




1. Intended Use

SHIKARI ® Neutralizing Antibodies to  Certolizumab ELISA (T-CAP NAb Assay-
Certolizumab) has been especially developed for the neutralizing capability o f  
antibodies to  Certolizumab in serum and plasma samples. SHI KARI ® Neutralizing 
Antibodies to  Certolizumab ELISA is optimized with Cimzia ® . 

2. General Information

Biological therapeutic proteins can induce the production o f  anti-drug antibodies 
(ADA), including neutralizing antibodies (NAb), and consequently result in 
unwanted immune response in recipients. 

NAb can diminish therapeutic efficacy by either preventing the drug from binding to 
its target or inhibiting downstream signaling upon binding due to steric hindrance. 
NAb can also cross-react and neutralize the biological activity o f  an endogenous 
counterpart in some cases, resulting in the impairment o f  an essential normal 
physiological function and life-threatening adverse effects. Therefore, it is essential 
to monitor the potential NAb during biological drug development. NAb monitoring 
provides the key information that could allow interpretation of  safety studies. Non-
neutralizingantibodies(non-NAb)areADAthat bind tositesonthedrug moleculethat 
donotaffecttargetbindingandtherebydonotimpactthedrug'spharmacodynamic 
activity. Non-NAb are often referred to as 'binding antibodies', but that is an incorrect 
termbecausealltypesofADA,areinherentlybindingantibodiessincetheybinddrug 
as neutralizing antibodies. Neutralizing antibodies (NAb) are a subset of  binding 
ADA that bind to the drug and inhibit its pharmacological function by preventing 
target binding. NAbs can inhibit drug activity soon after the drug is administered, 
but non-NAb d o  not inhibit the pharmacodynamic activity of  the drug. 

A neutralizing antibody assay is based on neutralizing antibodies' drug-target 
interaction blocking ability. As the concentration o f  NAb and/or  NAb's binding 
affinity to drug gets higher, drug-target binding interaction gets lower. In Target 
Capture Competitive Ligand Binding NAb assays' design relies on the NAb and 
target's competition to bind to the drug between each other. NAb assays are named 
as direct binding when the presence o f  NAb can be detected by reduction in signal. 

We recommend usage o f  SH I KARI ® T-CAP NAb Assay with Quantitative ADA ELISA 
kits. First use Quantitative SHI KARI ® ADA kit if the sample is positive then refer to  
T-CAP NAb Assay. Although SHI KARI ® T-CAP NAb Assay can be used alone. 

Therapeutic drug monitoring (TDM) is the clinical practice o f  measuring specific 
drugs at designated intervals to maintain a constant concentration in a patient's 
bloodstream, thereby optimizing individual dosage regimens. The indications 
for drug monitoring include efficacy, compliance, drug-drug interactions, toxicity 
avoidance, and therapy cessation monitoring. Additionally, TDM can help to 
identify problems with medication compliance among noncom pliant patient cases. 
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