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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) 2.7x1.21
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 9.4+5.42

CFT 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-Q, Neuro-
psychiatric Inventory Brief Questionnaire Form.
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FEIH Y EFATL, 8 MH (ERYHIK) A2 71k 19.744.87 T, X—RAF A L LHBLTH

BRWENALNE LTz (P=0.0254), Dk, A2 7X 12 HHIZ 17.8+5.62 (P=0.9922), 7 41—

Ty TR 17.2£6.46 (P=0.7197) &£720 | X=X T4 L L THEREHETA DI T
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MoCA-J A =t 7II A2 b4, 03 H T 12.0+4.31, 4 #H T 12.7+4.03 (P=0.4368). 8 ¥ H

T 12.6+4.58 (P=0.3233). 12 #H T 11.8+5.15 (P=0.7141), B #& T 11.7+4.10 (P=0.6615)

Thotz (F2, i 2, T /Lar7 Y 1, httpi//links.lww.com/WAD/A512)

CFI 2=7%, 0 H (5.1 £3.53) 767 7 AR T (8.2 £3.13, P=0.1289) ¥ CTHE

WL LERATLE, 12 @BADO A7 X 1.9 231 T, N—AT7A/ VLB L THEICKELE
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TABLE 2. Changes in Primary Endpoints

0 wk 4 wk 8 wk 12 wk 16 wk
MMSE-J 17.8%14.41 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 12.6 4,58 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 7.816.37 6.1 £6.29 58683 6.916.04
NA P=0.1470 *P=0.0449 *P=0.0449 P=0.0527
CFI 5.1%£3.53 3.2%3.13 28+2.53 1.9%£2.31 231286
NA P=0.1289 P=0.0918 *#P=(,0039 *P=0,0234

*P<0.05.

P <0.01 vs. baseline; paired 1 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.




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. () /) 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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7~ (EFNFh 4.7t 7.11. P=0.0117 B LU 4.2+ 4.30, P=0.0082), X 5|2, J-Zarit-8 TliL. ZDOFH
BERETX 7 —T v 7RO S E Ls (8.8 4.77, P=0.0403) (¥ 4. fREXK 7B L8,
WRFTHNLaT Y 1, hitp/links.lww.com/WAD/A512) .

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.

TABLE 4. Changes in Secondary Endpoints

0 wk 4 wk 8 wk 12 wk 16 wk
MDS-UPDRS part I11 10.4+9.89 10.3£9.08 7.8+6.34 6.4+5.57 8.3£7.19
NA P=0.8438 P=0.0703 *P=0.0176 P=0.1230
NPI-Q distress 9.0+7.54 6.4£7.15 49+7.96 47+7.11 6.1+8.93
NA P=0.0859 P=0.0576 *P=0,0117 P=0.1816
J-Zarit-8 7.3+£593 6.2+4.49 4.7+4.68 4.2+4.30 3.8+4.77
NA P=0.4738 P=0.1295 #*P=0,0082 *P=0,0403
Barthel index 8§2.5+19.48 85.0+21.11 86.7+18.26 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 ¢ 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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