
HELPING A SMALL BIOTECH FIND THE  
MOST COST-EFFECTIVE SOLUTION TO 
LOGISTICAL CHALLENGES 

A Central Laboratory Services Case Study  

A small European biotech company had a drug candidate targeting dementia and needed a partner who 
could run a unique biomarker assay in clinical trial testing. The client originally assumed that Covance 
was too large and focused solely on large pharmaceutical manufacturers. However, after spending time 
discussing the challenges and potential solutions with the Covance client lead, the client ultimately selected 
Covance as their partner. 

Understanding the Challenge

▶	 Covance	Translational	and	Biomarker	Solutions	lab	based	in	Greenfield,	Indiana,	U.S.	(Greenfield)	was	 
the only commercial lab with experience running the required assay.      

▶	 The	client	did	not	have	an	export	license	to	ship	samples	from	its	site	in	the	European	Union	(EU)	to	the	U.S.

▶ The client was seeking a solution that would quickly overcome regulatory and logistical challenges to prevent  
delay to their study.

Exploring Creative Solutions

Initially,	the	client	was	interested	in	pursuing	a	transfer	of	the	assay	capability	to	a	Covance	European	lab	facility.	
Pulling from deep experience partnering with international clients, Covance proposed a handful of alternatives, 
discussing pros and cons of each with the client. 

Idea        Discussion Points

Apply	for	an	export	license	to	ship	samples	from	the	EU	
site	to	Greenfield

 

The client was initially very skeptical of this strategy as 
they had already spent several months attempting this 
with	no	success.	In	addition,	the	client	was	concerned	the	
time required for submission and approval would put their 
study at risk. 

Transfer	the	biomarker	assay	capability	from	Greenfield	
to Covance’s European laboratory in Switzerland

 
 

The Covance laboratory in Geneva, Switzerland, would 
be very close to the client’s site but it was still outside 
of	EU	jurisdiction	and,	therefore	would	still	require	an	
export	license.		In	addition	to	the	lengthy	amount	of	time	
it would take to perform this transfer, the cost to build 
out	the	capability	to	outfit	the	assay	in	a	new	facility	was	
prohibitive for this small biotech client.

Send the samples to the Covance laboratory in  
Harrogate,	United	Kingdom

By	exporting	the	samples	to	a	laboratory	within	the	EU,	
the	samples	could	then	be	sent	directly	to	Greenfield	and	
comply	with	EU	regulations.	However,	this	option	would	
add additional transportation costs to the study budget.   



Impact to the Client 

Because there were potential risks in all three strategies, Covance helped the client determine the most  
cost-effective	and	expedient	solution.		

Bringing together internal experts who had previous experience with regulatory applications, Covance 
was	able	obtain	an	expedited	export	license	on	the	client’s	behalf	in	five	days	versus	a	typical	timeline	
of	roughly	one	month.	In	addition,	by	not	having	to	transfer	the	assay	capability	to	the	European	lab,	as	
originally	proposed	by	the	client,	Covance	was	able	to	save	the	client	upwards	of	$300,000	for	outfitting	
the	lab.	Ultimately,	the	client	avoided	time	delays	and	unnecessary	expense	and	was	able	to	progress	
more	efficiently	toward	reaching	their	study	milestones.

By demonstrating a broad understanding of international export capabilities and willingness to partner 
closely	with	the	client	on	cost-effective	and	efficient	strategies	that	addressed	their	unique	challenges,	
Covance was able to earn additional opportunities with the client.

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