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e Intranasal corticosteroids (INS) are recommended as similar among the 4 treatment groups. Many subjects randomized to the highest dose of EDS-FLU (372 pg
a firstline treatment for CRS, including CRSwWNP; had previously used steroids and/or undergone BID) achieved 20.5-point improvement in congestion
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with current INS therapy, primarily because of . ~ *The proportion of patients with >0.5-point
inadequate symptom relief.* - T R improvement in  AM instantaneous scores for

» Conventional INS nasal sprays deliver the majority of Characteristics (n=82) | (n=241) rhinorrhea was consistently >50% in all 3 EDS-FLU
topically acting drug to the anterior portion of the :ﬂifer::xa:(f/[:” 4;3(;?:)’) ‘152:(‘5122;’ dose groups beginning at week 8. The 186-ug and
nasal cavity below the nasal valve or to the floor of oWhite® race/ethnici, 1 (%) 68(82.9) | 215(89.2) 372-ug groups were statistically significant compared
the nasal cavity, leaving superior/posterior nasal Any corticosteroid treatment in past 12 months, n (%) 77 (93.9) 228 (94.6) to placebo at the end of the double-blind phase
regionS—Where pOlypS typlcally Originate and sinuses Sinus surgery for polyp removal or sinus surgery, n (%) 31 (37.8) 82 (34.0) (Figure 5)

) A Bilateral endoscopic nasal polyp score, mean (SD) 3.8 (0.9) 3.7 (1.04)
drain—undertreated. SNOT-22 total score, mean (SD) 53.7(18.1) | 50.1(19.5) Figure 5. 2-0.5 Point Improvements in Congestion & Rhinorrhea

EDS-FLU  (Exhalation  Delivery  System  with | Asthma, n (%) 33(402) | 101(41.9) = ®Placebo =93 ugBID ®186 ugBID =372 ugBID
Fluticasone) uses an exhaler device with a Breath- *The placebo group had the highest drop-out rate gg 1:3 | N 80.5 ) )
Powered® “Bi-Directional” mechanism of action (14.6%), compared with 7.4%, 11.3%, and 5.0% in the %% = ' ' 608 623 049
(MOA) to optimize fluticasone propionate delivery to EDS-FLU 93-ug, 186-pg, and 372-yg groups, %% 40 -
the entire nasal cavity, including high/deep regions respectively. §§ 20 -
important in CRS, such as the ostiomeatal complex e Each dose of EDS-FLU was significantly superior to g% 0 Congestion Rhinorrhea ;PS8
(Figure 1).° placebo in both coprimary outcomes (P < .01). The \ End of doublerblind phase ML

* The purpose of NAVIGATE | (n = 323) was to compare EDS-FLU 372-uyg dose produced the numerically * SNOT-22 improvement was large (-18.3 to -19.8) in
the efficacy and safety of EDS-FLU 93 pg, 186 pg, or largest mean improvement in both outcomes. EDS-FLU groups and superior to placebo (all groups,
372 ug twice daily (BID) versus EDS-placebo in - At week 4, the LS mean change in 7-day P < .003). Scores progressively improved through
treatment of nasal polyposis. Primary results were average AM instantaneous congestion score week 16, with increasing improvement through week
recently reported.® was -0.49, -0.54, and -0.62, in the EDS-FLU 24.

*In this analysis, we report the effect of EDS-FLU on 93-ug, 186-ug, and 372-ug groups, respectively, * The most frequent adverse event codes in EDS-FLU
the changes in severity over time of all 4 defining versus -0.24 in the placebo group. recipients were identified by nasal endoscopy rather
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* Reduction in total polyp grade at week 16 (nasal polyp * At both AM and PM assessments, EDS-FLU produced improvement in sense of smell, a symptom of CRS
grading score, scale 0-3 per nostril, summed) measured via statistically significant benefits (LS mean changes often considered refractory to topical steroid
hasoendoscopy from baseline at week 4) in both instantaneous and treatment.
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mild, moderate, severe) ’ reflective AM and PM assessments at all time points) * Treatment with EDS-FLU was well tolerated, with an

’ ’ ' (Figure 4). Mean baseline scores were 2.42, 2.31, AE profile similar to that of other intranasal steroids
* Nasal polyp grade was scored by nasoendoscopy on a 2.49, and 2.44 in the placebo, 93-ug, 186-ug, and | studied in patients with CRSWNP. )
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