
Fact sheet

Transforming trial execution
for faster, better decisions

A proven, data-driven approach for optimal results 

Risk-based monitoring (RBM) has become a cornerstone  
of innovative trial execution. Supported by regulators, this 
approach can deliver greater efficiency while upholding  
data quality and patient safety. 

With Quintiles, a leader in the RBM evolution, you can be confident you’re  
taking the right approach to drive better execution throughout your trial. Our 
expanded RBM solution, Data-driven Trial Execution, leverages enhanced  
data review processes and timely insights from our breakthrough technology, 
Quintiles Infosario® Clinical, to provide holistic, near-real-time views of your 
patient, study, site and program-level data.

The result? You can proactively mitigate risk and allocate monitoring  
resources when and where you need them. This helps you reach  
smarter, faster trial decisions, cut trial timelines and experience as much  
as 25 percent cost reduction over traditional trial execution approaches.

Combining operational excellence with experience
Streamline trial execution across the globe with a data-driven approach
informed by our experience using RBM in more than 95 studies across  
more than 20,000 sites and with more than 250,000 patients.

•	 Comprehensive risk assessment, performed upfront and then reviewed 
regularly to identify and mitigate scientific and operational risk

•	 Dynamic monitoring strategies, tailored to achieve the right balance of  
on-site and remote monitoring for both your entire study and individual sites

•	 Ongoing data surveillance, including review by medically trained staff,  
to help protect study integrity and patient safety through visibility  
into holistic trial data 

To date, this approach has resulted in customers experiencing faster  
query resolution, reduced data entry and source data verification backlog,  
and improved data quality.

See your data at a deeper level
For greater transparency into potential risks and more proactive trial 
management, Infosario Clinical provides access to crucial data insights.  
This robust technology platform integrates multiple data sources – including  
labs, CTMS, resource management, third-party data and EDC – to deliver  
timely alerts and triggers so you can continuously reassess risk and take 
corrective action as needed.

As much as  
25% cost 
reduction  
over traditional  
trial execution 
approaches

>95  
studies  
using risk-based 
monitoring



The right specialists for the right insights
How do you make analysis-ready data available faster than ever? With near-real-time 
knowledge from monitors and advanced analytics for ongoing, actionable insights 
throughout trial execution.

Using dashboards to visualize on-demand subject, site and study data,  
our specialized teams clean data following a strategy that supports your risk  
assessment goals by prioritizing the right subjects at the right time. Our medically 
trained reviewers can efficiently help ensure subject data are medically congruent  
and sound within and across subjects, helping to improve patient safety.

We then perform trend review and data analytics, comparing day-to-day  
safety and operational triggers across sites and countries, so our medical monitors 
and clinical data scientists can help optimize trial performance and support your 
monitoring strategy. To enhance efficiency, our centralized operational team helps 
resolve queries faster and supports project teams globally for improved clinical 
execution and site communications. Your on-site CRAs can then focus on  
strategic issues, such as patient recruitment.

Start off strong to speed execution
Integrating our Right Start solution with Data-driven Trial Execution can help you 
reduce trial delays, leading to faster time to market. When using our optimized 
feasibility, site selection and patient recruitment procedures, you can achieve up  
to 30 percent faster start-up timelines in certain therapeutic areas and as much  
as 45 percent faster investigator contracting timelines.

Chart a new path forward with confidence
Your risk-based monitoring strategy needs to do more than manage risk –  
it must also improve patient safety and quality while reducing costs. Customers  
are seeing these results today. Contact us to learn how Data-driven Trial  
Execution can deliver more for you.
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Contact us
Toll-free: 1 866 267 4479		
Direct: +1 973 850 7571
Website: www.quintiles.com	
Email: clinical@quintiles.com

Centralized Data & Operational Surveillance (CDOS)

Centralized clinical operations

Patient/site
triggers & alerts

Site relationship Site visits

Site monitoring

Data management

Individual subject data

Site support (contact center) Document management Monitoring support

Across subject data

Subject-level review

Across site & trial data
(operational)

Triggers/analytics

Integrating data for improved quality
Our centralized data surveillance and operational model

30% 
faster  
start-up for certain 
therapuetic areas

Up to

50% 
higher 

recruitment rates 
with Partner Sites


