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Decoding 
bispecific complexity
From characterization to
functional confidence



The Challenge

Need to 
confirm dual-arm 
engagement of a 

T-cell engager 
(TAA + CD3) with 

release-ready 
assays

Unidentified
extra band beneath 
the principal band - 

homodimer or 
heavy-chain 

clipping?

No clear 
assignment of 

impurity identity 
to drive upstream 

process 
correction



Our Approach 
Deployed an analytics-driven characterization strategy

Designed two orthogonal 
cell-based bioassays - one per 

arm of the bispecific, 
TAA-binding assay on tumor cells; 

CD3-binding assay on T-cells

Localized clipping to a specific 
heavy-chain residue

Principal band and extra band 
showed similar activity conforming 

the absence of homo-dimer

Conforming that it’s a 
clipped species

Feedback to process development to 
reduce excess clipping and improve 

purity in the final process

Deployed cutting-edge LC-MS for intact mass and 
subunit-level characterization



The Impact

Reproducible functional assays
Supporting clinical-batch release testing

Dual-arm engagement confirmed
TAA and CD3 binding validated

Process-tunable insight
lower clipping in subsequent batches

Definitive characterization
homodimer ruled out, clipping site assigned

Release-ready analytical package to ensure 
reliable Product Quality and increased Process Efficiency



Unlock complex bispecific
analytical challenges
If you're facing hurdles in characterization, impurity 
assignment, or bioassay development, we'd be happy to 
explore solutions with you.

Discover how Aurigene 
can accelerate your 

development journey

Connect with us 
to discuss your 
program


