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Japanese company Kyowa Kirin is gearing up to file its human monoclonal antibody Crysvita for the treatment of X-linked
hypophosphataemia locally after the TGA granted the company two designations.

The regulatory body granted the drug priority review and orphan drug designation this week for the treatment of adults and
paediatric patients with the rare condition.

X-linked hypophosphataemia causes low levels of phosphate in the blood which leads to impaired bone growth and development.

The drug is the first therapy directed toward correction of renal phosphate wasting and works by blocking fibroblast growth factor 23
(FGF23), a hormone that causes phosphate urinary excretion and supresses active vitamin D production by the kidney.

Crysvita has previously been approved in the US for hypophosphataemia and more recently for patients with tumour-induced
osteomalacia.

The designations both last until January 2020 - meaning the company needs to file before then to receive the benefits of orphan
status and be eligible for the TGA's quick review process.

The company previously told Pharma in Focus it plans to launch two main drugs, Crysvita and Poteligeo, in Australia as it
consolidates its new subsidiary in Sydney.

While lymphoma drug Poteligeo is yet to be registered it is expected to arrive soon under parallel processing. The drug was
considered at the July PBAC meeting but an outcome is yet to emerge.

"On a global level, we are growing and working towards transforming to become a global specialty pharmaceutical company," a
spokesperson told Pharma in Focus.

"In Australia, our focus remains in the two drugs that are in the pipeline, Crysvita and Poteligeo.

"Kyowa Kirin continues to look into innovative drug discoveries in the four key areas of nephrology, oncology, immunology and
central nervous system."

Tiffany Walker
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