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+ Last observation carried forward (LOCF) was used to impute missing data for CfB in DLQI
(Week 16 and Week 48) and WPAI (Week 16); nonresponse imputation was used for
DLQI MCID and DLQI 0/1; CfB in WPAI at Week 48 was based on observed cases

+ Week 16 PASI 50 nonresponders had Week 16 values carried forward to Week 48; all
other missing data during the Maintenance Period were imputed using LOCF except for
categorical endpoint data which were imputed as nonresponders

RESULTS

Patient Di; ition, D ics, and Baseline Cl istics

+ In CIMPASI-IICIMPASI-2, 8887 patients were randomized to CZP 400 mg Q2W, 9591 to
CZP 200 mg Q2W, and 51149 to placebo (Figure 2)

« In both studies, at least 90% of patients in each treatment arm completed Week 16
* CIMPASI-1 (NCT02326298) and CIMPASI-2 (NCT02326272) are ongoing phase 3 trials (Figure 2)

« Psoriasis affects ~3% of adults in the US and ~2-6% in Europe,' and most patients develop
the disease in the third decade of fe!

« The correlation between psoriasis and reduced quality of ife has been well-documented,*”
with more severe forms of the disease associated with greater reduction in quality of life®

« Psoriasis is negatively correlated with work productivity, and patients with more severe
disease experience increased productivity loss*"*

+ Certolizumab pegol (CZP) is the only PEGylated, Fo-free, anti-tumor necrosis factor (TNF)
biologic currently under development for the treatment of moderate-to-severe chronic
plaque psoriasis and has demonstrated efficacy and safety in previous psoriasis trials™*2

Patient-Reported Outcomes
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+ At Week 16, mean CfB in DLQI demonstrated greater improvement for both
CZP 400 mg Q2W and 200 mg Q2W vs placebo (Figure 3)

 Improvement was maintained with both CZP 400 mg Q2W and 200 mg Q2W at Week 48
(Figure 3)

Figure 3. DLQI Mean Scores at Baseline, Week 16, and
Week 48

Figure 6. Change From Baseline in WPAI Domain Scores at
Week 16
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(PASI) 50 responders (250% reduction in PASI) continued to receive their initial
blinded treatment

Placebo-treated Week 16 PASI 75 responders (275% reduction in PAS) continued
blinded placebo treatment; PASI 50-75 responders (250% but <75% reduction in PASI)
received CZP 200 mg Q2W (following 400 mg loading dose at Weeks 16, 18, 20)
Week 16 PASI 50 nonresponders entered the Escape Am and
CZP 400 mg Q2W

+ PASI 50 nonresponders at Week 32, 40, or 48 were withdrawn from the study
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Figure 1. Study Design
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pasisors | Table 1. Patient Demographics and Baseline Disease
Characteristics

CIMPASI-1 CIMPASI2

CZP 400 mg Q2W

Rendaiaton Demographics

Wk 0 2 4 T ] Age (years) mean£SD | 479:128 | 44531131 | 4362121 | 433+ 145 4675133 4642135
€25, certoizumab pegot: LD, CZP 400 m lodingdose at Weeks 0,2 and 4 or Wesks 16, 18, and 20
PASISD, A5 5075, 2507 bu 751
PASITS,275% foductionn PASI, G2W,evry 2 weeks Male, n (%) 35(@86) | 67(05) | 60(@82) | 26(83Y | (@7 | 4394
Patients White, n (%) 45(882) | 87(916) | 79(898) | 44(898) | 86(345) | 81(931)

+ Eligible patients were 218 years of age and had moderate-to-severe psoriasis for 26 months
(PASI 212, affected body surface area [BSA] 210%, physician's global assessment
[PGA; 5-point scale] 23)

Geographic region, n (%)

North America H(E10) | 496160 | A5EL) | 30 | 61670 | 61001
25000 | 4oWs4)  4389) | 14@8S) | N[O | 26@99

« Patients had to be candidates for systemic psoriasis therapy, phototherapy, andior

photochemotherapy 9521195 9261210 022%217 | 8712264 | 9782256 918217

Weight (kg), mean  SD

« Patients were excluded if they had previous treatment with CZP or with >2 biologics
(including anti-TNF); had history of primary failure to any biologic or secondary failure to
>1 biologic; had erythrodermic, guttate, or generalized pustular psoriasis types; or had
history of current, chronic, or recurrent viral, bacterial, or fungal infections

BMI (kgim?), mean £ SD. 22468 | 311473 | 307467 | 02280  28+83 317489

Baseline Disease Characteristics
Quality of Life and Work Productivity Assessments

+ Mean change from Baseline (CfB) in Dermatology Life Quality Index (DLQI) at Week 16
(secondary endpoint) and Week 48 were assessed

Duration of psoriasis at
screening (years), mean £ D

185+129 | 1664123 | 1842129 | 1542122 1882135 1862124

+ DLQI minimal inically important difference (MCID; 24-point improvement") responder Concurrent PsA
rate, DLQI 0/1 (absolute score s1) responder rate, and CfB in Work Productivity and Activity (sol-roported),n ()
Impairment Questionnaire-Specific Health Problem (WPAI) at Week 16 and Week 48 were
also assessed

478 | f0(05) | 15(70) | 9(84) & 242 | 26@99)

PASI score, mean £ SD 198275 | 201:82 | 196279 | 173253 184159 195267

+ Negative CfB values for DLQI and WPAI signify improvement
BSAaffected (%), mean £5D | 2612161 | 2541169 | 2412168 | 200205 | 2142122 | 2312116
Statistical Analysis

« Efficacy analyses were performed on the Randomized Set (all randomized patients)

Prior biologic use,’ (%) 15204 | 30@16) | 200 | 4Ess | 2052 | @)
LTNE 10096 | 1900 1793 | 9(8a | 202 3
« Inferential statistics for CfB in DLQI at Week 16 were based on an analysis of covariance aniiL17 3(59) | 8(84) | 4(45) | 2041  8(88) | 4(48)

(ANCOVA) model with treatment group, region, and prior biologic exposure (yesino) as
factors and Baseline DLQI score as a covariate; a similar ANCOVA model (substituting
Baseline DLQI with Baseline WPAI score as a covariate) was used to calculate inferential
statistics for CfB in WPAI at Week 16

DLAI, mean + SD 139483 | 133474 | 131465 | 129473 | 152472 | #2472

WPAI domain scores,

. mean £ SO
Mean CfB values are reported for continuous variables, and percentages are reported for eantso s2era | 2307 |s2etea| 25270 | 02224 | 18248
responder variables Presentceism 2192255 | 1932256 | 203+250 | 153+ 174 | 2004258 | 188198

Work productiviy loss
Work activiy impairment

252281 | 206269 2442281 | 168+ 190 | 259:315 | 1932204
« Last observation carried forward (LOCF) was used to impute missing data for CfB in DLQI 2882251 292280 396+288 | 310266 3682327 336289
(Week 16 and Week 48) and WPAI (Week 16); nonresponse imputation was used for
DLQI MCID and DLQI 0/1; CfB in WPAI at Week 48 was based on observed cases oy 4
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+ Week 16 PASI 50 nonresponders had Week 16 values carried forward to Week 48; all
other missing data during the Maintenance Period were imputed using LOCF except for
categorical endpoint data which were imputed as nonresponders.
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+ DLQI MCID responder rates were greater at Week 16 for CZP 400 mg Q2W and
200 mg Q2W vs placebo (Figure 4)

+ Improvement was maintained for CZP 400 mg Q2W and 200 mg Q2W at Week 48
(Figure 4)

Figure 4. DLQI Minimal Clinically Important Difference®
Responder Rates Through Week 48
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+ DLQI 0/1 responder rates were also greater at Week 16 for CZP 400 mg Q2W and
200 mg Q2W vs placebo (Figure 5)
+ The rates were maintained for CZP 400 mg Q2W and 200 mg Q2W at Week 48 (Figure 5)

Figure 5. DLQI 0/1 Responder Rates Through Week 48
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CONCLUSIONS

« Treatment with CZP 400 mg Q2W or CZP 200 mg Q2W was
associated with significant, clinically meaningful improvements
in quality of life (DLQI) and work productivity (WPAI) versus
placebo at Week 16

« Improvements in quality of life and work productivity were
maintained through Week 48 with continued CZP 400 mg Q2W
or CZP 200 mg Q2W treatment

« For most measures, improvements were numerically greater in
patients receiving CZP 400 mg Q2W than in those receiving
CZP 200 mg Q2W
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WPAI

+ Greater CfB to Week 16 was observed with both CZP doses compared with placebo in
WPAI presenteeism (reduced work effectiveness), work productivity loss, and activity
impairment domains (Figure 6)

+ WPAI improvements for both CZP doses were maintained at Week 48 among completers
(Figure 7)
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