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Cultured human corneal endothelial cells (cHCECs) are expected to become an alternative to donor-cornea
transplantation for the treatment of bullous keratopathy. Pioneering regenerative medicine involving mature
differentiated cHCECs infused into the anterior chamber has been developed to treat corneal endothelium
dysfunction. cHCECs of high quality in terms of their biochemical characteristics and functional features were
clinically verified to be effective for reconstituting impaired corneal endothelium in 31 of 31 (100%) cases tested.
The clinical benefits cHCECs have now been confirmed to be almost more effective than those thus-far obtained by
corneal transplantation. We succeeded in establishing a proper culture protocol to successfully obtain a reproducible
stable homogeneous cell subpopulation with mature cHCEC functions suitable for cell-injection therapy, thus
making it possible to correlate cell quality with consistent clinical safety and efficacy. Our new and widely-
applicable cell-therapy concepts and novel regenerative-medicine research techniques have now been published and
also presented to corporate interests, and intensive discussion has begun on regulatory guidelines with the Japanese
Pharmaceuticals and Medical Devices Agency. Due to these successful novel breakthroughs, we immediately
developed an overseas expansion to make our new cell therapy applicable worldwide and broaden the target
diseases with HCEC dysfunction that can now be treated, such as Fuchs’ Endothelial Corneal Dystrophy. In
addition, we are currently in the process of conducting clinical trials to obtain approval from the Japanese
Pharmaceuticals and Medical Devices Agency, and meet the guidelines set forth in the Japan Pharmaceutical

Affairs Law for the expansion of medical research and development.
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