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FIGURE 1. Study schedule.
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TABLE 1. Demographic and Clinical Data of Participants

Number of cases 12 (FAS: 12)
Sex Male: 4 (33.3%)
Female: 8 (66.7%)
Age (y) 81.4+3.60
Duration of illness (y) 27+1.21
Residence status Home: 10
Nursing home: 2
Activities of daily living Walking unaided: 10

Walking with assistance: 1
Using a wheelchair: 1

MMSE-J 17.8+4.41
MoCA-J 12.0+4.31
CFI 5.1%+3.53
NPI-Q severity 941542

CFI indicates Cognitive Fluctuation Inventory; FAS, full analysis set;
MMSE-J, Japanese version of the Mini-Mental State Examination; MoCA-J,
Japanese version of the Montreal Cognitive Assessment; NPI-QQ, Neuro-
psychiatric Inventory Brief Questionnaire Form.
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TABLE 2. Changes in Primary Endpoints

0 wk 4 wk 8 wk 12 wk 16 wk
MMSE-J 17.8x4.41 18.1+4.42 19.7+4.87 17.8£5.62 17.2£6.46
NA P=0.6592 *P=0.0254 P=0.9922 P=0.7197
MoCA-J 12.0£4.31 12.7+4.03 126458 11.8£5.15 11.7£4.10
NA P=0.4368 P=0.3233 P=0.7141 P=0.6615
NPI-Q severity 94+542 78%6.37 6.1+629 5.8+6.83 6.9%6.04
NA P£=0.1470 *P=0.0449 *P=10.0449 P=0.0527
CF1 5.1£3.53 32£3.13 284253 1.9+2.31 23£2.86
NA P=0.1289 P=0.0918 P =10.0039 *P=0.0234

*P<0.05.

*¥* P <0.01 vs. baseline; paired  test.

CFI indicates Cognitive Fluctuation Inventory; MMSE-J, Japanese version of the Mini-Mental State Examination; MoCA-J, Japanese version of the
Montreal Cognitive Assessment; NA, not applicable; NPI-Q. Neuropsychiatric Inventory Brief Questionnaire Form.
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TABLE 3. Degree of Change in NPI-Q Severity

NPI-Q Severity: degree Markedly Slightly Slightly Markedly
of change improved Improved improved Unchanged worsened Worsened worsened
Placebo 1 (8.3%) 3 (25.0%) 3 (25.0%) 1 (8.3%) 2 (16.7%) 2 (16.7%) 0 (0.0%)
Active stimulation 4 (33.3%) 1 (8.3%) 1 (8.3%) 3(25.0%) 1 (8.3%) 1 (8.3%) 0 (0.0%)

NPI-Q indicates Neuropsychiatric Inventory Brief Questionnaire Form.
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TABLE 4. Changes in Secondary Endpoints

0 wk 4 wk 8 wk 12 wk 16 wk
MDS-UPDRS part III 10.4+9.89 10.3+£9.08 781634 6.4+557 8§3£7.19
NA P=0.8438 P=0.0703 *P=0.0176 P=0.1230
NPI-Q distress 9.0+7.54 64715 49%796 47711 6.1£8.93
NA P=0.0859 P=0.0576 *P=0.0117 P=0.1816
J-Zarit-8 7.3£593 6.21+449 47x4.68 4.2+4.30 3.8£4.77
NA P=0.4738 P=0.1295 **pP=0.0082 *P=0.0403
Barthel index 82.5£ 1948 85.0x£21.11 86.7+18.20 85.4+17.90 86.3+£17.85
NA P=0.4962 P=0.1747 P=0.3912 P=0.4428

*P<0.05.
*¥*¥P<0.01 vs. baseline; paired 7 test.
J-Zarit-8 indicates a Japanese short version of the Zarit Caregiver Burden Interview; MDS-UPDRS, Movement Disorder Society Unified Parkinson Disease

Rating Scale; NA, not applicable; NPI-Q, Neuropsychiatric Inventory Brief Questionnaire Form.
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