an 
important aspect of Quality by Design principles long-practiced in our and 
other industries, now the foundation of RBM.  

Forward-thinking sponsors and CROs seeking RBM enabling tools will benefit 
most by employing ones aligned with this quality framework aimed at risk 
reduction, as opposed to alternatives limited to the amount of data to 
review, number of monitoring visits to make, and similar matters. The most 
in-demand technology supports risk evaluation thus taking into account all 
of the critical aspects of a clinical trial. Such tools help a sponsor to  
demonstrate that a sound plan is in place to take corrective action when 
and where the need arises during their clinical trial, which is what regulatory 
authorities expect to see.    

Translating Intelligence into Quality  
While extracting meaningful and actionable insight from multiple data 
sources may sound like a tall order, it is indeed achievable thanks to recent 
innovation and collaboration among software developers experienced in 
clinical trials and site monitoring following RBM methodology. Such a solution 
will allow clinical trial data to be fully leveraged within a robust RBM strategy 
with the added benefit of monitoring intelligently – including the most  
effective use of time and resources. 

The comprehensive Intelligent Monitoring approach employs the RBM  
recommendations of regulatory authorities, enabling sponsors to utilize  
data in unprecedented ways.  Technology with actionable analytics gives  
new meaning to available data, bringing understanding to site performance 
and allowing sponsors to make informed decisions about the way their trials 
are managed.  

Intelligent Monitoring works by leveraging trial data already available  
to sponsors and uses it to keep them informed of critical trial aspects  
including compliance and safety issues. This data is also used to provide 
study teams with early insights into site performance trends and to guide 
them in effective resource allocation.



Key Components of Intelligent Monitoring
The following components form a strong foundation for any successful RBM 
program and are essential to employing the Intelligent Monitoring approach: 

Risk assessment: Fundamental to risk-based monitoring is understanding 
and managing the inherent risks of a trial. The first step in this process is 
identifying risk factors during protocol development and continuing through 
the monitoring plan design. Early understanding of risk allows risk mitigation  
as early as protocol design and site selection. This insight can inform  
sponsors of the sites best suited to participate in a trial and enable them to 
be proactive in designing monitoring plans to address the unique risks and 
needs of individual sites. 

Data integration: Today a single trial uses an average of three to four  
different databases to capture information, making it challenging for  
sponsors to manage and roll it up to actionable insights. Relying on a single 
source of data, such as EDC data, falls short in the ability to effectively  
manage risk and monitor performance. Understanding trial performance 
requires compiling information from multiple sources in a meaningful way  
to get a complete picture of each site and the overall study. 

Relevant Data: Evidence shows that traditional methods of monitoring 
based solely on the review of quantitative clinical data is ineffective. To truly 
understand the performance of a trial, sponsors must focus on data critical 
to each unique trial, including performance from both a quantitative and 
qualitative perspective.  Qualitative data, such as monitor and site feedback, 
can inform sponsors of issues (fraud, personnel issues, etc.) at the site that 
otherwise may go undetected. 

Meaningful performance: Intelligent Monitoring analyzes data across  
multiple time points, allowing sponsors to identify critical issues needing 
urgent attention and to see early performance trends, as well as spot  
long-term performance patterns.  Daily short-term reporting informs  
sponsors of issues at their sites sooner than typical monitoring visits.  

Mid-term reporting allows sponsors 
to identify early performance trends 
and guide monitoring activities to  
the most important areas. Finally, 
evaluating performance over the 
long-term provides valuable  
insight into overall performance  
that informs monitoring frequency 
and scope for each site.  

action oriented: In addition to 
monitoring data most relevant to  
a trial, sponsors must respond to  
site and trial issues promptly and  
consistently. Integral to Intelligent 
Monitoring is a clear plan for  
responding to compliance and  
safety issues across sites consistently,  
allowing the sponsor to maintain control of the trial at all times. 

adaptive Monitoring: Intelligent Monitoring ensures the most effective 
and efficient use of resources by monitoring relevant data and identifying 
monitoring needs based on actual performance of trial sites. Monitoring 
frequency and scope based on a site’s actual performance ensures sponsors 
are monitoring when and where it is needed most, thus using resources  
efficiently and effectively. 

implementation support: To be successful, a risk-based monitoring plan 
must include the people, process and technology all working together 
toward the same goal. A robust implementation process will ensure study 
teams have the knowledge and processes in addition to the technology to 
mitigate risk and improve compliance, subject safety, and data quality.
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Integration of Disparate  
Data Sources



Capitalizing on Risk-Based Monitoring
Risk-based monitoring can help sponsors improve data quality, compliance and subject safety 
in clinical trials. This methodology in conjunction with Intelligent Monitoring employing 
robust technology provides sponsors visibility into trial performance and increased control 
over their trials. Beyond enabling RBM implementation, Intelligent Monitoring aims to reduce 
risk in clinical trials as well as inform trial management decisions and improve overall quality 
in every study. The technology-enabled Intelligent Monitoring approach to RBM is rapidly  
taking hold as powerful analytical tools are backed by a solid process and people for success.

A Look at the Compass Solution 
Compass enables an Intelligent Approach to risk-based monitoring by making full use of 
quantitative and qualitative data already available at sponsors’ fingertips. Compass provides 
actionable analytics that transform monitoring, making it as effective and efficient as possible 
and bringing compliance and consistency across all trial sites. 

Compass was designed by a team of  
clinical trial and technology experts with 
deep experience in monitoring, trial 
management and software design. It is 
designed to be a complete Intelligent 
Monitoring solution, one that combines 
technology with a comprehensive  
risk-based monitoring process that aligns 
with regulatory recommendations.  
Compass technology uses an Intelligent 
Monitoring method to identify unique trial  
characteristics and select relevant data 
from multiple sources.  By analyzing 

performance across individual sites and the entire trial, Compass guides sponsor actions to 
improve site performance and monitoring effectiveness, ensuring sponsors are in control of 
their trial.
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About BioClinica, Inc.  
BioClinica accelerates the development of new 
medical therapies by delivering expertise and 
technologies that enhance clinical research, 
worldwide. Our industry-leading medical imaging 
services, cardiac safety, and enterprise eClinical 
platform bring a new level of quality and  
efficiency to every phase of clinical development. 
Our experience spans three decades and includes 
thousands of studies in all therapeutic areas, 
from design and management, through  
submission and post-approval. BioClinica serves 
more than 400 pharmaceutical, biotechnology, 
and device companies – including all the top 
20 – through a network of offices in the U.S., 
Europe, and Asia. 


