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: Study design
Introduction » 289 dogs were randomized 1:1 to receive atinvicitinib (0.8—1.2 mg/kg) or placebo

once daily for 28 days

* Allergic dermatitis is a common cause of pruritus in dogs

* A randomized, blinded, placebo-controlled clinical trial was conducted Assessment§ | o o
in dogs with allergic dermatitis to confirm the safety and effectiveness of » Safety: Monitored via adverse events and clinical pathology (hematology, clinical
atinvicitinib tablets (NUMELVI®) in dogs chemistry, urinalysis)

* Efficacy: Owner-assessed PVAS recorded daily from days O to 7
* Primary endpoint: 250% reduction in PVAS from baseline on at least 5 out of

Materials and methods [/ days compared to placebo. Secondary measures of success included daily
_ PVAS compared to baseline, Dermatitis Visual Analog Scale (DVAS) score
Study population on days 7 and 28 compared to baseline, and the percentage of cases with a
» Client-owned dogs (=6 months old, weighing =2 kg) with allergic dermatitis reduction in PVAS at each assessment
and a pruritus visual analogue scale (PVAS) score 26 were enrolled at o Statistics: A generalized linear mixed model with a logit link was used for
26 US veterinary practices PVAS percentage PVAS reduction, and Wilcoxon’s rank sum test for change in

centimeters

Results
Table 1. Signalment and demographics of dogs at enroliment Safety
 Atinvicitinib was well tolerated with no notable changes or trends in
_ Atinvicitinib Placebo hematology, clinical chemistry, and urinalysis
Variable (N=145) (N=144) » Decreases in mean eosinophil, neutrophil, monocyte, and total white
blood cell counts remained within the reference ranges, indicating
Mean age (years, range) 5.81 (0.66-15.08) 6.31 (0.95-14.66) reduced allergy-mediated inflammation without immunosuppression’
Mean weight (kg, range) 20.0 (3.00—54.70) 22.5 (2.50-58.20) Common adverse reactions! Atinvicitinib Placebo
iti 219 1.49
Mean owner PVAS score (range) 7.4 (6.0-9.7) 7.6 (6.0-10.0) vomiting & &
Diarrhea 2.1% 4.9%
Mean veterinarian Dermatitis VAS
score (range) 4.8 (0.0-9.7) 5.2 (0.3-9.0) Anorexia (reduced appetite) 0.7% 2 1%
o o
* Mixed breeds (n=137) and 60 pure breeds (n=152) were included; most common Lethargy. | | | 2.87 147
pure breeds were American pit bull terrier (n=13), golden retriever (n=12), and * These signs, for which a relationship to treatment could not be ruled
Labrador retriever (n=11) out, were typically mild and transient and did not require veterinary

Intervention or additional treatment
* No papilloma or skin masses were reported

Efficacy By day 7 (Figure 3)
Significantly more atinvicitinib-treated (24.2%, 31/128) * 30.5% of the dogs had PVAS <2 cm, corresponding to normal skin m

than placebo-treated (8.7%, 11/126) dogs had =250% * 51.7% of the dogs had PVAS <3.6 cm, consistent with mild dermatitis
reduction in PVAS on at least 5 of 7 days (P=0.0109) * The high selectivity of atinvicitinib
(Figures 1 and 2). Figure 3. Rapid and clinically relevant improvement in for JAK1 likely contributes to a
_ _ o _ PVAS scores corresponding to thresholds for normal reduction In allergy-mediated
F_lgure 1. Rapid reduction in pruritus from the skin (<2 cm) and mild dermatitis (<3.6 cm) inflammation without immuno-
first dose suppression, as supported by
o 60% Atinvicitinib Placebo stable hematologic parameters
9 50% - remaining within reference ranges’
o 87
g 7- 40% - e Clinically meaningful reductions
" 2\\\ —e—Alinvicitinib 4, in PVAS to thresholds indicating
S 47 s —— Placebo It I normal skin (<2 cm) or mild
e * ’ " 20% - dermatitis (<3.6 cm) may better
T 10% | II. I lII reflect treatment success than
0 1 2 3 4 5 6 7 - ! _=-. relative changes from baseline?
1 2 2 3 4 5 6 7 .

Day of Trial 3 4 5 60 T 1 The primary efficacy endpoint

Pruritus improved with mean owner PVAS scores = Mild dermatitis = Normal skin confirmed rapid and sustained

significantly lower in dogs in the atinvicitinib group® on pruritus reduction from the first

each of the 7 days, compared to placebo. Reduction in PVAS thresholds corresponding to normal skin dose thr.ough _day /, supporte_d
(<2 cm) and mild dermatitis (<3.6 cm) was observed in significantly by consistent improvements in

Figure 2. Substantial reduction in itch from more dogs treated with atinvicitinib from days 2 to 7*, compared secondary measures

the first dose to placebo. This was reached after two doses for mild dermatitis

(P=0.0139) and after three doses for normal skin (P=0.0111).

100% - ™ Atinvicitinib Placebo 8119 81 8% _ _
cogy  T06% L A Veterinary DVAS scores decreased by 51% on average in the
80% : atinvicitinib group by day 7 and were significantly lower than placebo
S 60% | (P<0.0001).
o
40% - .
- Conclusion
R 2 3 4 5 6 7 Once-dally atinvicitinib at 0.8—1.2 mg/kg is a safe, well-tolerated, and effective treatment for
Day of Trial pruritus and clinical signs in dogs with allergic dermatitis aged 6 months and older under field
At least a 2-cm reduction in PVAS was observed in conditions
significantly more atinvicitinib-treated than placebo-
treated dogs from days 1 to 7*. References
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SHORT COMMUNICATIONS

The second-generation Janus kinase 1 selective inhibitor atinvicitinib is a safe and effective
once-daily treatment for pruritus in dogs with allergic dermatitis
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Allergic dermatitis commonly causes pruritus in dogs. A randomized, blinded, placebo-controlled clinical trial was conducted in
dogs with allergic dermatitis to confirm the safety and effectiveness of atinvicitinib tablets in dogs. Client-owned dogs

(=6 months old, weighing =2 kg, n=289) with allergic dermatitis and a pruritus visual analog scale (PVAS) score =6 were enrolled at
26 US veterinary practices. Dogs were randomly assigned (1:1) to treatment with atinvicitinib at 1.0 (0.8-1.2) mg/kg (A) or placebo
once daily for up to 28 days. Safety was assessed on adverse events and clinical pathology. Efficacy was assessed using daily
(Do-7) owner pruritus visual analog scale scores (PVAS). A generalized linear mixed model for binomials using a logit link was
used for PVAS analysis. Atinvicitinib was well tolerated. There were no notable changes or trends in red cell parameters, clinical
chemistry and urinalysis. In atinvicitinib-treated dogs, mean eosinophil, neutrophil, monocyte, and total white blood cell counts
decreased but remained in reference intervals, indicating a reduction in allergy-mediated inflammation. The most common
adverse reactions (atinvicitinib/placebo) were mild and transient vomiting (2.1%/1.4%) or diarrhea (2.1%/4.9%), with reduced
appetite (0.7%/2.1%) and lethargy (2.8%/1.4%). Papilloma and skin masses were not reported. Significantly more atinvicitinib- than
placebo-treated dogs had a 50% reduction in PVAS on at least 5/7 days (P=0.0109). By D7, 81.8+3.8% (least square mean+SEM)
atinvicitinib- and 46.5+5.3% placebo-treated dogs had a =2 cm reduction in PVAS (P<0.0001). Atinvicitinib 1.0 (0.8-1.2) mg/kg
once daily was safe and effective for the control of pruritus in dogs with allergic dermatitis.
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