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of gout serum out of 10 (70%) were> NCO which is below the 80% acceptance criteria.

Nevertheless, among the 3 lots of gout serum not meeting acceptance criteria, one was just

slightly below the NCO. In addition, the NCO will not be the only acceptance criteria for

defining samples as positive or negative, predose/post dose ratio will also be calculated. Thus, the

specificity was considered acceptable for the gout sera.

Comment to the file:
During validation, the cut-pointfactor was established at 0.701, the intra-assay and inter-assay

precision ofthe NC and BKO was demonstrated « 25% CV) and the specificity ofthe assay was

considered acceptable. However, due to the unavailability ofa suitable neutralizing antibody

positive control, recovery, drug interference, sensitivity, prozone, titration, drug competition test

and stability ofneutralizing anti-?EO-uricase antibodies could not be assessed. Therefore, the

assay's ability to accurately detect neutralizing anti-?EO-uricase antibodies could not be fully
demonstrated. However, as noted above, since anti-uracase antibodies were not detected

in patients, and neutralizing anti-Puricase antibodies were not detected, the vast majority

ofanti-Puricase antibody positive patient sera are expected to be negative in this assay.

Therefore we do not recommendfurther assay development and validation at this time.
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