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CLINICAL STUDIES IN ACCORDANCE WITH THE CLINICAL TRIALS ACT
AND CORRESPONDENCE IN 8 HOSPITALS AFFILIATED
WITH SHOWA UNIVERSITY
— BASED ON A QUESTIONNAIRE SURVEY OF 214 DOCTORS —

Kakei RYU", Takehiko SAMBE?, Takeshi UCHIKURA®,
Noriko HIDA?, Hokuto MOROHOSHI", Taigi YAMAZAKI”,
Sachiko TAKENOSHITAY, Etsuko TOYAY, Naoki UCHIDA?,
Ryohei KOIDEY and Shinichi KoBAYASHT"?
U Showa University Clinical Research Institute for Clinical Pharmacology and Therapeutics
2 Department of Clinical Pharmacology, School of Medicine, Showa University
% Showa University Hospital Clinical Trial Support Center

Y Showa University

Abstract —— The “Clinical Trials Act” was enacted in April 2018. We considered the current issues
and future correspondence to conduct clinical studies in accordance with the Clinical Trials Act in the future.
This Questionnaire survey was carried out with 409 doctors and dentist concerning diagnosis and treat-
ment of cancer at Showa University Hospitals, East Hospital, Fujigaoka Hospital, Fujigaoka Rehabilitation
Hospital, Northen Yokohama Hospital, Karasuyama Hospital, Dental Hospital, Koto Toyosu Hospital,
Toyosu Clinic Preventive Medicine Center, Clinial Research Institute of Clinical Pharmacology and Thera-
peutics, Institute of Molecular Oncology from March 1 to March 12, 2018. We obtained responses from
214 of the 409 doctors who received the questionnaire (response rate: 52%). The doctors who replied to
the questionnaire were working in diagnosis and treatment departments associated with the treatment of
cancer. Also, approximately 60% of those were research principal investigator or sub investigator.
Many doctors cannot understand the meaning of “specified clinical trials” as used in this Act; they ex-
pected establishment of a support system by the support department of Showa University. A certified
review board is needed to review “specified clinical trials” in this Act; 97% of Questionnaire respondents
had the opinion to establish such a board at Showa University. Furthermore, a certified review board
would need evaluations from technical experts to review clinical trials, and 55% of respondent answered
that they would cooperate for the cooperation request. It was shown that doctors at Showa University
need information on the procedures of “specified clinical trials”, and there is immediate necessity for the
establishment of a support system for doctors and dentists who conduct clinical studies.

Key words: clinical trials act, cancer area, certified review board, clinical trial support system
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