The ELISA challenge:; a Knight's Quest

Ortho-Clinical Diagnostic (0CP) in 2010 produced 120 willion diagnostic tests. These tests are based on the ELISA (Enzywe-Linked Imwwmgbenf Assay) technology.
ELISA tests are assays utilized to diagnose the presence and/or the concentration of specific molecules in a biological liquid by taking advantage of the specific interactions between an antibodies and am‘igeﬁ?
L

The antigens analysed in 0CP’s kits can be hormones, proteins marker for cancer or cardiac diseases, viruses, bacteria etc.;
; Plasma is used in several components manufactured by OCD and its biological composition affects the quality of the kits, because Plasma is produced pooling together seffd,al hundreds blood donor units it
'CARDIFF is accepted that batch to bath variability can be observed. [
UNIVERSITY My KTP project aims to understand why some plasma batches display poor performances despite meeting 0CD’s specifications.

W In order to discover this | had to investigate the mechanisms that drive the observed failure affecting pass rates, scrap costs and adverse quality-related events.
W CAERDYY This project has produced a great amount of technical knowledge that has been used to intraduce jnngvation in the manufacturing procedures, increase raw mat AgEIRX [E1lity and improve supply chains.
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