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An exploratory clinical trial was performed to examine safety and effects of KP-100LI (human
recombinant hepatocyte growth factor: HGF) for vocal fold scar by Kyoto University,
Translational research informatics, Institute of Biomedical Research and Innovation Hospital,
and Kringle Pharma.

Inclusion criteria include patient with vocal fold scar or sulcus, aged 20 to 65 years old, with VHI-
10 score more than 11. 18 cases were recruited during August 2014 through August 2016. The
study design is open labelled with 3 step incremental dose. GMP compatible drug (KP-100LI)
includes 2.5mg of 5-amino acid deleted type of HGF in 1 vial as powder.

The drug is delivered directly to the vocal folds through mouth under fiberoptic monitoring for 4
times. Primary endopoint is safety in terms of local and systemic adverse effects, and secondary
endopoint includes therapeutic effects on phonatory function.

The results show no severe adverse effects as well as positive effects for improvement of
phonatory function through regeneration of the vocal fold.

In conclusion, KP-100LI (HGF) is considered to be an useful drug for regeneration of the vocal

fold in case with vocal fold scar and sulcus.
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