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(€ FB) Project Promoting Support for Drug Discovery “Support Program for

Orphan drug prior to the Designation”
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Among the symptoms with MPS, bone-cartilage symptoms are still unmet area. And they might

expect that NaPPS would be effective in those bone-cartilage symptoms. So, we conducted the

following activities in the period.

1. Onthe purpose of NDA filing of NaPPS with the indication of MPS, we have conducted PMDA
consultation regarding specification and test studies of our new formulation product.

2.  Onthe purpose of NDA filing of NaPPS with the indication of MPS, we have conducted PMDA
consultation regarding additional safety studies, in particular toxico-kinetics studies.

3. For usage of our next MPS phase II/III clinical study and process validation of NaPPS
products for market, we conducted one lot of GMP manufacturing (10,000 vials/batch).
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