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Clinical trial on the treatment of uremic pruritus patients with nafurafine in China
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Abstract; Objective
nafurafine tablets in patients with pruritus due to uremia in China.
Methods
Hemodialysis Center of the Second People’ s Hospital of Neijiang City

To observe the clinical efficacy and safety of

Patients diagnosed with pruritus due to uremia in the

and West China Fourth Hospital of Sichuan University were divided into
treatment group and control group by treatment region. Control group was
given conventional treatment, while treatment group was treated with

nafurafine tablets (2.5 pg, orally every night, once a day, for a course
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of 3 months) on the basis of control group. The clinical efficacy, 5 — D pruritus scale score, calcium and phosphorus
metabolism indicators, blood urea nitrogen ( BUN ), parathyroid hormone level ( PTH), B 2 - microglobulin
(B2 =MG), substance P (SP), interleukin —6 (IL —6), interleukin =31 (IL —31) and quality of life evaluation of
the two groups were compared. And conducted a safety evaluation. Results A total of 120 patients were included,
including 60 cases in control group and 60 cases in treatment group. After 3 months of treatment, the total effective
rates of treatment group and control group were 95.00% (57 cases /60 cases) and 81.67% (49 cases /60 cases)
respectively. The treatment group was significantly higher than control group (P <0.05). After 3 months of treatment
the 5 — D pruritus scale scores of treatment and control group were (5.81 +3.29) and (8.12 £3.22) points,
respectively ; the scores of the dermatology life quality index ( DLQI) scale were (24.56 +2.87) and (21.23 £2.45)
points, respectively; the blood calcium levels were (2.43 £0.43) and (2.65 £0.37) mmol, respectively; the blood
phosphorus levels were (1.34 £0.26) and (1.50 £0.31) mmol, respectively; the BUN levels were (17.76 +3.87)
and (19.86 £4.25) pmol - L™", respectively; the PTH levels were (322.45 +76.54) and (356.12 +87.65) pg - mL™",
respectively; the levels of B2 — MG were (14.56 +4.87) and (18.12 +5.45) mg - ™', respectively; the SP levels
were (82.45 £18.76) and (93.06 +20.45) pg + mL™", respectively; the levels of IL —6 were (7.56 +2.47) and
(10.12 +£2.45) pg - mL™", respectively; the levels of IL =31 were (52.45 +10.87) and (58.11 +12.45) pg - mL™',
respectively. Compared with control group, the above indicators in treatment group showed statistically significant
differences (all P <0.05). The main adverse drug reactions in treatment group were nausea in 3 cases, insomnia in
3 cases, dizziness in 1 case and constipation in 2 cases, while those in control group were nausea in 2 cases, insomnia
in 1 case, dizziness in 2 cases and constipation in 2 cases. The total incidence of adverse drug reactions in treatment
and control group were 15.00% and 11.66% , respectively, and there was no statistically significant difference

(P >0.05). Conclusion

phosphorus metabolism disorders, renal function and inflammatory response in Chinese patients with uremia, enhance

Nafurafine tablets can significantly improve the symptoms of skin pruritus, calcium and

the quality of life, and has good safety.

Key words: nafurafine tablet; uremia; itchy skin; real — world research; validity; safety
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Table 1 Comparison of general information in two groups(x %s)

Item Control (n=60) Treatment (n =60)
Sex ('male/female) 33/27 36/24
Age (year,x £s) 58.20 £12.45 57.79 £12. 65
Weight (kg,x +s) 50.45 +10.72 51.23 +8.98
BMI (kg +m™2,x+s) 21.20 £2.36 21.52 +2.64
HR (beat * min =",z +5) 85.78 £5.36 86.42 +6.03
SBP(mmHg,x + ) 138.74 £10. 45 139.27 £9.55
DBP( mmHg,x * 5) 87.88 +6. 14 88.03 +7.21
Dialysis age( year,x +s) 4.23 +2.11 4.76 £2.05
HN(yes/no) 52/8 48/12
DN(yes/no) 21/39 23/37
Chronic Nephritis( yes/no) 32/28 35/25
Hyperphosphatemia( yes/no) 36/24 34/26

BMI; Body mass index; HR: Heart rate; SBP: Systolic blood pressure;
DBP: Diastolic blood pressure; HN: Hypertensive nephropathy; DN
Diabetic nephropathy; Control group: Received conventional treatment;
Treatment group: On the basis of conventional treatment, nafurafine

hydrochloride orally disintegrated tablets were added for treatment.
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Wi 3 AR WAL R A R R E T )

REZH ( P <0.05 ) , JI_L];%:Z 6, Ttem Control(n =60) Treatment(n =60)

7 ?é.ﬂtﬂz{ﬁ Cured 0 5(8.33)
. . R . Markedly effective 16(26.67) 28 (46.67)
lﬁgﬁ?ﬂ%fg?‘i%x Eﬁ@ﬁ%”ﬁ%‘b 3 Wﬂi Effective 33(55.00) 24(40.00)

MR 3 ] Kzl ) AEAK 2 ], X BERZH D0 2 BRI Ineffective 11(18.33) 3(5.00)

1 5] s 2 ) AL 2 ], TG RN BRI Y 2ty Total effective 49(81.67) 37(95.00) °

RNE N &4 528 15.00% F1 11. 66% , {E 58112 Compared with control group, * P <0.05.
R2 2 YUBERIE AT R A LR (O v £s)

Table 2 Comparison of pruritus and quality of life between the two groups of patients ( points, x +s)

Control (n =60) Treatment(n =60)
Item
Before treatment After treatment Before treatment After treatment
5 - D itching scale 18.90 £2.74 8.12+3.22* 19.47 £3.79 5.81 3,29 *#
DLQI scale 18.23 £3.37 21.23 £2.45* 17.87 £2.98 24.56 £2.87**

DLQI : Dermatology life quality index ; Compared with before treatment in the same group, * P <0. 05 ;Compered with control group at the same time, *P <0. 05.

R3 2 HBHEHACHTENRI LR (mmol ,x +5)

Table 3 Comparison of calcium and phosphorus metabolism indicators between the two groups (mmol, x +s)

Control (n =60) Treatment(n =60)
Item
Before treatment After treatment Before treatment After treatment
Blood calcium 3.23 +0.45 2.65+0.37* 3.17 £0.42 2.43 (.43 **
Blood phosphorus 2.36 +0.33 1.50 £0.31 " 2.40 =0. 38 1.34+£0.26"*

Compared with before treatment in the same group, * P <0. 05 ; Compered with control group at the same time, *P <0. 05.

x4 2 HBHBUREAHKIEIRA L (2 £5)

Table 4 Comparison of renal function — related indicators between two groups (x £s)

Control (n =60) Treatment(n =60)
Ttem
Before treatment After treatment Before treatment After treatment
BUN( wmol - L") 25.34 £5.12 19.86 £4.25* 24.87 £4.98 17.76 £3. 87 **
PTH(pg * mL™") 456.23 +102. 45 356.12 £87.65 * 462.12 +98.76 322.45 +76.54 **
B2 -MG(mg - L°") 25.23 +6.12 18.12 5,45~ 24.87 £5.98 14.56 +4. 87 **

BUN :Blood urea nitrogen ; PTH ; Parathyroid hormone; 2 — MG : Beta — 2 microglobulin; Compared with before treatment in the same group, * P <0.05;

Compered with control group, *P <0. 05.

RS 2HBHERIEN TP (x £5)

Table 5 Comparison of inflammatory factor indicators between the two groups (x +s)

Control(n =60) Treatment(n =60)
Ttem
Before treatment After treatment Before treatment After treatment
SP( pg/mL) 125.34 £25.24 93.06 £20.45 " 128.76 +24.87 82.45 +18.76 **
IL -6 (pg/mL) 15.23 £3. 16 10. 12 £2. 45" 14.87 £2.98 7.56 £2.47 %
IL -31(pg/mL) 85.23 +15.52 58. 11 £12.45* 82.76 +14. 87 52.45 +10.87 **

SP . Substance P;IL -6 Interleukin — 6 ;IL — 31 : Interleukin — 31 ; Compared with before treatment in the same group, * P <0. 05 ; Compered with control group

at the same time, *P <0. 05.
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