
Precision Delivery Leads 
to Rapid Study Start, Early 
Completion and Quality Data
Emerging Markets in Clinical Trials—
Estonia and Lithuania

A multi-national pharmaceutical company engaged Covance to conduct a global Phase III study for a
lipid-lowering drug combination in high risk cardiovascular patients. The trial involved more than 
1,500 patients across nearly 300 sites in approximately 30 countries, including a dozen sites across 
Estonia and Lithuania. 

Understanding the Challenge

▶ Intense competition for sites and patients due to numerous competing trials

▶ Estimated 75% screen failure rate would negatively impact investigator motivation

▶  Complex, challenging protocol which was different from standard-of-care and imposed extra site and 
patient effort 

▶ New regulatory requirements in Lithuania put trial approval timelines at risk

▶ High enrollment rates increased the need for dependable quality control measures

Leveraging Past Experiences Delivers Superior Results 

To deliver a rapid trial start and timely enrollment with consistent quality, our operational team of 
project managers, country leads and CRAs strategically focused on countries, sites and investigators 
with favorable regulatory and ethics committee approval timelines. We then leveraged our proprietary 
clinical knowledgebase, Xcellerate®, to optimize the overall number of experienced, high enrolling 
sites with access to relevant patients. This sophisticated quantitative forecasting tool also helped 
identify non-performing and low-performing sites, which we recommended closing to mitigate 
wasting further resources. Replacement sites were activated in their wake to maximize patients and 
secure timely performance. 

Proactively acknowledging the potential for a high screen failure rate helped engender strong 
relationships with the sites, assuring them that the high rate was acceptable given the challenging 
protocol design. This positive attitude, along with project team calls in the local language, transformed 
results by encouraging both local and global study team cooperation and peer-to-peer best practice 
sharing. Next, the team enacted site specifi c enrollment plans and supported pre-screening patient 
activities. As a result, the fi rst patient was often screened just two weeks after site initiation. In 
addition, the overall screen failure rate came in at 70%, saving our client both time and resources. 



Leveraging insight from our breadth and depth of experience in global trials—especially one 
targeting a niche population with a non-standard-of-care approach—we provided patients with 
a targeted education and promised that the trial design was aligned with patient care priorities. 
This generated high levels of trust, confi dence and continued participation. Accordingly, patient 
enrollment goals were met more than two months ahead of schedule, with Estonia being one of 
the fi rst countries to open a site and Lithuania delivering one of the highest recruiting sites—10 
times the targeted number of patients. Together, the two Baltic countries more than doubled 
their goals, enrolling nearly 100 patients.

Finally, anticipating increased regulatory attention in Lithuania, we proactively set up a legal 
entity in Lithuania to facilitate timely approval despite changes in the data protection approval 
process. We also instituted regularly scheduled quality control visits and internal audits. Due to 
the high volume of patients enrolled at sites in Estonia and Lithuania, these countries received 
a correspondingly larger number of visits. Additionally, we targeted sites with data backlogs and 
a higher query rate for specifi c attention and support to obtain timely data entry and proactive 
query resolution for consistent quality. In the end, data base lock was achieved on time. 
 
Global trials in a competitive fi eld can be challenging. Partner with Covance and we will expand 
your boundaries and reveal opportunities to help you achieve success. 

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