
A small virtual company based in the US needed to launch a clinical program for a new treatment 
for cold agglutinin disease (CAD), a rare autoimmune hematologic condition. To extend their limited 
resources, the client was seeking comprehensive support on issues ranging from site selection to 
regulatory submissions and requested a feasibility survey and proposal from Covance.

Understanding the Challenge

▶As a rare disease, CAD is found only in about 1 in 300,000 people in the US and is extremely difficult 
to diagnose

▶The client needed to select 30 sites around the world, with a preliminary list of 10 countries in North 

America and Europe

▶ Due to the difficulty of diagnosis and no single definitive laboratory result to help, the condition can 
be confused with other hemolytic anemia conditions

▶ Because the number of patients is so small, ensuring stable laboratory samples will be crucial for 
accurately measuring clinical outcomes

A Comprehensive Search for Elusive Patients

As part of the feasibility survey, Covance needed to estimate numbers of CAD patients across the  
US. Finding patients presented a complex problem: the disease is just one of many types of hemolytic 
anemia, and abnormal levels of cold agglutinins also can be present in other conditions such as 
infectious mononucleosis. Searching by diagnosis codes would not yield enough information, so the 
client sent a list of laboratory tests that are traditionally performed to diagnose CAD.

Covance searched records from January 2011 to May 2016 in the LabCorp database, which contains 
de-identified information on more than 4,000 clinical assays for more than 70 million patients annually. 
That analysis returned about 12,000 patients with hemolytic anemia, 963 of whom had undergone cold 
agglutinin (CA) titer tests. 

Without compromising patient confidentiality, Covance provided the results of the CA titer and 
hemoglobin tests for that group, as well as numbers of patients who had received other relevant tests 
such as bilirubin and reticulocyte counts.

Using these data, LabCorp analysts estimated the numbers of CAD patients in various geographic 
areas across the US. The team also conducted a thorough literature search for investigators around the 
world who had published studies on this rare disease. Covance then began contacting investigators with 
confidential disclosure agreements and sending questionnaires to assess their interest in participating 
and ability to execute the study.

COHESIVE SERVICES TO SUPPORT A 
RARE DISEASE CLINICAL PROGRAM  

A Case Study in Mining LabCorp Data 
to Assess Study Feasibility              



In discussions with the client about Central Laboratory Services (CLS), Covance was 
flexible and responsive to their needs. For instance, the team agreed that some tests such 
as complete blood counts could be done locally, while CLS could perform hemoglobin 
tests. Covance would be able to support the client’s trials with five global labs and a reliable 
record of delivering results: in Q4 of the previous year, 99.1% of samples were received 
within stability, and 99.8% of data was reported on time.

Finally, a cross-functional team of experts demonstrated Covance capabilities throughout 
the development pathway. The regulatory team gave guidance on interacting with 
agencies, filing an investigational new drug (IND) application and navigating Europe’s 
voluntary harmonization procedure. Medical experts provided feedback on protocol 
considerations such as alternative endpoints and test sensitivity. From site start-up to 
adjudication services, Covance offered a cohesive and comprehensive package to meet the 
client’s requirements.           

Value to Client

The early feasibility work Covance performed allowed the client to confirm the prevalence 
of the disease and identify potential sites for their clinical trials. Impressed by Covance 
global operations and logistical capabilities, the company decided to partner with Covance 
for clinical development, regulatory, bioanalytical and central labs services. 

A company executive also expressed his appreciation, writing: “Nothing I have ever seen 
equals what you did for your proposal.” The team’s deep expertise, flexibility, continuity 
and consistent engagement gave the client the confidence to move forward with their rare 
disease program.
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