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In Japan, the number of old people and that of people with dementia are increasing more
quickly than ever before. More than 50% of heart failure patients over 65 years old have some
cognitive impairment and it is reported that patients with diabetes and high blood pressure are
at high risk for cognitive decline. It is an urgent task to establish a treatment for improvement
in cognitive function that is safe and effective. From several experience in nursing home,

perioral muscle training had been suggested to improve cognitive function. Therefore, we
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performed randomized clinical trial in order to evaluate the efficacy and safety of perioral
muscle training for dementia patients (ORACLE study: trial)” in order to verify the possibility of
improvement in cognitive function of old people. We randomly assigned to either the full training
group (continuing training for 6 month from the start) and the half training group (training for 3
months after 3 months), who were admitted into 10 special nursing homes for the aged, group
homes and long-term care health facilities in Nagasaki prefecture. The trial was carried out
regarding the amount of change in MMSE from before to after the 3-month-trial between
training and non-training groups as a primary endpoint. Comparing with non-training group,
the training group tended to improve more but there was no significant difference between them.
A change only in the training group as a single arm, there was a significant improvement after 3
month and 6 month of training. As a secondary end point, the training improved in both
caregiver burden scale and another scale for dementia more significantly after 3 months.

We analyzed 37 and 41 subjects in training and non-training group respectively for safety. There
were no significant differences in cardiovascular event and stroke, decease and fracture and any
adverse event obviously caused by the training was not recognized.

We also analyzed functional MRI to 10 sound male and female in order to evaluate cerebral
function before and after the single perioral muscle training. Functional MRI revealed that
connectivity increased in various parts in brain after 3 minutes’ training significantly.

Based on those data, although we could not obtain the positive results in primary end point, it is
suggested that perioral muscle training may be useful as an effective rehabilitation for dementia

patients by improving connectivity in brain.
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