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Total respondents
(685 cases)
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All respondents analyzed in our study

(652 cases)
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Pilot Quasi-Randomized Controlled Study of
HerbalMedicine Hochuekkito as an Adjunct to
Conventional Treatment for Progressed Pulmonary
Mycobacterium avium Complex Disease

N S g TR IFERES VS IMEHEBERR.
T () EITUTMACD 18 AD R, THLLE
Al CIABEDARE RIIAL 720N, #5091

BRI TH O EE,

(F55%) 24380, HzsSs 0B (n = 9)
F72(38(n = 9)ELE,
R—Z 51 U DBRISRGELT.

(ZER)

PR XUl ETTURMMACEED & ISX U
TERD B ED RN DEIT e gER BN &
Stable Worsened 78253'-%\%1‘9573\‘% 5 o

period. Radiological assessment was performed by comparing chest

6

Yasunori Enomoto, et al., PLOS ONE, 9(8),e104411,1-8, 2014
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Journal of e
Clinical Medicine ﬁﬂ\Dsy

Article

Hochuekkito Combined with Pulmonary Rehabilitation in
Apathetic Patients with Chronic Obstructive Pulmonary
Disease: A Randomized Controlled Pilot Trial

Hironobu Hamada 1-2* , Kiyokazu Sekikawa 1 Ken Okusaki 3, Takefumi Dodo 3, Kazuyoshi Kagawa 4,
Tatsuya Sumigawa 4, Yoshikazu Awaya >, Naoki Sakimoto °, Sachiko Shioya ¢, Keisuke Hakozaki °,

Toru Kadowaki 70", Maki Kakimoto 3, Ryoji Ito 9 Koji Kawamichi 1”, Keiichi Kondo !, Haruchi Namba ],
Hiroshi Iwamoto 2" and Noboru Hattori 2

Hamada H, et al. Journal of Clinical Medicine. 2022; 11(19):5673.
https://doi.org/10.3390/jcm11195673



[ Enroliment ] Assessed for eligibility (n=97)

Excluded (n=68)

+ Not meeting inclusion criteria (n=52)
I Meeting exclusion criteria (n=11)

+ Declined to participate (n=5)

Randomized (n=29)

A 4

mPns (1) | [ Alocation ) | HwRRRE (-)

J

Patients receiving HT (Group A) (n=16) Patients not receiving HT (Group B) (n=13)
+ Received allocated intervention (n=16) + Received allocated intervention (n=13)

l [ Follow-Up ] l
Discontinued intervention (n=5) Discontinued intervention (n=1)
- Withdrawal of consent (n=3) - Withdrawal of consent (n=1)
- disaster (n=1)
-illness (n=1)

l [ Analysis ] l
Analysed (n=11) Analysed (n=12)
+ Excluded from analysis (n=0) + Excluded from analysis (n=0)

Hamada H, et al. Journal of Clinical Medicine. 2022; 11(19):5673.
https://doi.org/10.3390/jcm11195673 & V) 5| Z



https://doi.org/10.3390/jcm11195673

Changes in apathy scale score

Control group

Vi

e U
e

Apathy scale score

Hochuekkito group ™

+ Hochuekkito T *p < 0.05 vs. baseline
O 2 M M " "

' Baseline 4 weeks 8 weeks 12 weeks
Wilcoxon signed-rank

Total number of steps

+ Pulmonary Rehabilitation 20 - p < 0.05
I 1
w
& 151
Apathetic COPD patients - T
g 10 A
S
2
5 5-
|_
COPD: Chronic obstructive pulmonary disease 0- Hochuekkito group Control group

Wilcoxon rank-sum test

Hamada H, et al. Journal of Clinical Medicine. 2022; 11(19):5673.
https://doi.org/10.3390/jcm11195673
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(BPSD:Behavioural and Psychological Symptoms of Dementia)
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A Randmized, Observer-blind, Contorolled Trial of the Traditional Chinese Medicine
Yi-Gan San for Improvement of Behavioral and Psychological Symptoms and
Activities of Daily LiVing In Demantia Patients. koh iwaseki, et al, J Clin Psychiatry 66:2, February 2005
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[T

M E D TEI BRI CE R CTh B,

A Randmized, Observer-blind, Contorolled Trial of the Traditional Chinese Medicine
Yi-Gan San for Improvement of Behavioral and Psychological Symptoms and
Activities of Daily LiVing iIn Demantia Patients. koh iwaseki, et al., J Clin Psychiatry 66:2, February 2005

Table 1. Baseline Characteristics of 52 Patients
With Dementia’

YOS Control

Characteristic Crraup Ciroup
Sex, N, male:female | 3:14 [1:14
Apge, mean = 51,y R LE AN mdlhx 6.7
Dnagnoses, M

Alzheimer’s discase |4 K&

Vascular dementia f1 3

Alzhemmer’s disease with CVD 1 2

Dementia with Lewy bodies fi 4
Dharation of 1llness, mean = 50, mo L7 =63 B b = 9,1
Test scores, mean = S0

Meuropsychiatric Inventory 319+ |6.] 336+ 20.1

Mini-Mental State Examination 132+ K5 11.3 + 9.6

Barthel Index ahd = 14,2 354 =310

“There were no significant differences between groups for any of the
characterisiics,
Abbreviations: CVD = cerebrovascular disease, YOS = Y-Gan Saw.




N PI- N H (Neuropsychiatric Inventory-Nursing home)

(EC&E n,i)qu%n%m_j
EEE L, 08 B E; 1 EJ%E‘F,ZE =2E;35
SARE ETEIRE: 1/ 3T D%z = GBI 35, FFEH 45

{Y\

U BIZ SRR (T 'J—"')—CLL_%Z = (3'5)73'9@(1 X3) &ELEo

1. BEAETAIL AN ZRFINLEBWCCIENBYETH,
2. FZITIFVWRWAIZEEUMNTBR S ENDBYUERTHY,

3. EBEICNEICIEGONIZ >V ULIZY UETH,

4. DIFERIEUEDIZCTDZENBYFETH,
S5./ATERVNCEICOEESS TR A HURTN.
6.MANSEHTEEVEERZ W EZEANOIZUESTZUULETH,




N PI- N H (Neuropsychiatric Inventory-Nursing home)

7. TTRVRE XV EBRNZ o2 VITEIBN TR 272U LR T DY,

8. BERENHVWELOBEBRIEPVVOS UV EZEVVETH,
0. RICRVUHB I ZEMNDBYEITH,
10. BRNERDBS53EEHTEBD & (HHE) B YETH,
11. ®OESEVLZY . BEERDITEIZLEXI N,

12. BRBCEICEENDHDYERITH,

ULHE = (0—-144 %)

kminimum clinically important difference (MCID)=8



Figure 1. NPI Total Scores of 52 Patients With Dementia at
Study Baseline and Endpoint

@00 B Easalina
Gl | | O Endpaind
504
e
@ 304
H
B 20
=
104
E_
YizS Coninal
[H=2T7] (M =25
LEroup

Abbreviations: NPI Yi-Gran San.

NPI total Score
NEBICLDBFAERZETM T D= DAE.
=8OR HE, DD AL B, B, BRI, 5
REE. EBTEOI10IEBIC DT TNETNDHEEZT
~4DAEKIET. BEEEZ1~3D3XET

T B, BB WIEESEE, EEEN AT
_&EERULTLD,
FEBDOADVIMEEXEEE CRIN(1~1252).
10IEE CAEET1~1202&185,

Meuropsychiatric Inventory, YGS

J Clin Psychiatry 66:2, February 2005

Figure 2. Barthel Index Scores of 52 Patients With Dementia
at Study Baseline and Endpoint

p= .04 B Basaling
100~ 1 B Endpaint
E EU'
=]
5
s G-
@
3 404
m
=
- 204
|:|_

Wias Coamlral
(M= 27) (M= 25)
Group

Abbreviation: ¥YGS = Fi-Gan San.

Barthel Index

BE. B3R BB MMLUEHE. A4, B8,

PEEER AR, BBAX, BHMERT. HERBEHID10IER &,
TNETNBEIL DM EHREREDBIIE
TFHmT o

BiEICRU TREEERELCHY. TEIC
BiUCTLWBIZAIF100RICHD. HZEU T,
WERBDL0RLUTRSFEIANTHIEBIS
TEIDNRE., 60R LU T ClIEEREEEE
MR BIEEHATHISENTES,

Wilcoxon signed rank sum test



J Clin Psychiatry 66:2, February 2005

Figure 3. NPI Subscale Scores of 52 Patients With Dementia at Study Baseline and Endpoint

124 B Y58 Group, Baseline (M= 27)
B &S Group, Endpaint (M= 27)
i 0O Control Group, Basaline (N =28)
104 O Controd Group, Endpaint [N =25)

Mean = S0 Soore
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ZEHDEER 70 (4), 397-401, 2023
[FERBI] 7 27%. @it

[FEF]EH SHERICH T TDFIRRE

[(BRHWEEIXF3 AFEH EHAD XM RIREDRBN A S 3RERIE R, RIS IR Z E5FICHRME I Nz,
[BX ] =R, S EiE

[RARZE] 77 IVINZASF 2 5mg, 7 LAOIE 2 5mg

[(RIRE] R - =IMELE
[ﬂ%t?‘lﬁlﬁ%@ﬁb PERIETR L

[BARTR]ISR156cm. (8&E48 kg, BP 148/82 mmHg. HR 96 bpm. BT 36.4°C. SpO2 98%. =5,
g, DEICEF RV FOMEICAEREGRU HiEFHEESRU,

(REFFR]OER: 2R TOY Y, 2:BERIH L UFFRIDDERERICRIER U, MRELFIRE TIEWBC,
CRPDLEFRU. CKIERE. CKMBIEE. FORZU TR, FORZVIREMS, TOMDMRECFRIFTRICEEIES U,
MIREERE RS CTIC TRENARERRE R U o B7KETEE > B AU U EE R PHEFRTIEDRT R4 U,

[ERER]27 BRiD o EEmMRE<.
B ABREZ TR REES 0D, BAME MR, EMKIKR CHIENNE D HEbx - B 5B, &R 19,



ZEHDERR 70 (4), 397-401, 2023
[EAEFHRTRIANZE DRI ALEIIMRIZEN THE Y HEREEFIHUZZEZEMEL TL DL AR P
RE. & ORARE, EX(+). R (+) ., PemELzAEE LY,
R IE2/V NEAMI (), BEMRKE (+) D ME(H),

[Z@] 27 H<SVRIHSREIERDEFAHY.
TaIR4ARE  EHERCT . Holter BRI TS AL I NERTR R Lo
HILEsEL: EEREMEERRIRIREICTER S o
UL, B DS BEROD:ER RIS G 1 B2 Tt Cies . HARDARICEE]. REIDIKAN K
ICEHORZEEN D DTz, TDERE . (DEMWCILBIRE DTN, 5 \%D\EL\L_KD\EEE. SN EYIRL
sBIDMTON TVED RAILEBRDIEIRZS8E]ICEFA . BRAEVCHRE TEA X,
SRR EEHREREEET 2DV & DT 2/ DL E FHRE & 521,
T&%%%L’C#Erﬂ‘l\,ﬁl#]3@“3&@@175:3EI TREUREE U,
2EBEROEANFKIC—AN TR

PR T F U TIRLE ;'?57'3\‘0“'3< V9 BIFEMRDH DT SHERATZSTERD
FOMURLEDOTEATVWZDTIN BREDZE LD TZSXTIERZERRU DL DT

(') ibt_o E%ﬂ‘/’ﬁ@WHE@%uHT \/\tu_,\j_fx Abi L/t_o 1EMANTz,
Lk FEEFNGIFRT7.59038BAIZMELIEE A ERIKIZITHEEL. LIRFIZ/INS a5k
CRZITHCEER<KRVIEHICHFBLU TVWS IRTECFERING LF RZREFTH D,
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ORIGINAL ARTICLE

Traditional Chinese medicine Jia Wei Gui Pi Tang improves
behavioural and psychological symptoms of dementia and
favourable positive emotions in patients

Tatsuya NOGAMI ©,! Koh IWASAKI,?> Hideo KIMURA,® Toru HIGASHI,* Makoto ARAL'
James P BUTLER,>® Masahiko FUJII’ and Hidetada SASAKI 7

LS



[ Enrollment ]

Assessed for eligibility (n=63)

L » No one excluded before allocation

Randomized (n=63)

Y

P

Allocation

| v
J

oReceived Jia Wei Gui Pi Tang (n=33)

oReceived no traditional Chinese medicine (n=30)

[

Follow-Up

] !

oLost to follow-up (n=2 for NPI and DElI, 4 for
MMSE)

oDiscontinued intervention [aspiration
pneumonia (n=1), refused participation (n=1)]

oRefused to take the MMSE (n=2)

oLost to follow-up (n=0)

o Discontinued intervention (n=0)

oAnalysed NPl and DEI (n=31)

oAnalysed MMSE (n=29)

Analysis

] '

J

oAnalysed NPI, DEI, and MMSE (n=30)
oExcluded from analysis (n=0)




Table 2 Demographic characteristics, NPI-NH scores, DEI scores,

and MMSE scores in each group at baseline

Group characters at

baseline Jia Wei Gui Pi Tang Control P
N 33 30

Sex

Male 10 8

Female 23 22 0.750
Age 82.5 1L 6.6 84 1 5.1 0.226
NPI-NH score 28.7 L17.5 29 1 204 0.950
DEI score 23.3 1L 229 37 L 273 0.037*
MMSE score 114 174 13 L 6.0 0.241

* Statistical significance (P < 0.05). Abbreviation: DEI, Delightful Emotional
Index; MMSE, Mini-Mental State Examination; NPI-NH, Neuropsychiatric

Inventory Nursing Home Version, Japanese edition.



%_ﬂ%:ﬂ"]' ﬁgiﬂjﬂé’?& (DEI; Delightful Emotional Index)

Fujii M, Butler JP, Sasaki H. Psychogeriatrics 2019; 19: 320-324.
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60 - P<0.001

| |
P <0.001

40 -

30 A

20 5

NPI-NH Total score
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Baselina Endpoint Baseline Endpoint

JWGPT Control

Figure 2 Changes in the NPI-NH total score. One-way analysis of
variance shows a significant difference between the groups
(P < 0.001). In the treatment group, the NPI-NH total score
improved significantly from 29.8 + 17.3 to 13.2 + 9.4 (paired t-test;
P < 0.001), while in the control group it changed from 29.0 + 20.4
to 24.6 +23.1, with no statistical significance (paired t-test;
P = 0.056). JWGPT, Jia Wei Gui Pi Tang; NPI-NH, Neuropsychiat-
ric Inventory Nursing Home Version, Japanese edition.

P <0.001

70 -

P=0.001
60 - |

50

40 A

DE| score

30 -

20 -

10 -

Baseline Endpoint Baseline Endpoint

JWGPT Control

Figure 3 Changes in the DEI dementia score. One-way analysis of
variance shows a significant difference between the groups
(P < 0.001). In the treatment group, the DEI score improved signifi-
cantly from 24.4 + 23.2 to 32.5 + 21.3 (paired t-test; P < 0.001),
while in the control group it changed from 37.0 +27.3 to
346 +28B.8 with no statistical significance (paired t-test;
P = 0.105). DEl, Delightful Emotional Index; JWGPT, Jia Wei Gui
Pi Tang.



TABLE 4. CHANGES IN NPI-NH SUBCATEGORY SCORES

Delusions

Hallucinations

Agitation/ Aggression

Dysphoria

Anxiety

Euphoria

Apathy

Disinhibition

Irritability/ Lability

Aberrant Motor Activity

Nighttime Disturbance

Eating Disturbance

kamikihito Group (N=31)

Baseline

15%+34

46+3.5

24125

3.6+t3.4

29=x35

49+3.6

2.8%3.6

Endpoint

0724

15+1.38
1.4+1.9

1.4x1.7

1.7+2.0
1.8+2.38
0.7%1.5

0.0£0.0

Intragroup difference

p = 0.021*
p = 0.083

p < 0.001**
p =0.018*
p < 0.001**
p = 0.325

p = 0071

p < 0.001**
p < 0.001%*
p = 0.045*
p = 0.006**
p =0.288

NPI-NH, Neuropsychiatric Inventory Nursing Home Version, Japanese edition

* p <0.05 *: p<0.01

Control Group (N=30)

Baseline

1.7£2.6

42%4.0

21123

24+2.8

22+39

3.9%4.1

33%4.1

Endpoint

1.1£2.2

3.4+35

24129

23%2.9

1.9+£3.5

3.0£3.7

1.8+25

Intragroup difference

p =0.142
p = 0.636
p = 0.259
p = 0.408
p = 0.640
p = 0.662
p = 0.832
p = 0.464
p =0.072
p = 0.032*
p =0.610
p =0.677

Intergroup difference

p=0010* RN

p=0.003* SIEXE

p = 0.605
p=0176
p = 0.294
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