Long-term Efficacy and Safety of
Lerodalcibep, a Novel Third Generation
PCSKO9 Inhibitor, in the Open-label 72-

week Extension Study of Subjects
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completing a base trial were eligible for a 72-week open-
label extension (OLE) trial on lerodalcibep.

Very High Risk for ASCVD % 84.8 85.3,-46.2

Baseline @ | = Week72

Clinicaltrials.gov NCT04798430

BACKGROUND

LDL-C MEAN % CHANGE

Table 3

Most Common Adverse Events.

patients with or at very high and
high risk for CVD or Familial zo 1y
dosed n cinc fo 12 weeks, then home dosing and 3 Hypercholesterolemia previously e seen

METHODS

: : _ Arthralgia 151 (7.2)
monthly clinic visits. Endpoints were LDL-C, other lipid

(
(

and lipoprotein chaﬁges from original baseli,ne at Week treated Wlth Ie rOd a I CI be p |n the mjeCﬁTnnflzi:zr:aCtion 1411? ﬁ?ii
(

72, LDL-C guideline targets and safety. b t . I HBaCk Pain 132 (j;;
ypertension :

a S e rl a S Diarrhoea 81 (3.9)

RESULTS Headache 80 (3.8)

Bronchitis 76 (3.6)

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 LIB
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

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.

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
For more information go to lerodalcibep in the base trials.
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