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BACKGROUND

METHODS ‘

OBJECTIVE SUMMARY

e To assess the durability of the initial clinical response to

certolizumab pegol in patients with moderate to severe _
plaque psoriasis over 48 weeks in phase 3 trials. Week 16 PASI 75 responders Week 16 PASI 90 responders Certolizumab

Plague psoriasis (PSO) is an immune-mediated, inflammatory disease.

Treatment options include topicals, phototherapy or systemic
medications (including biologics). However, loss of response can
occur over time.!

Certolizumab pegol (CZP) is a unique Fc-free, PEGylated, anti-
tumor necrosis factor biologic, approved by both the FDA and EMA
for the treatment of moderate to severe PSO.%?

CZP 200 mg CZP 400 mg CZP 200 mg

After 48 weeks of treatment with certolizumab pegol...

CZP 400 mgq pegol

In phase 3 trials, CZP has demonstrated significant improvements in still reported still reported still reported still reported

the signs and symptoms of PSO, and a safety profile consistent with PAS| 75 PAS| 75 PAS| 90 PAS| 90

the class.*>

We assessed durability of the initial Week 16 response to CZP over a These data show that CZP provides an effective, long-term treatment

further 32 weeks of treatment.

option for patients with moderate to severe psoriasis.

Statistical Analyses

e Patients who did not achieve PASI 50 (>50% reduction) at Week 32
or later were treated as non-responders at subsequent time points.

e Missing data and patients withdrawn during Weeks 16-48 were
Imputed using multiple imputation (Markov Chain Monte Carlo
[MCMC] method).

e Sensitivity analyses were conducted using non-responder
imputation (NRI) for all missing data.

RESULTS

» 173 patients receiving CZP 200 mg every two weeks (Q2W) and 180
patients receiving CZP 400 mg Q2W achieved a PASI 75 response
at Week 16 and entered the maintenance period. Patient baseline
characteristics are shown in Table 1.

o Of patients who achieved a Week 16 PASI 75 response:

— A high proportion achieved PASI 75 at Week 48 (Figure 2A)

e The proportion of patients who also demonstrated a PASI 90
response was maintained or further increased to Week 48
(Figure 2B).

e PASI 90 responder rates for Week 16 PASI 90 responders remained
high to Week 48 (Figure 3).

Study Design . . . .
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o Data were pooled from three ongoing CZP phase 3 trials in adults
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with PSO: CIMPASI-1 (NCT02326298), CIMPASI-2 (NCT02326272) A) PASI| 75 B) PASI 90
and CIMPACT (NCT02346240) (Figure 1).
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« PASI 75 and PASI 90 (>907% reduction) responder rates were Week 48 MCMC, % 86.1 ; 98.0 Week 48 MCMC, % 64.7 ; /74 Week 48 MCMC, % 80.1 ; 89.0
assessed through Weeks 16-48 in patients who achieved PASI /75 ce NRI % 79 2 : 917 ce NRI % 60.1 : 73 3 ce NRI % 750 : 84 5
at Week 16. | | |

« PASI 90 responder rates were additionally assessed through Weeks MCMC imputation. 2CZP 200 mg Q2W patients received loading dose of C/ZP 400 mg at Weeks O, 2 and 4. CZP: certolizumab pegol; MCMC: Markov Chain Monte Carlo; NRI: non-responder imputation; PASI: Psoriasis Area Severity Index; Q2W: every two weeks.

16—-48 in patients who achieved PASI 90 at Week 16. \ /
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Figure 1. Study design for CZP in PSO phase 3 trials Table 1. Demographics and baseline CONCLUSIONS
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