
Background Information
The Sponsor previously contracted with another CRO to 
conduct a QWBA study and calculate the radiation dosimetry 
for their drug candidate prior to starting a definitive human 
AME study at Covance. The dosimetry calculations would 
estimate the level of radiation exposure in humans and 
determine whether the dose would be safe to administer to 
volunteers in the study.

Challenges
The Sponsor’s primary challenge was that the final dosimetry 
report supplied by the other CRO indicated the radiation 
exposure level in humans at the target dose planned for the 
definitive study would be nearly 24-fold above the regulatory 
limit. Thus, the Sponsor’s option included redesigning their 
clinical study to a more preliminary assessment at substantial 
additional cost.

Actions
By focusing on delivering world-class expertise and service, the 
Covance Drug Metabolism and Clinical Pharmacology Team:

 Advised the Sponsor that the results reported by the other •	
CRO showed an improbable level of high radiation exposure 
in humans.  
 Determined that the previous dosimetry calculations were not •	
commensurate with the half-life of the compound and the 
lack of radioactivity seen qualitatively in the autoradiographs.
 Generated a “second opinion” dosimetry report for the •	
Sponsor based on the raw QWBA data generated previously. 

Results
Covance recalculated the radiation dosimetry and determined 
the radiation exposure estimate in humans to actually be 
over 400-fold lower than that reported by the other CRO, 
bringing the value well below the regulatory limit for exposure 
in human subjects. The Sponsor was able to proceed with 
their clinical study as originally planned, saving at least 
$250K (nearly 50%) versus the alternative study design 
and eliminating the need for an additional human study to 
determine definitive mass balance. 
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Covance Rescues Clinical Study, Saves Client $250K+ 
and Eliminates Need for Future Human Study 

“Wow - the Covance Team really found something here!” - Client Representative


