Long-term Efficacy and Safety of Brodalumab in Patients With Psoriasis Disease Duration <10 and 210 Years:

Analysis of Two Phase 3 Studies
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* In an observed analysis at week 52, for patients receiving any dose * Observed PASI 100 responses at week 52 for patients with Safety
of brodalumab, 91.6% with disease duration 210 years and 92.4% with disease duration 210 years and <10 years were 54.0% and 54.4%, . : :
INTRODUCTION disease duration <|0 years achieved PASI 75 (Figure 1A) respectively, for patients receiving any dose of brodalumab and For all study years, slightly higher rates of TEAEs were observed

in those with disease duration 210 years compared with disease

62.7% and 65.2%, respectively, for patients receiving continuous duration <10 years (Table 1)

— PASI 75 response rates for patients receiving continuous

* Brodalumab is a fully human anti—interleukin-17 receptor A brodalumab 210 mg Q2W were similar (210 years, 93.5%; <10 years, brodalumab 210 mg Q2W (Figure 2) . -
. . . ] ) o . . o — The rate of serious adverse events was similar between subgroups
monoclonal antibody that is efficacious in treating moderate-to- 94.4%; Figure |B) * At week 120, 58.3% of patients receiving any dose of brodalumab
. . . . . o, . . . . . .
severe plaque psoriasis * At 120 weeks, patients receiving any dose of brodalumab and those with disease duration 210 years and 57.3% of patients with disease Table |. Exposure-Adjusted Rates of TEAEs in Patients Who
* Evidence from studies of other biologics indicates that shorter receiving continuous brodalumab 210 mg Q2W achieved similar duration <10 years achieved PASI 100 (Figure 2) Received 21 Dose of Brodalumab
disease duration may predict higher skin clearance rates rates of PASI 75 response regardless of disease duration (Figure I) — PASI 100 response rates for patients receiving continuous brodalumab e : —
210 mg Q2W were similar at week 120 (disease duration 210 years, Preferred term, n Duration of psoriasis
65.4%; disease duration <10 years, 52.0%) (exposure-adjusted
event rate per <10 years >10 years
OBJECTIVE Figure 1. PASI 75 responses through week 120 in patients who Figure 2. PASI 100 responses through week 120 in patients who 100 patient-years) (N=984; 1742.5 PY) (N=2640;4787.0 PY)
received (A) any dose of brodalumab or (B) continuous brodalumab received (A) any dose of brodalumab or (B) continuous brodalumab
210 mg Q2W by disease duration subgroup. 210 mg Q2W by disease duration subgroup. All TEAEs 4836 (277.5) 14,764 (308.4)
* To characterize the relationship between psoriasis duration and ( e
brodalumab efficacy and safety A PASI 75: any dose of brodalumab A PASI 100: any dose of brodalumab Grade 22 2558 (146.8) 7838 (163.7)
100 92.4 90.2 100
Grade 23 210 (12.1) 610 (12.7)
80 - ’ 89.2 80 -
METHODS o 2 . Serious AEs 110 (6.3) 371 (7.8)
£ 60+ £ 60
o 2 Fatal AEs® | (0.1) 2 (<0.I)
2 40- 2 40
e Data were derived from two phase 3. multicenter. randomized clinical nﬂ? E AE, adverse event; n, number of AEs; N, number of patients; PY, total patient-years of exposure
ials (AMAGINE-2/-3)? ’ ’ through the end of the study; TEAE, treatment-emergent AE. “The 3 fatal AEs were | sudden
trials ( nelm ) 20 —e— Duration of disease <10 years 20 =@= Duration of disease <10 years death (cause undetermined), | cardiac arrest (267 days on brodalumab; event occurred 7 days
« In both studies, patients with moderate-to-severe plaque psoriasis —6— Duration of disease 10 years ==®== Duration of disease 210 years after last dose), and | accidental death (motor vehicle accident). )
initi i 0 0 T T T T T T T T 1
were ‘|n|t|aIIy randomized to brodalumab every 2 weeks (Q2W), ! 1A i = 5 T o e s 10 0 5 2 % o 5 e % 108 1o
ustekinumab, or placebo Weeks Weeks
» At week 52, all patients entered the long-term extension and 819 803 774 682 490 953 895 879 788 819 803 774 682 4%
received brodalumab
* In this post hoc analysis, skin clearance was assessed by 75% and B PASI 75: continuous brodalumab 210 mg Q2W
100% improvement in psoriasis area and severity index from baseline 00 - 94.4 o3 B PASI 100: continuous brodalumab 210 mg Q2W CONCLUSION
(PASI 75 and PASI 100, respectively) responses for patients who 1007
received any dose of brodalumab during the study and those who 80 - . .
received continuous brodalumab 210 mg Q2W through week 120 . 80 * Brodalumab is efficacious and well tolerated
* Patients were stratified by psoriasis duration at baseline (<10 years £ 60- % 60 in patients with moderate-to-severe psoriasis
and 210 years) E - regardless of disease duration
a8 . o
* Safety was summarized by exposure-adjusted rates of treatment- 8 0 g 407 52.0
emergent adverse events (TEAEs) for patients in both groups - '
207 =@= Duration of disease <10 years 20 =8— Duration of disease <10 years
. . ==0== Durati f di 210
0 I I I | | —OI— Duratlo? of dlseaseIZIO yearsI . uration of disease years Acknowledgments:
0 12 24 36 52 72 84 96 108 120 0 |'2 2'4 3I6 5'2 7'2 8I4 9I6 I(I)8 | 2'0 This stgdy was sponsored by Ortho Dermatologics. Medical writing support. was pro'vi.d.ed by
RESU LTS Weeks Weeks MedThink SciCom and funded by Ortho Dermatologics. Ortho Dermatologics is a division of
NI= 99 99 94 90 89 89 87 83 73 50 NI= 99 99 94 ) 89 89 87 83 73 ) Bausch Health US, LLC.
Y ') References:
EfﬁcaCY ob 44 L E . e 95% confid NI e of o oy I . X o 95% confid N ot I. Siliq [package insert].Valeant Pharmaceuticals North America LLC;2017.
. .. serve ata ana YSIS. Error bars are the % confidence interval. , humber o patients serve ata anal )’SiS. rror bars are the % confidence interval. , humber o patients . .
* Overall, 72.8% of patients receiving any dose of brodalumab who had a valid measurement at the specified week; PASI 75, psoriasis area and severity index who had a valid measurement at the specified week; PASI 100, psoriasis area and severity index 2. Lebwohl et al. N Engl ] Med. 2015;373:1318-1328.
(N:3625) and 70.8% receiving continuous brodalumab 210 mg Q2w 75% improvement; Q2W, every 2 weeks. 100% improvement; Q2W, every 2 weeks.

(N=339) had disease duration 210 years
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