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total of 995 patients. - o There were 7 deaths, 2 of which were assessed by the

Dose .adjustments were permitted during the open-label periods of all three studies, and were either mandatory orlat the discretion of the investigator. Data ;ollected during tregtment with CZP 400 mg Q4W in CIMPACT were summarized under the CZP 200 mg Q2W treatment group. . .
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METHODS Table 1. Pooled demographics and baseline characteristics for patients who received >1 dose CZP through * The IRs of serious infections and malignancies were low,
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received >1 dose of CZP during the 144 weeks of the Age, years, mean + SO 456 4132 457 4131 4534131 (Table 4).
CIMPASI-1 (NCT02326298), CIMPASI-2 (N(PTOZ_SZ6272), g/\;lle,kg/(:ﬁ)z I ggi(isg 431;26(6+4.781) 34(.;912(J6r7.62)7 . There were no reports of serious skin disorders or
or CIMPACT (NCT02346240) phase 3 studies (Figure 1). PSO disease duration, years, mean + SD 182+ 125 182 +12.4 184 +12.6 hypersensitivity reactions, and no cases of lupus or
e Only 11 placebo-randomized patients continued on _PASI. mean + SD 202178 ! 202177 ! 20.1 +78 lupus-like events.
Prior treatments
placebo after Week 16; placebo data are presented Biologic therapy, n (%) 299 (30.1) 220 (30.2) 221 (30.2)
to Week 16 Only Anti-TNF 123 (12.4) | 88 (12.1) | 94 (12.9)
Anti-1L-17 149 (15.0) : 106 (14.6) : 109 (14.9)
e Patient inclusion criteria: Anti-IL-12/IL-23 49 (4.9) 43 (5.9) 30 (4.1)
. . Systemic therapy for PSO, n (%) 714 (71.8) i 532 (73.1) i 529 (72.4) CO N C LU S I O N S
Z 18 yea rS Of a g e Wlth PSO fo r Z 6 m O nths, aPatients who received both CZP 200 mg Q2W and CZP 400 mg Q2W are only included once in the population count for the ‘All CZP" group; °CZP 200 mg Q2W patients received a loading dose of CZP 400 mg at Weeks O, 2, and 4 or Weeks 16, 18, and 20. BMI: body mass index;
: : : . CZP: certolizumab pegol; IL: interleukin; PASI: Psoriasis Area Severity Index; PSO: psoriasis; Q2W: every two weeks; SD: standard deviation; TNF. tumor necrosis factor. . . "
— Psoriasis Area and Severity Index (PASI) >12; B —— ’ : - t B t e No new safety signals were identified compared to
— >10% body surface area (BSA) affected; Table 2. Overview of TEAEs in CZP-treated patients to Week 144 previous studies in CZP.
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— Candidates for systemic PSO therapy, phototherapy i R(95%Cl) | n i R(95%C) | . IR(95%CI) e The safety profiles of the two CZP doses were similar.
Total TEAEs 847 (85.1) . 1449 (135.3,155.0) . 563 (77.3) . 158.3(1455,1719) . 557 (76.2) . 1341(123.2,145.7)
and/or photochemotherapy. Total Serious TEAES 154 (15.5) . 75(64,88 82 (11.3) . 87(69,108) 76 (10.4) . 67(52.83)
' ' P : ' TEAESs leading to discontinuation 88 (8.8) 4.0 (3.2,4.9) 48 (6.6) 4.7 (3.5, 6.3) 41 (5.6) 4 (2.5, 4.6)
* E?(ClUS!On Crlterla' preVIOUS treat_ment Wlth CZP Of >2 Severe TEAEs 132 (13.3) 6.3(5.3,75) 70 (9.6) 7.2 (5.6,9.1) 66 (9.0) 57 4.4,72)
biologics; previous treatment with etanercept (ETN) TEAEs leading to death 7 (07) . 03(0L4,06) | 3(0.4) . 03(0109 4(0.5) | 3(0.1,0.8)
(C I M PACT on ly)' treatme nt Wlth ETN W|th | N th e ﬁ rSt 12 *Patients who received both CZP 200 mg Q2W and CZP 400 mg Q2W are only included once in the population count for the ‘All CZP* group;.bCZPIZOO mg Q2W patients received a loading dose of CZP 400 mg at Weeks 0, 2, and 4 or Weeks 16, 18, and 20; “One case each of acute R
myo;ard|al infarction, cardiac arrest (due to .llver faﬂure anq vaso.dllatorylshock |.n asspaahoh with hemorr.hagllc pancreatic n-ecr<.35|s),‘ pneumoma Leg/omel[a, cirrnosis a-lcoholfc, chronic obstructive pulmonary disease, craniocerebral injury, and multiple injuries, the first two of which were efe re nces
WeekS Of e n I’Olme nt (CI M PAS' _ 1 a nd CI M PAS' _ 2 O n ly)’ considered related to the study drug by the investigator. Cl: confidence interval; CZP: certolizumab pegol; IR: incidence rate; PY: patient-years; Q2W: every two weeks: TEAE: treatment-emergent adverse event. 1 Certolizumab Pegol Prescribing Information. Available at www.accessdata_fda_gov/scripts/cder/daf/index_
: : : : : . . cfm; 2. Certolizumab Pegol Summary of Product Characteristics. Available at www.ema.europa.eu/en/
history of primary failure to any biologic or secondary Table 3. Cumulative TEAEs over time at Weeks 16, 48, 96, and 144 medicines/human/EPAR/cimzia-0: 3. Blauvelt A et al. JEADV 2019:33(suppl 3):21-2; 4. Gisondi P et al. Int J
failure to >1 biologic; erythrodermic, guttate or | , , Mol Sci 2017:18:2427.
: L : All CZP? ; CZP 400 mg Q2W ; CZP 200 mg Q2W¢ ; Placebo _ _
generalized PSO types; history of or current, chronic or Exposure, PY 211 : 105 : 107 : a7 Author Contributions
recurrent Viral, baCte rial or fu N al_ infectioﬂs_ Week 16 n/N (o/j) 414/692 (59.8) 217/342 (63.5) 197/350 (56.3) 97/157 (61.8) Substantial contributions to study conception/design, or acquisition/analysis/interpretation of data: AB,
g IR (95% ClI) 319.1 (289.1, 351.4) : 348.3 (303.5, 397.9) ; 292.1 (252.7, 335.9) : 342.6 (2778, 417.9) CP, PvdK, RBW, ABG, RGL, FB, CA, MB, ML, KR; Drafting of the publication, or revising it critically for
ook 48 E;(ﬁczs/t;re PY s /976229 _ i yns /642178(70 0 i o /42%1(69 0 i i important intellectual content: AB, CP, PvdK, RBW, ABG, RGL, FB, CA, MB, ML, KR: Final approval of the
Safety Assessments IR (95% CI) 219.6 (203.7, 236.4) | 228.6 (207.8, 250.9) | 221.2 (197.6, 246.7) | publication: A, CF, Pvdt, REW, ABG. RGL, FB, CA, M8, ML KR
Exposure, PY 1,471 : 700 : 772 : :
o Safety data were analyzed for the dose-combined CZP- Week 96 n/N (%) 820/995 (82.4) : 528/711 (74.3) | 514/726 (70.8) | - Author Disclosures
IR (95% Cl) 172.7 (161.1, 184.9) 186.4 (170.9, 203.0) 161.4 (147.8, 176.0) AB: AbbVie, Aclaris, Akros, Allergan, Almirall, Amgen, Athenex, Boehringer Ingelheim, Bristol-Myers
treated group (Au CZ P) and se Pa Fately for each CZP dose. Exposure, PY 2,231 : 1,020 : 1,211 ! Squibb, Dermavant, Dermira Inc., Eli Lilly, FLX Bio, Forte, Galderma, Janssen, LEO Pharma, Novartis,
: Week 144 n/N (%) 847/995 (85.1) 563/728 (77.3) 557/731 (76.2) - Ortho, Pfizer, Regeneron, Sandoz, Sanofi Genzyme, Sun Pharma, UCB Pharma; CP: AbbVie, Almirall,

e For patlents exposed to both doses of CZP over the IR (95% Cl) 144.9 (135.3, 155.0) | 158.3 (145.5, 171.9) | 1341 (123.2, 145.7) | Amgen, Boehringer Ingelheim, Bristol-Myers Squibb, Celgene, Dermira Inc., Eli Lilly, GSK, Janssen, LEO
course Of th S Stu d IeS' treatm S nt -eéme rg € nt a dve rse acpggiegésrt\g&iEacgi\éeezlgl(;)tlgzcinzgdzeonocgnrgat(e%ZXZ apr;?ieiztzlgz?rg ggv(\izev\\//ear;et\?vgl{/\i/ggté?é:gzct?;;tmgn?e%leartéjcé?wt(:;)cjjvrgrizretc;'ﬁll CZP' group; °CZP 200 mg Q2W patients received a loading dose of CZP 400 mg at Weeks 0, 2, and 4 or Weeks 16, 18, and 20. Cl: confidence interval; Egg:m: ’;/\Veczi:(k 2Eg<2e85'::rranueAl\:r?g::'SBrFl);forf’\f\;te):seS';tfs;; Féeeglggﬁgo%;?;‘:\Zzntsini?llge\]gﬁggi ucCB
events (TEAES) were assig ned {O the dose being received S f LEO Pharma, Novartis; RBW: AbbVie, Almirall, Amgen, Arena Pharmaceuticals, Avillion, Boehringer

. . . Table 4. lected TEAES an ri TEAE interest Ingelheim, Celgene, El Lilly, Janssen, LEO Pharma, Novartis, Pfizer, Sanofi, UCB Pharma, Xenoport;
at the time of onset, but each patlent was counted In the able elected S and serious >0 eres ABG: AbbVie, Allergan, Avotres Therapeutics, Beiersdorf, Boehringer Ingelheim, Bristol-Myers Squibb,
! ! . ; ; . Celgene, Dermira Inc., Dr. Reddy’s Laboratories, Eli Lilly, Incyte, Janssen, LEO Pharma, Novartis, Sun
A“. CZP g rou p Oﬂly once. {?\l]li;ég) wAP Ztgg;gg) C2by cA? 28&%‘%02\/\/ Pharma, UCB Pharma, Valeant, XBiotech (no personal compensation); RGL: AbbVie, Amgen, Boehringer
' L , Ingelheim, Celgene, Centocor, Eli Lilly, Janssen, LEO Pharma, Novartis, Pfizer, UCB Pharma, Valeant; FB,

° TEAES and SErous TEAES WEre ClaSSIﬁed US|ng Med DRA Total exposure, PY 2'31 . 1’20 . 1'11 . CA, MB: Employees of UCB Pharma; ML: Allergan, Aqua, LEO Pharma, Promius; Employee of Mount Sinai

version 18.1 - IR (95% CI) . n (%) . IR (95% CI) ! : IR (95% Cl) which received funds from: Abbvie, Amgen, Boehringer Ingelheim, Celgene, Eli Lilly, Janssen/Johnson
T Serious infections 32 (3.2) 5(1.0,2.1) 16 (2.2) 1.6 (0.9, 2.6) 16 (2.2) 1.3(0.8, 2.2) & Johnson, Kadmon, Medimmune/AstraZeneca, Novartis, Pfizer, Valeant, Vidac; KR: AbbVie, Affibody,
e Serious TEAEs were defined as those meeting one or Active tuberculosis 1(0.1) . 0 (0.0, 0.3) 1(0.1)¢ 0.1 (0.0, 0.6) ' 0 (0.0) 0 (0.0, 0.0) Amgen, Biogen, Boehringer Ingelheim, Celgene, Centocor, Covagen, Forward Pharma, GSK, Janssen-
: : ST : : Demyelinating-like disorders 2 (0.2) 1(0.0, 0.3) 1(0.1)¢ 0.1 (0.0, 0.6) 1(0.2)f 0.1 (0.0, 0.5) Cilag, Kyowa Kirin, LEO .Phar.ma, Eli I_Iilly, Medac, Merck Sharp & Dohme, Novartis, Ocean Pharma, Pfizer,
more of the following criteria: life-threatening, leading to Major adverse cardiac events (MACE)" 9(0.9) = 402,08 | 4(0.5) . 040L10) | 5 (0.7)" 040110 Regeneron, Samsung Bioepis, Sanofi, Takeda, UCB Pharma, Valeant, Xenoport.
death, NhoS ita[izationl conaenital anoma[ies/birth defectsl Congestive heart failure 1(0.1) 0.0 (0.0, 0.3) 1(0.1) 0.1 (0.0, 0.6) 0 (0.0) 0 (0.0, 0.0)
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