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Superficial head and neck cancer is a new conception of disease that has been found by detection of
high-risk groups for cancers occurring in the head and neck region, and through technological
advancements in optics including narrow band imaging endoscopy and magnifying endoscopy. Since
superficial head and neck cancer is an early stage cancer in the oro-hypopharynx and the larynx,
noninvasive treatments with functional preservation should be required. After the year 2000, starting from
the use of endoscopic mucosal resection (EMR) and endoscopic submucosal dissection (ESD) by
gastroenterologists, various transoral surgical procedures are currently available for use, including
endoscopic laryngopharyngeal surgery (ELPS) and transoral videolaryngoscopic surgery (TOVS) by the
head and neck surgeons. However, the safety and efficacy of these transoral surgical procedures have not
been evaluated in a multicenter study, which suggests that the use of these procedures is not yet
“established.”

This year, the clinical and histopathological characteristics were analyzed using the data from the “The
research to establish the management for superficial head and neck cancer based on the national registration
survey in Japan (27 institutions, 599 patients, 959 lesions),” and the protocol Ver.1.0 for “ The phase 11/111
study of transoral surgery for superficial head and neck cancer” (TOS-J trial) was prepared. Since the
“The research to establish the management for superficial head and neck cancer based on the national
registration survey in Japan” is a retrospective analysis, patients with unsuccessful treatment outcome may
not have been registered. Thus, the TOS-J trial was designed as a prospective, interventional, multicenter
phase Il/11l study with the purpose of evaluating the safety and efficacy of transoral surgeries. The
eligibility criteria are as follows: (1) a histologically confirmed diagnosis of squamous cell carcinoma, (2) a
clinically confirmed diagnosis that the depth of invasion by the primary tumor does not reach the
muscularis propria, (3) lesions primarily located in the oropharynx, hypopharynx, or supraglottis, and (4) a
confirmed diagnosis of a cTis, cT1, or ¢cT2 tumor for the primary lesion. The safety of transoral surgeries
will be evaluated in the phase Il study. After evaluating the safety, a confirmatory phase 111 study will be
conducted. The planned number of patients to be registered is 30 for the phase Il study and 130 (including
patients registered for the phase 11 study) for the phase 111 study.

Dr. Chikatoshi Katada (Assistant Professor at the Kitasato University School of Medicine, Department of
Gastroenterology) led the preparation of the TOS-J trial ver.1.0. The protocol was submitted to the Ethics
Committee of the Kitasato University School of Medicine on March 14, registered in the UMIN Clinical
Trials Registry (UMIN-CTR) on March 24 (UMIN000026682), and published on April 1. Professor Yuji
Kumagai (Clinical Research Center at the Kitasato University School of Medicine) led the establishment of
a Web-based registration system for patient registration and data collection, using the electronic data capture
(EDC) system Promasys (OmniComm USA, Inc.). The Clinical Research Center will be responsible for
EDC control and data set preparation. The central monitoring activity will be operated by the Medical
Research Support, which is led by Professor Hideki Ishikawa (Kyoto Prefectural University of Medicine,
Department of Molecular-Targeting Cancer Prevention). Moreover, Dr. Satoshi Fujii (Unit chief in the
Division of Pathology at the National Cancer Center Japan, Exploratory Oncology Research & Clinical Trial
Center) was appointed as the leader for conducting central pathology diagnosis.
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