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Statements in this presentation about future expectations, plans and prospects, as well as any other statements regarding 

matters that are not historical facts, may constitute “forward-looking statements” within the meaning of The Private 

Securities Litigation Reform Act of 1995. These statements include, but are not limited to, statements regarding plans to 

submit applications for regulatory approval for the treatment of patients with C3G and IC-MPGN. The words “anticipate,” 

“believe,” “continue,” “could,” “estimate,” “expect,” “intend,” “may,” “plan,” “potential,” “predict,” “project,” “should,” “ target,” 

“will,” “would” and similar expressions are intended to identify forward-looking statements, although not all forward-looking 

statements contain these identifying words. Actual results may differ materially from those indicated by such forward -

looking statements as a result of various important factors, including  whether systemic pegcetacoplan will receive approval 

for those indications from the FDA or equivalent foreign regulatory agencies when expected or at all; and any other factors 

discussed in the “Risk Factors” section of Apellis’ Annual Report on Form 10-K with the Securities and Exchange 

Commission on February 27, 2024 and the risks described in other filings that Apellis may make with the Securities and 

Exchange Commission. Any forward-looking statements contained in this presentations speak only as of the date hereof, 

and Apellis specifically disclaims any obligation to update any forward-looking statement, whether as a result of new 

information, future events or otherwise

Forward-looking Statements 
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Groundbreaking Phase 3 topline results in C3G and IC-MPGN

✓ Met primary endpoint, with 68% reduction 

in proteinuria vs placebo (p<0.0001)

✓ Positive results consistent across all 

subgroups

✓ Favorable safety, consistent with 

established profile

✓ Plan to submit data for regulatory 

approvals in US and EU

✓ ~5,000 people with C3G/IC-MPGN in U.S.1

Chase

Living with C3G

1. Based on moderate & severe patient population. C3G: ClearView Analysis using physician and literature consensus
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1Subjects entering VALE, the planned long-term extension study, will not complete the follow-up period.

Phase 3 VALIANT study design

Group 1 + 2 (n=124)

Pegcetacoplan + 

SOC

Group 1 (n=62)

Pegcetacoplan + SOC

Group 2 (n=62)

Placebo + SOC

Standard of 

Care (SOC)
(n=124)

Screening

SC infusion, twice weekly

Randomized, double-blind 

placebo-controlled period

Wash 

Out

Population: Patients 12 

years+ with C3G or primary 

IC-MPGN pre- and post-

transplant and evidence of 

active renal disease.

Primary endpoint: Log-

transformed ratio of urine 

protein-to-creatinine ratio 

(uPCR) at Week 26 vs. 

baseline.

Secondary endpoints:

Change in kidney function 

measured by eGFR.

Reduction in C3 staining.

VALE 

extension 

study

Up to 10 weeks 26 weeks

Primary endpoint

readout

Open-label period

26 weeks

Follow-up1

8 weeks

SC infusion, twice weekly
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Pegcetacoplan treatment achieves 68% (p<0.0001) relative reduction in 

proteinuria vs placebo at Week 26

Pegcetacoplan
(N=63)

-67.3%
(95% CI -74.9%, -57.5%) 

Placebo
(N=61)

3.2%
(95% CI -8.3%, 16.2%) 
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68.3% (p<0.0001)
Relative percent reduction 

between pegcetacoplan and 

placebo at Week 26 
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Positive effects consistent across subgroups: C3G and IC-MPGN

Pegcetacoplan
(N=51)

-65.3%
(95% CI -73%, -55.3%) 

Placebo
(N=45)

2.0%
(95% CI -11.3%, 17.3%) 
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Pegcetacoplan
(N=12)

Placebo
(N=16)

-73.7%
(95% CI -88.5%, -40%) 

3.6%
(95% CI -16.7%, 28.9%) 

C3G (N=96) IC-MPGN (N=28)

74.7% (p=0.0015)

Relative percent reduction between pegcetacoplan 

and placebo at Week 26

65.9% (p<0.0001)

Relative percent reduction between 

pegcetacoplan and placebo at Week 26
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Positive effects consistent across subgroups: adolescent and adult

-80

-70

-60

-50

-40

-30

-20

-10

0

10 Pegcetacoplan
(N=28)

-73.6%
(95% CI -83.1%, -58.6%) 

Placebo
(N=27)

4.1%
(95% CI -12.2%, 23.4%) 
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10 Pegcetacoplan
(N=35)

Placebo
(N=34)

-61.5%
(95% CI -71.6%, -47.8%) 

3.2%
(95% CI -11.2%, 20.0%) 

Adolescent (N=55) Adult (N=69)

74.6% (p<0.0001) 

Relative percent reduction between pegcetacoplan 

and placebo at Week 26

62.7% (p<0.0001)

Relative percent reduction between pegcetacoplan 

and placebo at Week 26
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Positive effects consistent across subgroups: native kidney and transplant

Pegcetacoplan
(N=58)

-68%
(95% CI -75.8%, -57.6%) 

Placebo
(N=57)

- 0.9%
(95% CI -12%, 11.7%) 
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Pegcetacoplan
(N=5)

Placebo
(N=4)

-49.5%
(95% CI -68.5%, -18.9%) 

45.1%
(95% CI -24.6%, 179.4%) 

Nontransplant (N=115) Transplant (N=9)

67.7% (p<0.0001)

Relative percent reduction between pegcetacoplan 

and placebo at Week 26

65.2% (p=0.0228)

Relative percent reduction between pegcetacoplan 

and placebo at Week 26
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Secondary Endpoint Results

Proportion of patients who meet criteria for achieving a 

composite renal endpoint1
Statistically significant (p<0.0001)

Proportion of participants with a reduction of ≥50% from 

baseline in uPCR
Statistically significant (p<0.0001)

Change from baseline in the activity score of the C3G 

histologic index score2 Not met, numerical improvement (p=0.2753)

The proportion of participants with evaluable renal 

biopsies showing decreases in C3c staining on renal 

biopsy from baseline2

Nominally significant (p<0.0001)

Change from baseline in eGFR Nominally significant (p=0.0322)

Secondary endpoints all favor pegcetacoplan treatment

1. Defined as stable or improved eGFR compared to the baseline visit (≤15% reduction in eGFR), and a ≥50% reduction in uPCR compared to the baseline visit

2. Activity score and C3c staining endpoints are only assessed for adult patients with evaluable biopsies.
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• Pegcetacoplan was well tolerated in patients with C3G and IC-MPGN

• Rates of adverse events (AEs), serious AEs and AEs leading to study 

drug discontinuation were similar between the pegcetacoplan and 

placebo groups

• No cases of meningitis or serious infections attributed to encapsulated 

bacteria

Favorable safety and tolerability, consistent with established profile



Andrew Bomback, M.D. 

Principal investigator for the VALIANT 

study and Director of Clinical Research, 

Division of Nephrology at Columbia 

University Medical Center
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Groundbreaking Phase 3 topline results in C3G and IC-MPGN

✓ Met primary endpoint, with 68% reduction 

in proteinuria vs placebo (p<0.0001)

✓ Positive results consistent across all 

subgroups

✓ Favorable safety, consistent with 

established profile

✓ Plan to submit data for regulatory 

approvals in US and EU

✓ ~5,000 people with C3G/IC-MPGN in U.S.1

Chase

Living with C3G

1. Based on moderate & severe patient population. C3G: ClearView Analysis using physician and literature consensus
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