@ How Therapeutic Monoclonal Antibodies are Affecting Clinical laboratories.

e Pancreactivity in RBC antibody
. screens in transfusion medicine
Interference in * 19G kappa on SPE and IFE

lab tests e Potential heterophile antibodies

e Defined by the presence of autoantibodies
against the t-mAb

e Associated with the faster clearance, poorer

efficacy and loss of response to therapy

. Therapeutic Differentiation from
Immunogenicity monoclonal antibody endogenous disease

(t-mAb) causing clone

e Determining if an incidental finding is
a monoclonal gammopathy or a mAb
may be done using mass spectrometry
or mobility-shift immunoassays with
anti-drug-antibodies

e Helps optimize therapeutic regimes .
o Associated with better outcomes Therapeutic drug

e Quantitation of the mAb may be done using monitoring (TDM)
mass spectrometry or immunoassays

Clinical laboratories have started to see therapeutic mAbs in patient sera. This may impact a broad array of activities: t-mAbs may be found as
interferences or an incidental finding of iatrogenic monoclonal gammopathy. As targets, the applications of therapeutic drug monitoring for mAbs
are growing as is monitoring immune response to therapy and the appearance of anti-drug-antibodies. Notes: RBC, red blood cells; SPE, serum
protein electrophoresis; IFE, serum immunofixation electrophoresis.



