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Effect of Daikenchuto (TU-100) on Gastrointestinal and Colonic Transit in Humans
Manabe N, Camilleri M, et al. Am J Physiol 2010



ABPREOHILEEMLEER(ENREE)

ESS b

¥
=

P=0.41 :
P<0.05

(BRI )

20 —

P=0.04 for overall treatment effect ANCOVA
) I [
Placebo DKT 7.5g DKT 15g
n=21) n=19) n=20)

ManabeN et al. Am. J. Physiol. Gastromtest Liver Physiol. 2010 298 (6), p.G970-G975.



AEBEPRSOREDIET ADS
OKEX1I— )=y /TARPEOREENENRHI T T LK
EEAL_ETRERICL>TIMAEhL

Effect of Daikenchuto (TU-100) on Gastrointestinal and Colonic Transit in Humans
Manabe N, Camilleri M, et al. Am J Physiol 2010

Foundation For Multidisciplinary Treatment of Cancer asJFMC39-0902,
JFMC40-1001 and JFMC42-1002
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Table 1. Patients characteristics and operativ
PrPD without P

TJ-100 TJ-10€)
Age at surgery 69.0(13.7) 65.4 (7.6}

Procedure

Gender
Male
Female 10

BMI 2.1(3.2) 21.6 (3.3)

Histopathology
Pancreatic carcinoma (IDC)
Common bile duct carcinoima

Carcinoma of papilla Vater
IPMN
Chronic pancreafitis

Op time (min) 397.9 (64.5) 397.1(83.4)

EBL (ml) 810.3 (509.4) 798.7 (964.2)

First passage of flatus (POD) 47(2.8) 2.7(0.9) *0.020

Nﬂrmalizati(}_n of bewel sounds 47(3.1) 2.8 (1.5) %0039 Egﬁfﬁ,b‘ ‘:ﬁj&ﬁiﬁ'ﬁ{l’?ld)
| FERERISEH o7

4.8 (1.4) 0.087

18.5 (8.7) 0.170
7, EBL: Estimated bloed
1ge, The stage bascd on thc TN\I chsmﬂmtlon; BMTI: Body-mass
1 IDC: Invasive ductal carcinoma; IPMN: Intraductal papillary-
mucinous neoplasm; POD: Post operative day stoperative paralytic
ileus was defined as that form of ileus lasting more than 3 days after
surgery. Results are shown as means (+standard deviations).
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Table 2. Postoperative Complications and Outcomes
PrPD without PrPD with
TJ-100 (n=15

Pancreatic fistula® 2 (13.3%)

Grade A 2 (13.3%

Grade B

Grade C

Delayed gastric emptyingt

GradeA

GradeB

GradeC

Biliary fis

Surgical site infection 7 f46?5'u,'- 1 (45%) "’. 00 EﬁﬁTSSI%E gb‘{

‘Wound infection 2 (13.3%) 0 0.158
shdominal abscess 5(33.3%) 1 (4.5%) (0 1Eb\97::

Infra-abdominal hemorrhage} (4.5%)
Grade A ; 0
Grade B ( 0
Grade C } 1 (4.5%)
Pulmonary complications ( 1 (4.5%)
Cardiac complications 0

1 (4.5%)

0,

Thanion Tor : Tt IREHTIIILIOAERA
B —s———— =2
PrPD: Pylorus-resecting pancreaticoduodenectomy; Pancreatic fistula, delayed gastric %wméﬂﬁﬁu ‘iﬁb

emptying, and intra-abdominal hemorrhage are defined according to the International Study
Group of Pancreatic Surgeons. §A patient underwent reoperation for drainage of intra-
peritoneal abscess. ||A patient underwent reoperation for drainage of biliary leakage. §Two

patients required Jomg-tube decompression and a patient required other medication for ileus.
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Effect of Daikenchuto (TU-100) on Gastrointestinal and Colonic Transit in Humans
Manabe N, Camilleri M, et al. Am J Physiol 2010

OXEFZNBEMFIZM. BEEDMENRICEITEI 77—+ %EH
UZ"ETRHERICEZREI(ILBXR DKT74—5L4)

Foundation For Multidisciplinary Treatment of Cancer asJFMC39-0902,
JFMC40-1001 and JFMC42-1002

Pharmacokinetics of Daikenchuto, a Traditional Japanese Medicine (Kampo)
after Single Oral Administration to Healthy Japanese Volunteers Drug Metab Dispos, 2011
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CRURITHRER 2 ;Zﬁ';‘; ;:ﬁ'ﬁ“:
ARt RGEMIER 3284 2237 1047
BIERRIRGIER a5t 64 ( 19%) 54 ( 2.4%) 10 ( 1.0%)
BIREE 32 ( 1.0%) 28 ( 1.3%) 4 ( 0.4%)

IEBR IR R 1 ( 0.0%) 1 ( 0.0%) 0

BEBRAEE S 3(0.1%) 2 ( 0.1%) 1 ( 0.1%)

fBhE 1 ( 0.0%) 1 ( 0.0%) 0

B 18 ( 0.5%) 15 ( 0.7%) 3 ( 0.3%)

[ 3 1 ( 0.0%) 1 ( 0.0%) 0

HHEEEKEHD 1 ( 0.0%) 1 ( 0.0%) 0

TL7R 1 ( 0.0%) 1 ( 0.0%) 0

il 4 ( 0.1%) 4 ( 0.2%) 0

DERTF IR 1 ( 0.0%) 1 ( 0.0%) 0

BEE 1 ( 0.0%) 1 ( 0.0%) 0

oEnt 1 ( 0.0%) 1 ( 0.0%) 0

DoBREE 1 ( 0.0%) 1 ( 0.0%) 0
AFABiERfEE 11 ( 0.3%) 8 ( 0.4%) 3 ( 0.3%)

AFHRER S 9 ( 0.3%) 6 ( 0.3%) 3 ( 0.3%)

AREE 2 ( 0.1%) 2 ( 0.1%) 0
EERRIREL 10 ( 0.3%) 7 ( 0.3%) 3 ( 0.3%)

TI9=> - TP/ 5227 5—HiHn 3 ( 0.1%) 3 ( 0.1%) 0

TRRFESLBTI/ 5227 5—H#EmN 1 ( 0.0%) 1 ( 0.0%) o

y —ZILRZREZIL+7>R7 55— 1 ( 0.0%) 1 ( 0.0%) 0

mh7?ILN =R 7 72— 2 ( 0.1%) 0 2 ( 0.2%)

AFEEERERS 3(0.1%) 3 ( 0.1%) 0

MchFREEHSH0 1 ( 0.0%) 0 1 (0.1%)

BliiEERERS 1 ( 0.0%) 1 ( 0.0%) 0

FE N0 1 ( 0.0%) 1 ( 0.0%) 0

Progress in Medicine 2012(in press)
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FINI = BEFRENTFR(CGRP)
FRL/ AT 1) (ADM)
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BRI LTERLEELD

Murata P, et al. Life S¢/ 70:2061-2070, 2002

Kono T, et al. J Surgical Res 150:78-84, 2008

Kono T, et al. Surgery 146 (5):837-840, 2009

Kono T, et al. J Crohn’s and Colitis 4:161-170, 2010
Kono T, et al. J Gastroenterology 46:1187-96, 2011
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Fisher’s PLSD test

MR 58 m D m i [ 8
(N=27) (N=25)

Iwasaki, K.; Arai, H. et al. J Clin Psychiatry. 2005, 66(2), p. 248.



BPSDOuiiE
(NPKY T R5r—INAO7>)

REE R a2 K UFisher’ s PLSD test

=
=
v
7
p S
T
J
Z
=l
7

R LOR HE/ |5 IR SER EIH ROHN KRR/ RE BE B8R
WEY ZEH wmEHE TE RBE BEF

Iwasaki, K.; Arai, H. et al. J Clin Psychiatry. 2005, 66(2), p. 248.



sa M AEDTTENE D RAETA(BPSD )
BRICH TR D
S BIER/ILI/ORF—/—5LER

BMAFEEFIEHESF
ERH=
RBAFAZERABEFMREBHREERS
K LEsE. FAH BE

fit BRI 23kiess



FHL @5

PREZRFANICEIZIMERLI/ORF—/—51 5%

G 4,81% 8:8 1%
|< | aﬂ >l 1 aﬂ >
A B ]I BT &% JEigs
|

B & JEiR S A AY

MEMRE, [APREE, ARENIITEECROMARFEERS) .
BBRELINOEGRSHARIL[E52,8H]H58:BHFT)

AR$130~4:8, BE#I35~8:BICY LZHBFRL7.50( 933 )&k 5
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Mizukami, K. et al. Int J Neuropsychopharmacol. 2009, 12, p.191.
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J Gastroenterology (2011)
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J Gastroenterology (2011)
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X HVTSFICEDARMIRERARSZLEEMOSAIC study
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m Grade 3
m Grade 2

m Grade 1

No. of Cases (X)

1 year after

Thierry A, et al. N Engl J Med 2004:350:2343-2351
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ChET. GamelinsdDCa* Mo SIck3L-OHPO thiF S ER(C
DWTHOUMAARI T+ 7 LA BESN TS,
(Gamelin L, et al.: Clin Cancer Res., 2004 )

Ca+MgDFBEMRICDLVT. NCCTG trial NO4CT£{T %A
(ASCO 2008). Ca*Mglc& B HMiZSHOBRICOVTRBTELH 1.



AS CO 2009

4S5Sth Annual Meeting 2009

L-OHPIC LB E 14 - 1S thEES ("I 5Ca Moa$iik
15 0OMRICOVWTOE : 77K BB S48 50 5%
(Axel Grothey, et al)

R IREYICCaMaB D506, 77K D526, &EH 1026 THEE.
BHEAMOESE(FHESEE RS )T CaMgBF TRIKL 7=(P=0.002)
TOOSEMEZESMER. Ca-MoBtLT7F7EARHDORT, EFRBHShEM .

Acute Symptoms on Day 2 of Cycle 1 Mean PRO-scores (SD)

CaMg Placebo
(N=45) (N=50)

Sensitivity to cold 17 (22)

| Discomfort swallowing 13 (21)

l Throat discomfort

‘ Muscle cramps
|

Scale 0-100 (0: no symptoms, 100: worst)
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Neurotoxicity Frequency of Accumulation Dose
500mg/m? of Oxaliplatin

______ , Pm—————
' Group A ! Group B ' GroupC 1 Group D
I (n=11) | (=14) | (=21) ! (n=44)
| I I .
Al Grade 1 500 1 100 1+ 789 | 861
(%) 1 : , |
Grade 2 ' : l
I
%) | 0 : 16.7 | 9.3 : 194
Grade 3 | ' ' |
I |
%) | 0 | 33.3 | 0 : 8.3
; - ' -
! ' | !
| _ : | Camg+ !
| TRESAER L FERSAER |

Evidence Based Complementary and Alternative Medicine, 2009 (doi:10.1093/ecam/nep200) .
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Preventive effect of Goshajinkigan for peripheral
heurotoxicity of FOLFOX
: A pracebo-controlled double blind randmized
Phase Il study

GONE Study
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PN until the 8th cycle

FHEEIN Placebo Relative risk
(n=44) (n=45) [95%CI]
0 0 0.76
Grade>2 38.6% 51.1% 047 - 121]
0 0 0.51
rade=3 0.8% 18.3% 1014 102

ASCOGI 2012
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GENIUS Study

Goshajinkigan Effect for oxaliplatin Neurotoxicity
Inhibition USing mFOLFOX6 regimen
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Exodus of Kampo, traditional Japanese
medicine, from the complementary
and alternative medicines:

[s 1t time yet?

Toru Kono, MD, PhD, Takashi Kanematsu, MD, PhD, and Masaki Kitajima, MD, FACS

Kono T, et al. Surgery 2009;146 (5):837-840
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