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Comprehensive Study Report
1. Title of Research and development: The Development of treatment for serious cancer symptoms in palliative setting;
A multicenter prospective study 2. Representative of Research and development: Satoru Iwase, MD, PhD, Project
Instructor, The Institute of Medical Science, The University of Tokyo 3. Research colleagues: Matsuoka H, Gotoh Y,
Kaneishi K, Uezono Y, Ishiki H, Maeda I, Matsuo N, Morita T, Ogawa A, Yoshiuchi H, Kizawa Y 4. Outcomes of
Research and development (2016.4.1~ 2017.3.31) : Six Clinical Trials and a nationwide registry-based study were
performed.

Clinical Trial (1) : A multi-institutional, randomized, double-blinded, placebo-controlled phase I trial investigating

additive efficacy of duloxetine for neuropathic cancer pain refractory to opioids and gabapentinoids. Principal Investigator

(PI): Matsuoka H, Target sample size: 70, Recruitment status: Open public recruiting (52/70)


https://www.ncbi.nlm.nih.gov/pubmed/28379811

Clinical Trial (2): Randomized phase 111 study of prochlorperazine for the prophylaxis of oxycodon induced nausea in

patients with cancer related pain, Principal Investigator (PI): Goto Y, Target sample size: 80, This trial was terminated due
to transfer of P1._Under data analysis

Clinical Trial (3): Efficacy of olanzapine for relief of nausea with incomplete bowel obstruction in advanced cancer patient:
pragmatic randomized controlled phase Il trial, Principal Investigator (Pl): Kaneishi K, Target sample size: 40,
Recruitment status: Open public recruiting (15/40)

Clinical Trial (4): Efficacy of Rikkunshito on Nausea, Vomiting and Anorexia in Patients with Uterus Cancer Treated with
Cisplatin plus Paclitaxel - Randomized Phase Il Study, Principal Investigator (PI): Uezono Y, Target sample size: 40,
Recruitment status: Completed, The outcome of this trial was announced at ESMO 2016.

Clinical Trial (5): Efficacy of Rikkunshito on the Development and Progression of Cachexia in Gemcitabine-treated

Pancreatic Cancer Patients; Randomized Phase Il Study, Principal Investigator (PI): Uezono Y, This trial was terminated
due to change of standard Adjuvant chemotherapy. Under data analysis

Clinical Trial (6): Efficacy of Rotigotine for drug-induced extrapyramidal symptom in terminally ill cancer patients;
Randomized Phase Il Study, Principal Investigator (PI): Ishiki H, Feasibility Study of this trial was completed. Under
protocol making

Nationwide registry-based study in palliative setting:

Recruitment status: Completed (2,283 samples), This study achieved the target sample size (1,000). Symptom setting and
Present status were as follows;

1) Results of registry study in Fatigue treatment were reported with 2 International medical journals. (PI) Iwase S.
Samples registered: 168, PLoS One.2015:10(8), (Pl) Matsuo N., Samples registered:179, Pain Symptom
Manage.2016:52(1):64-72.  2) Results of registry study in Anorexia treatment was reported with a International
medical journal. (Pls) Morita T., Mori M., Samples registered: 180, Support Care Cancer.:2017: 25(1):41-50. 3)
Results of registry study in Dyspnea treatment was reported with a International medical journal. (PI) Matsuo N.,
Samples registered: 257, Support Care Cancer. 2017 25(4):1169-1181. 4) Subgroup analysis of registry study in
Delirium treatment was reported with a International medical journal. (PI) Matsuo N., Samples registered: 207, J
Palliat Med. 2017; 20(4):352-359.  5) The fixed data of registry study in Delirium treatment are analyzed now. (PIs)
Ogawa A., Yoshiuchi H., Samples registered: 812. 6) The fixed data of registry study in Nausea & Vomiting
treatment are analyzed now. (P1) Maeda I., Samples registered: 100. 7) The fixed data of registry study in 9 Symptoms
(Edmonton Symptom Assessment System) of palliative setting are analyzed now. (P1) Kizawa Y., Samples registered:
380.
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