
TRANSFORMING RISKS INTO 
RETURNS: XCELLERATE® 
MONITORING CASE STUDY

A large multi-national drug company engaged Covance to conduct the monitoring for sites in the  
US and Canada for a large Phase III endpoint study. Roughly 27,000 patients were enrolled in the  
study, of which about 8,000 were in the US and Canada.  

Understanding the Challenge

▶ Optimizing shared site management and monitoring responsibilities with multiple vendors 
▶	Maintaining	high-quality	site	performance	and	first-rate,	consistent	data

Xcellerate® Monitoring Delivers Solutions

Looking to create a seamless collaboration among seven organizations, including an academic research organization 
(ARO), that were all involved in the operational delivery of the mega-trial, our operations team designed modeling tools 
to help streamline monitoring projections and to forecast recruitment, eCRF page generation and monitoring days per 
site. This helped the team anticipate and adapt to monitoring needs and to provide solutions to help set our client up 
for success. For instance, monitors were trained to prepare and request early visits, additional days or co-monitors to 
stay current with the tasks required at each visit. Furthermore, monitors, working together with our client and 
operations team, were able to determine visit intervals based on enrollment numbers, site query rates and quality issues.

Aligning with our current Xcellerate® monitoring methodology, the team assigned a central monitor to review all 
investigator	files,	queries	and	missing	pages	to	proactively	identify	trends,	including	delays	in	query	resolution	and	
review,	data	entry	and	source	document	verification,	which	dictated	appropriate	follow-up	and	timely	cleaning	of	
data. In addition, the team implemented a systematic escalation process for all quality items to enable clear visibility 
to issues and appropriate resolution. This procedure also facilitated oversight and support for monitors in need of 
training or assistance. To maintain quality and consistency, our clinical operations, project management and modeling 
teams collaborated to improve status and backlog reporting tools. External data sources, internal trackers, EDC and 
CTMS were all integrated, enabling clear and useful outputs to make capacity decisions and strategically plan the use 
of resources. As a result, these reports helped manage and provide insight into project workload. 

In	all,	this	study	exemplified	a	highly	successful	collaboration	driven	by	the	ability	to	adapt	and	be	flexible	to	all	
stakeholder needs. Proactively focusing on select high priority quality areas and targeting them for corrective action 
resulted in successful audits and inspections. Clear processes were developed to deliver data and, driven by the 
adaptive monitoring paradigm, resulted in a very low backlog, with all data entered in a timely manner. Finally 
delivering our relentless Clinical Trial Optimization®	efforts	contributed	to	an	on-time	database	lock	that	allowed	our	
client to prepare an on-time NDA submission. 

Mega-trials often involve multiple vendors and organizations. Be sure your team puts collaboration and seamless 
integration at the top of their priority list to help ensure precision delivery and timely results.

Learn more about our drug development solutions at www.covance.com
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