
ENSURING QUALITY TESTING 
RESULTS WITH ELMS

When choosing a central lab to perform testing for a clinical trial, one of the key considerations is 
the lab’s in-house test menu. With over 600 assays performed in-house, Covance’s central lab is able 
to perform more than 97% of the testing for an average clinical trial in-house. However, in balancing 
availability with efficiency, no single laboratory can have every assay under one roof. When the need for 
referral testing arises, pharmaceutical sponsors trust Covance to manage the process and deliver 
high-quality data packages that will stand up to regulatory scrutiny.

Working with Covance, a sponsor was preparing for a large program of clinical trials. One of their 
assays was esoteric enough that it was not performed in our central laboratory, so the sponsor requested 
that we work with a designated external laboratory of their choice, based on their experience with this lab 
in earlier developmental work.  

Understanding the Challenge

Many external laboratories are not familiar with the extra rigor required for clinical trial test results 
used to support an NDA filing. Therefore, Covance took the time to carefully review the external lab’s 
methodology, assay validation and experience to ensure they could perform the test within the clinical 
trial standards. Our focus was to ensure the integrity of our sponsor’s data set and avoid the risk of poorly 
performed and inadequately documented work.

Delivering a Solution

Using our Expanded Laboratory Management Solutions (ELMS) model and following the guidelines of 
our ISO 15189:2012 accreditation, we worked closely with the sponsor’s designated laboratory. 

One of our first steps was to have an audit performed of the laboratory by an independent party. Audits 
are performed on site using a third-party service with the regulatory expertise and scalable capacity 
needed to service the number of labs ELMS supports. 
  
The sponsor-designated lab failed the audit with “major non-conformance” against the standards 
required for clinical trial work. Although this lab was adequate for the earlier developmental work and 
may have been a competent diagnostic laboratory, it was not a suitable testing site for use in clinical trials 
and would put the sponsor’s ability to meet FDA standards at risk. 

We consulted with the sponsor to help them understand the risks involved with using this lab, and 
presented the sponsor with alternative locations. Ultimately, the client selected a Covance recommended 
laboratory with quality management systems appropriate for clinical trial work. 



The Impact of ELMS

Through the use of ELMS, the sponsor was able to get the testing done at a competitive price and avoided 
incurring the risks of regulatory noncompliance that could have been present with the original lab.
 
With ELMS, the central lab assumes ownership of data quality, as dictated by ISO 15189:2012, and 
becomes the hub for all of the clinical trial testing. This simplifies both the operational model and the data 
reconciliation and verification pathways. ELMS focuses on delivering quality results and greater economies 
of scale, allowing sponsors to trust us as their partner who will perform the lab management, so they can 
spend fewer resources on the management of external labs and devote more time to focusing on moving 
their drug candidate ahead.
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Learn more about how ELMS can help reduce 
your laboratory management costs at 

www.covance.com/ELMS


