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As preparation of a physician-led clinical trial of recombinant human IGF-1 for treatment of sudden
deafness, the protocol of a clinical protocol, the supply of experimental treatment, the system for
registration and non-clinical studies have been prepared. In preparation of the protocol of a clinical
protocol, a group of Kyoto University and Translational Research Informatics Center of Foundation
for Biomedical Research and Innovation (TRI) has designed criteria for eligible patients, primary
outcomes and a sample size. Allotted institutes have contributed to design secondary outcomes
including pure tone audiometry (Yamagata University and Ehime University), auditory brainstem
responses (University of Tsukuba and Shiga Medical Center for Adults), speech audiometry (Shinshu
University, Toranomon Hospital and Kobe City Medical Center General Hospital) and tinnitus
evaluation (Keio University and Nagoya City University). In preparation of supply for experimental
treatment, we have decided a company that provides glutaraldehyde-free gelatin hydrogels, which
have a function for sustained delivery of IGF-1 into the inner ear. A group of Kyoto University has
analyzed the capacity of newly synthesized gelatin hydrogels without use of glutaraldehyde for
sustained delivery of IGF-1. In preparation of the system for registration, we have decided to set the
administrative office in Kobe City Medical Center General Hospital, which will be supported by
Kyoto University and TRI. As for non-clinical studies, we have decided a company that will perform
contract research according to Guidance on Nonclinical Safety Studies for the Conduct of Human
Clinical Trials and Marketing Authorization for Pharmaceutics, and performed pilot studies.
According to suggestions from Pharmaceutical and Medical Devices Agency, we have revised our
protocol and design for non-clinical studies. We have also updated medical care system for our

clinical trial.
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