Disclosure of information on clinical research (opt-out)

At our hospital, we used a method called “opt-out” when
conducting a clinical research that uses only information such as
medical chart.

Opt-out i1s a method of disclosing clinical information (outline of
the study) and ensuring the patient’s opportunity to refuse to carry
out or continue the study based on national ethical guidelines,
instead of giving individual written explanations and obtaining
consent. We confirmed that none of patients have an objection. In
addition, the requirement for informed consent from each patient
was waived in this study because data was anonymous data.

The clinical study using opt-out is
“Prolonged survival in patients with hand -foot skin reaction

secondary to cooperative sorafenib treatment for hepatocellular
carcinoma”

Sincerely,

Name of Director of Hitachi General Hospital: Yasunori Watanabe

Signature: %AM ;17 :t:;&

1/20@321

Hitachi General Hospital
Ibaraki 317-0077, Japan
Telephone: +81-294-231111
Fax: +81-294-238351
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No. 10

Certificate of Opt-Out

Ethical Review Board

Ibaraki Prefectural Central Hospital
6528, Koibuchi, Kasama-city
309-1793 Ibaraki, JAPAN

Date : 17th, Dec. 2019

Title of Research :Prolonged survival in patients with hand-foot skin reaction secondary to cooperative sorafenib
treatment for hepatocellular carcinoma

Name(s) of Researcher(s) :

Masahiro Araki
Department of Gastroenterology

In this study, we used a method called “opt-out”, which was disclosed in accordance with
Japanese statutes. We confirm that no patients had any objections.

Chairman : Shinji Akishima
Ethical Review Board
Ibaraki Prefectural Central Hospital

3. Ghiikma

Director : Toru Shimazui
Ibaraki Prefectural Central Hospital
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E§ TOKYO MEDICAL UNIVERSITY IBARAKI MEDICAL CENTER

3-20-1 Chuo, Amimachi, Inashikigun, Ibaraki, 300-0395, Japan
@ TEL:+81-29-887-1161

Jan 05.2021

Study title [ Prolonged survival in patients with hand-foot skin reaction secondary to cooperative ]
sorafenib treatment for hepatocellular carcinoma

In conducting this retrospective study, we set up an opt-out period and confirmed that
there were no objections.
/nas tukt' /’{«ﬂ{”“j M’él"'
Masaki Kobayashi M.D., Ph.D.
Director, Tokyo Medical University Ibaraki Medical Center
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