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4. A controlled vaccination trial to characterize the potential ofbelimumab
impairing vaccination response. Such a study is necessary because belimumab
targets B-cells.

The PMR CMC study wil be as follows:
1. Development of improved imnunogenicity assay to better characterize the

formation of anti-drug antibody.

The PMC clinical studies wil be as follows:
1. An effcacy and safety study in patients with lupus nephritis.
2. An efficacy and safety study in patients of Afrcan American or African heritage

with SLE.
3. Submission of long-term extension study LBSL99.
4. Submission oflong-term extension study C1066.

5. Submission oflong-term extension study CI074.

The PMC CMC studies wil be as follows:
1. Study to generate data to support microbial control over the 

lifetime use.
2. Study to qualify the capper and validate the integrity of drug product container

closure.
3. Study to provide quantitative data to demonstrate r (b) (4)

(b) (4)




