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(H#9) IF - MHE R OFEEEEH CTd DR M MENEE % (primary biliary cholangitis; PBC) (&2
PERRI 5 SIEMEAFREB TH U | BE T UL UIXERAMEO BRI E S 2 03, 1ERA 27 153
BIFAE LI oTe, FTAT T 7 ¢ I EIN TR S NT28 IR « 4 B4 A R EIRIEENEE T
BV MIEENTRE BT DRFEIEICR L CT TICENTHEM ST 223, PBC & T B
BUCBT 2 R E RIS KT 2 AMERENGE 3 HHRERIC L - TRI L, 2015 12 NMEMIFRBES
BT 5% I FEEDOUE BE AR CHIRAR 075G ICRD) 1 &V 2 #IEIC K0 ERAR I,
PBC O Rz &Ikt LT ATRE & 72 o7z, L L, 1BHEPRREE 2265 & LZENE 3+
R CIE 0780 PBC BENEEINTE LT, PBC IZBIT2HMEITVEZHL N E 25T
2, I TAMETIE PBC & AR E L, IKROERESC AL ~—T— AL OE S
RIS S TRBAIICHFT L T, BN REDRIA RIA VKIS ELHZ L2 HBET 5,
(FiE) RBF5eIE 2 s LR pim X BIEFECo 0 | BEFIRE CRMR A4 72 R DL oD B e
k&2 A4 % PBC BEZRIG &5, AFIDORATK LBBUEDBERO & % B, BT E RS
(Child-Pugh 7382 L — K C) Z DO FEIRENARF OG- 20 24 Tl &l L7z B 134
HERAN %, PBC @ QOL FHMIC 33 2 BBIAVFEAM R & U ChESZ 4L, WFFUIEE S H ARGER A
VERR L2 Y VEZ MRE L 72 PBC-40 (& X » THEELL E o SRR & 5 L fE ST BF IR L,
BEORRZEE L TEHAERE T T VT T 7 VIERE 251 g/H % 30 ARRKROREG T 5, &5
A% C PBC-40, 3 X SF-36, VAS @ 3 MR EIC LV . REREFRE, 3 X0 QOL % 5Fifi7
%, SO TEREANMR TSR AN, AR, 6 X OBUERREER & OBED VRIE S TV 2 fLE
F—B X AMEEBET D,
(FEH) 2015 L HITHFIEET I A SL 22, WFIEBRRINERE - i OFTE ik = N E U7 D it
ZERTBWTARMIIEEHE OF A 42 H5E - KRB 257, Ta), Bk TRERPRER 2 s
L. 2017 4E 5 HIALE 40 FIOIEFIEEENK T LTS, 2095 28 BT T DS % R f#hT
L. 2016 4EEAREHES (2017/2/10) 2B WTLLFomE 0 @ik Lz,
A RIS OXxI G & LTz PBC & X B 2 61 - 2ok 26 I, “FX)FH 65.2114.4 5% CThH Y | IFaE
ZIREBINS 2 1.5 < E T, BIED PBC I HIERNAE L L TIRFIICU VY THF T a—L
ARG SN TRBY, X7 4 77— "B STV IERNIT 2 Bl TH o 7o, ALP A EEUEME LR
EHBZ TR 70 THoT-, 3DAMOFTNVT T 7 ¢ VIR GIZ X D . PBC-40 D7) d 7B
WA a7 IR REICSE L (BHT 6.58, #5144 5.21 ; p=0.011) H DD, VAS % %5l Tl
HRERUETA LN o7 (B 5AT4.65, #1514 3.33 ; p=0.069), —J7. PBC ®HREIERD—>
TH D HHIERITITEL L TR Y (57 4.11, $51% 6.53, p=0.015)., QOL &R tkERhFix
R TE o T, SENIRTREEZ B2 WHEEECB T 2RECh 0 | HERFERICKTT 27 78R
2
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Aim: Primary biliary cholangitis (PBC) is a chronic cholestatic disease, frequently resulting in
intractable pruritus in patients, and no effective treatment for pruritus has been present.
Nalfurafine hydrochloride is a selective x-opioid receptor agonist developed in Japan, and has
been used for pruritus in patients with end-stage renal diseases under hemodialysis. A phase 3
clinical trial demonstrated the efficacy of nalfurafine for pruritus in patients with chronic liver
diseases and this drug was officially approved for intractable pruritus in patients with chronic
liver diseases. However, the number of patients with PBC was small in this clinical trial and
therefore it still remains unclear whether nalfurafine is effective for pruritus in patients with
PBC. In this study we aim to clarify whether nalfurafine is really effective for pruritus in patients
with PBC.

Subjects and Methods: This study is a prospective, multicenter, non-randomized observational
study. Patients with moderate or severe pruritus were included. Pruritus at baseline is evaluated
using PBC-40, a disease-specific health-related QOL measurement. Nalfurafine was
administered for 3 months, and change of pruritus as well as overall QOL was assessed using
PBC-40, SF36 and VAS. Moreover, liver chemistry, total bile acids, and autotaxin were measured
and the association of these biomarkers with pruritus was evaluated.

Results: As of May 2017, 28 patients with PBC (male/female 2/26, age 65.2 +/- 14.4 years old) who
had moderate or severe pruritus participated in this study. Two patients had cirrhosis. All
patients were treated with ursodeoxycholic acid, and two patients were additionally administered
with bezafibrate. Serum alkaline phosphatase value was more than within normal limit in 7
patients. Pruritus score of PBC-40 was significantly improved with 3 months’ treatment fi
nalfurafine (pre 6.58, post 5.21, p=0.011) but score of VAS was not significantly changed (4.65,
3.33, p=0.069). Meanwhile dryness score was significantly deteriorated (4.11, 6.53, p=0.015), and
overall HrQOL scores were not affected with nalfurafine. It should kept in mind that placebo
effect might be present this improvement and therefore the efficacy of nalfurafine was limited in
patients with PBC.

Plan: We will include more patients and evaluate the association of pruritus with other

biomarkers.
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