
In a 72-week open label 
study in over 2,000 subjects, 

lerodalcibep, a
novel third generation, monthly 

dosed, anti-PCSK9 small
binding protein, and recently FDA 

approved, demonstrated 
consistent long-term efficacy, 

tolerability and a reassuring safety 
profile, consistent with the data in 
patients with or at very high and 

high risk for CVD or Familial 
Hypercholesterolemia previously 
treated with lerodalcibep in the 

base trials
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BACKGROUND

RESULTS

Subjects received monthly lerodalcibep 300 mg SC, 

dosed in clinic for 12 weeks, then home dosing and 3 

monthly clinic visits. Endpoints were LDL-C, other lipid 

and lipoprotein changes from original baseline at Week 

72, LDL-C guideline targets and safety. 

Lerodalcibep, a small binding protein PCSK9-inhibitor 

provided effective LDL-cholesterol (LDL-C) reduction 

with good safety in placebo or comparator-controlled 

phase 3 trials of 12-to-52-week duration. Participants 

completing a base trial were eligible for a 72-week open-

label extension (OLE) trial on lerodalcibep. 

Of 2246 subjects in the OLE, 2095 were in the 72-week 

protocol and 1933 of these (92.3%) completed 72 weeks 

of treatment. Mean age (range) was 61.8 (11-90) yrs, 

39% females, 80% white, 20% black/Asian, 71% with 

CVD, 33% diabetic, 30% FH, 88% on statin and 27% 

ezetimibe, with mean baseline LDL-C 121.6 mg/dL. LDL-

C response was rapid in subjects switched to 

lerodalcibep, and similar to lerodalcibep treated subjects 

in the base trials, with 58.5% and 69.7mg/dL reduction 

overall, through week 72 (Figure 1). Lerodalcibep was 

well tolerated, with no treatment related serious adverse 

events or other safety findings. Only 5 subjects (0.2%) 

withdrew from study drug due to injection site adverse 

events, the only adverse events considered related to 

lerodalcibep.

METHODS
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Long-term Efficacy and Safety of 
Lerodalcibep, a Novel Third Generation 
PCSK9 Inhibitor, in the Open-label 72-

week Extension Study of Subjects 
Completing the Phase 3 Studies

CONCLUSION

Treatment with lerodalcibep 300mg SC monthly for up to 72 weeks 

demonstrated consistent long-term efficacy and a reassuring safety 

profile, consistent with the data for the 1776 previously treated with 

lerodalcibep in the base trials.
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LDL-C reduction from Original 

Study Baseline to Week 72 

Adverse Event N (%) (n=2095)

Upper Respiratory Tract Infection 239 (11.4)

COVID-19 214 (10.2)

Urinary Tract Infection 207 (9.9)

Nasopharyngitis 206 (9.8)

Arthralgia 151 (7.2)

Injection site reaction 145 (6.9)

Influenza 111 (5.3)

Back Pain 109 (5.2)

Hypertension 102 (4.9)

Diarrhoea 81 (3.9)

Headache 80 (3.8)

Bronchitis 76 (3.6)

Table 2Table 1

Baseline Demographics Lipids, lipoproteins and PCSK9 

to Week 72 (ITT population)
Parameter Mean Percent Change  from 

baseline (95% CI) (n=1933)
LDL-C (Friedewald) -58.5 (-59.9, -57.1)

TC -32.8 (-33.7, -31.9)
Non-HDL-C -48.9 (-50.1, -47.7)

HDL-C +13.7 (+12.8, +14.6)
TG -5.9 (-7.8, -4.1)

VLDL-C -22.9 (-25.0, -20.9)
ApoB -43.5 (-44.6, -42.4)
Lp(a) -28.7 (-30.2, -27.2)

Free PCSK9 -65.8 (-85.3, -46.2)

Characteristic (n=2095) Value
Age , mean (range) years 61.8 (11-90)
Age over 65 / over 75  % 45.3 / 14.3

Male / Female % 60.9/ 39.1
BMI, mean kg/m2   (SD) 29.7 (5.1)

Baseline LDL-C mg/dL (SD) 121.6 (66.4)
Statin % 88.1

High Intensity statin % 57.4

Ezetimibe % 26.9
Diabetes History % 33.0

HeFH / HoFH % 27.8 / 1.8
Very High Risk for ASCVD % 84.8

All p < 0.0001

There were no other safety findings of note and the only adverse 

reactions considered related to lerodalcibep treatment are mild and 

moderate, transient injection sites adverse events.
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