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Pegmolesatide Injection

RQ



C231H344N72064S4A(C2H40)2n

45036.65N4000Da

1 ESA

1 0.5ml 2.0mg
2 1ml 4.0mg
3 15ml 6.0mg
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MedDRA

(N=115) (N=58)
(%) (%)
0 1(1.7)
0 1(1.7)
0 1(1.7)
2(1.7) 4(6.9)
0 1(1.7)
2(1.7) 0
2(1.7) 1(1.7)
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0 1(1.7)
1(0.9) 1(1.7)
1(0.9) 3(5.2)
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23.0 MedDRA
3 2.6% >3
1.7% 0.9%
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3 HS-20039-302 >1% CTCAE
>3 1-3



3.HS-20039-302 2 1% CTCAE=z 3

MedDRA (N=246) (N=124)
>3 =3
(%) (%) (%) (%)
14(5.7) 6(2.4) 4(3.2) 1(0.8)
QT 5(2.0) 1(0.4) 1(0.8) 0
1(0.4) 0 2(1.6) 0
12(4.9) 7(2.8) 8(6.5) 6(4.8)
2(0.8) 2(0.8) 1(0.8) 1(0.8)
6(2.4) 5(2.0) 7(5.6) 2(1.6)
1(0.4) 1(0.4) 0 0
23.0 MedDRA
1 0.4% 5 2.0%
2 2 1 1 0.4%
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6.4 12.1 41
>3 15.6
8.1 15 11 73.3% 14.4
24 37 30 81.1%
8.6
12.1 3 2 66.7% 27.9
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HS-20039-301
09% 1 3.4% 2
0.27 95%CIl 0.02~3.11 0 52% 3
5
6 HS-20039-302 24% 6
40% 5 0.47 95%CIl 0.14~1.59 1.2%
3 40% 5 0.28 95%CI 0.07~1.17
7 8
5. HS-20039-301 SS
(N=115) (N=58) HR 95%ClI 90%ClI
(%) (%)
1 1(0.9) 2 2(3.4) 0.27(0.02,3.11)  0.27(0.02,3.11)
1 1(0.9) 2 2(3.4) 0.27(0.02,3.11)  0.27(0.02,3.11)
0 0 0 0 - -
0 0 0 0 - -
Cox HR Hb
6. HS-20039-301 SS
(N=115) (N=58) HR 95%CI 90%ClI
(%) (%)
0 0 3 3(5.2) - -
0 0 3 3(5.2) - -
0 0 0 0 - -
Cox HR Hb



7. HS-20039-302

(N=246) (N=124) HR 95%CI 90%ClI
(%) (%)
9 6(2.4) 8 5(4.0) 0.47(0.14, 1.59) (0.17,1.31)
4 4(1.6) 4 4(3.2) 0.31(0.07, 1.46) (0.09, 1.14)
4 4(1.6) 2 2(1.6) 0.59(0.10,3.51)  (0.13, 2.63)
1 1(0.4) 2 2(1.6) 0.22(0.02,2.44)  (0.03, 1.66)
Cox HR Hb
8. HS-20039-302
(N=246) (N=124) HR 95%ClI 90%ClI

(%)
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CKD 0.08 mg/kg
4
EPO
CFU-E
CKD Hb Hb
28
HS-EPOP1
Tmax 25~32.5 h
mg/kg
CKD
CKD HS-EPOP2b
0.025 mg/kg 0.05 mg/kg  0.08 mg/kg T max
h  Cmax 49.6 ng/ml 127 ng/ml 175 ng/ml
0.025~0.08 mg/kg Cmax AUCo: AUCo.
4
CKD
CKD HS-EPOP2a
0.025mg/kg 0.05mg/kg 0.08 mg/kg Trmax
h  Crmax 53.3ng/ml 119 ng/ml 221 ng/ml
0.025~0.08 mg/kg Crax AUCo:  AUCo

6 mg

BFU-E

01.0g/dL

0.025~0.08

42.0~48.0

47.9~72.0



174 L

57.9% 21.7%
0.025~0.08 mg/kg

59.1~73.9h CKD twe 58.3~69.7 h
tue 61.6~74.9h
0.0918 L/h
65
20~70

HS-20039-301
CKD

2:1

BMI
Hb
Hb 8.902g/dL  8.969 g/dL

17~24 Hb

Vz/F

e

CKD

eGFR



FAS Hb 1.933+

1.156 g/dL 1.516+ 1.067 g/dL -
0.378+ 0.156g/dL  95%Cl 0.070~0.686 P=0.0163 95% Cl
-1.0 g/dL
9
9. Hb FAS
P
(N=115) (N=58)
N(Nmiss) 115(0) 58(0)
MeanNStd 8.902N1.005 8.969N1.077
M(Q1~Qs) 8.900(8.400~9.600) 9.200(8.300~9.700)
Min~Max 5.50~11.30 6.40~11.10
N(Nmiss) 115(0) 58(0)
MeanNStd 10.834N1.097 10.486N0.993
M(Q:~Qs)  10.880(10.180~11.570) 10.590(10.200~11.150)
Min~Max 6.90~13.33 7.78~11.90
N(Nmiss) 115(0) 58(0)
MeanNStd 1.933N1.156 1.516N1.067
M(Q1~Qs) 1.830(1.200~2.830) 1.590(0.770~2.100)
Min~Max -1.60~5.73 -1.13~3.83
LS MeanNSE 1.920N0.090 1.542N0.127 F=5.88 0.0163
95%ClI (1.742,2.098) (1.291,1.793)
0.378N0.156 -
95%ClI (0.070,0.686) -
Hb Hb
Hb > 1.0g/dL Hb
Hb Hb> 8.0 g/dL
Hb > 1.0 g/dL Hb> 10.0 g/dL Hb<8.0 g/dL
Hb > 2.0g/dL
HS-20039-302 "
CKD 67.6%

32.4%

2:1



BMI

CKD Hb
Hb 11.11 g/dL
17~24  Hb 4 2 0
FAS
Hb 0.076 g/dL  -0.224 g/dL -
0.29740.090 g/dL  95% CI 0.119~0.475 P=0.0011 PPS
Hb 0.069 g/dL -0.223 g/dL
- 0.28840.092 g/dL  95% CI 0.107~0.468
P=0.0018 95% ClI -1.0g/dL
PPS
Hb 0.013 g/dL  -0.171 g/dL
- 0.173N0.114 g/dL  95% Cl -0.051~0.397 P=0.1299
Hb 0.186 g/dL
-0.327 g/dL - 0.520N0.153 g/dL  95% ClI

0.216~0.823 P=0.0009

10 11

10. Hb

HS-20039
(N=246)

FAS

(N=124)



HS-20039

P
(N=246) (N=124)
0.297N0.090 -
95%Cl (0.119,0.475) -
11. Hb PPS
P
(N=233) (N=114)
N(Nmiss) 233(0) 114(0)
MeanNStd 11.136N0.738 11.143N0.688
M(Q:~Qs)  11.170(10.570~11.730) 11.170(10.670~11.630)
Min~Max 8.27~12.83 9.63~13.00
N(Nmiss) 233(0) 114(0)
MeanNStd 11.205N0.855 10.920N0.780
M(Q:~Qs)  11.300(10.650~11.780) 10.780(10.330~11.530)
Min~Max 6.57~13.00 9.08~13.68
N(Nmiss) 233(0) 114(0)
MeanNStd 0.069N0.924 -0.223N0.973
M(Q1~Q3) 0.110(-0.640~0.650)  -0.305(-0.920~0.380)
Min~Max -2.20~2.88 -2.40~2.51
LS MeanNSE 0.068N0.055 -0.219N0.077 F=9.85 0.0018
95%Cl (-0.040,0.176) (-0.370,-0.068)
0.288N0.092 -
95%Cl (0.107,0.468) -
FAS 60.57% 54.84%
A Hb +.0 g/dL P=0.2943 64.23%
66.13% Hb 10.0~12.0 g/dL P=0.7289
PPS 63.95% 59.65% A Hb
+1.0 g/dL P=0.4456 67.81% 71.93%
Hb 10.0~12.0 g/dL P=0.4532
2 PEG EPO

EPO

EPO



Ames

1 0.1 0.5 5mg/kg 4
2 10
6 GD6 GD14 0.5 5mglkg
5mg/kg NOAEL
0.5mg/kg 6mg/ 0.8
NOAEL 0.1mg/kg 6mg/ 0.16
GD6 GD10 GD15 5 50 100mg/kg GD20
05mg/kg 6mg/ 8 ;
GD6 GD11 GD16 0.01 0.05 0.256mg/kg GD28
60.01mg/kg - NOAEL
0.25mg/kg 6mg/ 0.8
0.08mg/kg 3.6 AUC
15 F1 21 0.5 3 15mg/kg 5
1 5  15mg/kg 3 3/28 16-19
/ > 0.5mg/kg F1
F1
/ NOAEL 3mg/kg 6mg/ 4.8
F1 NOAEL 0.5mg/kg
< 17.22% < 12.18% 6mg/ 0.8

Tg.rasH2



0.08mg/kg 50 AUC
SD 3 1 2 1mg/kg
34%~80%
7%~11% 3%~20%
2.86%~14.29% 494% 8.64% 6.67%-
10.12% 51 0.08mg/kg
4-5 AUC
2 8
1 7/
24
YBH09582023
1 0.5ml 2.0mg H20230019 2 1ml 4.0mg H20230020
3 15ml 6.0mg H20230021
5
222069
4008285227 9 00-17 00
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