
Lerodalcibep, a novel, monthly 

dosed, small binding protein 

PCSK9 inhibitor, achieved 

mean LDL-C reductions > 65%,  
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BACKGROUND

RESULTS

A randomized, 12-week double blind, placebo (PBO)controlled phase 3 

trial, conducted at 29 sites in China. Eligible subjects were randomized 

2:1 (HST101 300 mg or PBO) to QM subcutaneous injections.          

Co-primary end points were % change from baseline in LDL-C at week 

12 and the mean of weeks 10/12.

Lerodalcibep (HST101), a monthly (QM) small binding protein, 3rd-

generation PCSK9 inhibitor, demonstrated effective LDL-C reductions in 

global clinical trials outside China. We evaluated the efficacy and safety of 

HST101 in Chinese patients with, or at very-high or high risk for, ASCVD, 

on statin therapy requiring additional LDL-C reduction.

Of 213 randomized participants, mean (range) age 60 (38-83) years, 

71% male, 89% at very high ASCVD risk, mean (SD) baseline LDL-C on 

statin 102 (42.8) mg/dL (Table 1), 206 (96.7%) completed the trial.

Mean (SE) % changes in LDL-C, other lipids and free PCSK9 are shown 

in Table 2. and changes at each visit are shown in Figure 1. PBO 

adjusted LDL-C reductions from baseline was 65.9% (8.74%) at week 

12, and 67.0% (8.17%) for the mean of weeks 10 and 12. 

Over 94% of participants on HST101 achieved both Chinese lipid 

management guideline LDL-C targets during the trial (Figure 2).

Treatment-emergent adverse events were generally similar between 

HST101 and PBO, except for mild or moderate injection site reactions 

7% on HST101.

METHODS

FIGURE 1 FIGURE 2

Proportion of patients achieving LDL-C 

targets recommended in 2023 Chinese 

Lipid Management Guidelines at any visit.
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Placebo Lerodalcibep

LS mean % change from baseline

CONCLUSION

Lerodalcibep/HST101, 300mg QM reduced mean PBO adjusted LDL-C >65% in 

Chinese patients with a favorable tolerability and safety profile. Over 90% of 

patients achieved target goal. These results support the use of lerodalcibep in 

Chinese patients not achieving adequate LDL-C reduction with statins alone.

Percent Changes from baseline in LDL-

C, other lipid, apolipoproteins and serum 

free PCSK9 at week 12

TABLE 1 TABLE 2

Baseline patient demographics, 

characteristics and lipids

Variable
Placebo, % 

change

Lerodalcibep, 

% change

PBO-adjusted 

% change 
P value

LDL-C ( Friedewald)

ITT analysis, No. 67 133

Week 12, LS mean (SE)

[95% CI]
-2.7 (2.83) -69.4 (8.45)

-65.9 (8.74)

[-83.0, -48.8]
< 0.0001

Mean week 10/12, LS mean (SE)

[95% CI]
-5.7 (2.51) -73.5 (7.94)

-67.0 (8.17)

[-83.1, -51.0]
< 0.0001

mITT analysis, No. 67 133

Week 12, LS mean (SE)

[95% CI]
-2.7 (2.83) -69.4 (8.45)

-67.2 (8.92)

[-84.67, -49.70]
< 0.0001

Mean week 10/12, LS mean (SE)

[95% CI]
-5.7 (2.51) -73.5 (7.94)

-68.3 (8.34)

[-84.67, -51.98]
< 0.0001

PP analysis, No. 62 128

Week 12, LS mean (SE)

[95% CI]
-3.6 (2.85) -70.6 (8.72)

-67.0 (9.19)

[-85.20, -48.88]
< 0.0001

Mean week 10/12, LS mean (SE)

[95% CI]
-6.0 (2.54) -74.5 (8.21)

-68.6 (8.61)

[-85.46, -51.72]
< 0.0001

LDL-C ultracentrifugation, ITT 

analysis
67 133

Week 12, LS mean (SE)

[95% CI]
-3.3 (2.51) -72.2 (3.14)

-67.5 (4.09)

[-75.5, -59.5]
< 0.0001

Other lipid and apolipoprotein percent changes: week 12 ITT analysis

Non-HDL-C, LS mean(SE) 

[95% CI]
-2.0 (2.42) -64.6 (2.24)

-61.6 (3.37)

[-68.17, -54.95]
< 0.0001

Apo B, LS mean(SE) 

[95% CI]
0.3 (1.84) -57.4 (1.77)

-56.4 (2.68)

[-61.63, -51.13]
< 0.0001

Lp (a) , LS mean(SE) 

[95% CI]
13.3 (6.44) -43.0 (2.22)

-56.0 (11.04)

[-77.63, -34.32]
< 0.0001

Free PCSK9, LS mean(SE) 

[95% CI]
0.7 (3.60) -86.7 (2.66)

-84.6 (4.74)

[-93.88, -75.28]
< 0.0001

Parameters
Placebo

(N=71)

Lerodalcibep

(N=142)

Age, mean (range), years 60.0 (38-83) 59.8 (40-79)

Sex, male, n (%) 49 (69.0) 102 (71.8)

BMI, mean, kg/m2 26.4 (18.2-32.6) 26.0 (18.2-35.0)

Heterozygous FH, % 32.4 31.7

Diabetes, % 38.0 40.8

Concomitant medication

Statin, % 100 100

Moderate intensity statin 94.4 97.2

High intensity statin 5.6 2.1

Cholesterol Absorption inhibitor, % 35.2 39.4

Lipid parameters at baseline* n = 69 n = 137

LDL-C ( Friedewald), mean (SD), mg/dL 95.7 (32.69) 105.3 (46.82)

TC, mean (SD), mg/dL 171.0 (37.84) 177.7 (51.17)

HDL-C, mean (SD), mg/dL 46.8 (13.11) 47.0 (11.58)

Non-HDL-C, mean (SD), mg/dL 124.3 (37.12) 130.8 (51.88)

TG, mean (SD), mg/dL 150.2 (122.52) 127.0 (55.24)

APO-B, mean (SD), mg/dL 85.2 (20.96) 90.1 (29.06)

Lp(a) level, mean (SD), nmol/L 83.2 (104.01) 88.9 (112.24)

Serum free PCSK9, mean (SD), μg/L* 268.9 (75.99) 269.4 (108.15)

*Serum sample data from 7 participants were not included in the analysis, including 2 participants from the placebo 

group and 5 participants from the lerodalcibep group;
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