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Enrolement of Subjects & Evaluation of Effectiveness of Clinical Study
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+ Study Design: Controlled Before-After Clinical Study

+ Study Subjects: The H & N cancer patients of xerostomia after radiation therapy which meet the
following conditions; 1) age more than 20 years old, 2) Three to 12 months after radiotherapy, 3)
patients with xerostomia even after radiotherapy, 4) patients without any adverse effects such as
dermatitis or mucositis, 5) patients obtained consent

+ Study groups & Case Number: Sixty patients were randomly assigned into 3 groups; observation,
low frequency (1 Hz) acupuncture, and middle frequency (30 Hz) acupuncture.

*+ Results: We started the recruitment of study subjects after the approval of this clinical trial in our
ethical committee of Osaka University Hospital last May. Unfortunately, we could recruit only 2
patients in this clinical trial due to invasiveness probably by acupuncture needle most of the
subjects worried about. One of the subjects died before starting, but another subject received
acupuncture (1 Hz) after the observation period. As the subjective evaluation, some improvement
was obtained in VAS regarding thirsty and swallowing, but not taste and mastication. As the
objective evaluation, volume of saliva was increased from 0.6 g to 1.3g. This clinical trial
(UMIN000022259) has been still planning to continue until Dec. 31, 2018 which ethical committee

in our hospital was approved.
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