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PHARMACOLOGY/TOXICOLOGY FILING CHECKLIST FOR
NDAILA or Supplement

specifcally address potential toxicity (male and female fertilty) associated with
your product.

· The potential for belimumab to alter tumor development does not appear to have been
evaluated as per ICHS6 (Rl) draft dated December 2009.

o You have not yet provided a Clear rationale for not conducting carcinogenicity
study with your product. You should specifically state how you intend to
address the carcinogenicity section of your product labeling.

· Your embryo-fetal development/postnatal development study does not appear to have
functional characterization of the impact of your product on the developing immune
system. Exposure to this product during development can alter the offspring's immune
system.

Your BLA submission does not provide a rationale to address the above
mentioned safety concern. You must provide information as regards to what is
known and expected and how you intend to address this concern in the product
labeling.~
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