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Figure 1. STS101 Administration Table 3. Nasal Examination Findings at Baseline and Month 12 (or End of Study) (Safety

Population: n=221)
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Introduction Conclusions

 Dihydroergotamine mesylate (DHE) is a recommended
first-line treatment option for the acute treatment of

* While liquid nasal sprays have lower reported
occurrences of nausea and vomiting, irritative nasal

» Nasal safety data from more
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moderate or severe migraine attacks, with or without aura.’

symptoms are common.?3

- Available via multiple routes of administration, common - STS101, a novel investigational DHE nasal powder None 199 (92.1) 3(1.4) 0 (0.0) 0(0.0) than 5 y 500 attaCkS treated
side effects of DHE include nausea and vomiting formulation delivered via an easy-to-use, easy-to-carry, Nasal Erythema Mild 10 (4.6) 4 (1.9) 0 (0.0) 0 (0.0) : th _ I b I
(regardless of the dosage form but more severe when pre-filled, single-use device, is designed for intranasal -
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Objective Moderate 6 (2.8) 4(1.9) 0 (0.0) 0 (0.0) that STS101, a novel
None 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) , : ,

+ To assess the nasal safety of STS101 5.2 mg, a novel investigational DHE nasal powder, in the acute treatment of Rhinorrhea Mild 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) |nveSt|gat|0na| D H E nasal
migraine attacks in the ASCEND open-label, 12-month study. : : : '
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Methods None 8 (3.7) 3 (1.4) 0 (0.0) 0 (0.0) . .

| | Nasal Bleeding Mild 1(0.5) 0 (0.0) 0 (0.0) 0 (0.0) well tolerated by subjects with

Study design and treatment intervention Outcomes and analyses Table 1. Summary of Nasal and Local Treatment-Emergent AEs (All-Subjects Safety Population) Moderate 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0) " " h d

. . . g o migraine wnen usedad on a

« ASCEND (NCT04406649) is a multi-center, multiple- * Nasal safety evaluations include nasal examinations All Subiects All Attacks None 215 (99.5) 0 (0.0) 0 (0.0) 0 (0.0)
dose, open-label, 12-month safety study of STS101 for with standardized assessments of nasal findings, o J _ Nasal Mild 1(0 0(0.0 0(00 0(0.0 PRN baS|S
the acute treatment of migraine in adults (18-65 years). subjective assessments of nasal symptoms, smell n=344 n=5571 Ulceration | (0.5) (0.0) (0.0) (0.0) "

— This interim analysis was conducted with a data identification test, and recording of treatment-emergent Moderate 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)

of cerebrovascular disease, and =2 cardiovascular risk
factors were excluded.

« Subjects must have an intact nasal mucosa at baseline

(i.e., no ulceration or bleeding and no or mild erythema,
swelling, and rhinorrhea).

=1 migraine attack with study medication).

Table 2. Nasal/Local Treatment-Emergent AEs Leading to Discontinuation of Study Medication

All Subjects
n=344

Scores for the visual analogue scale (VAS) range from 0 (none) to 100 (worst imaginable).

Table 4. Change from Baseline in Smell Identification Test™ Scores (Safety Population)
All Subjects

n=271
Resu Its Rhinalgia [pain in nose], n (%) 3(0.9) Change from
_ Observed Baseline
Nasal discomfort, n (%) 2 (0.6) :
Subjects Nasal assessments Baseline
« At the time of data cut-off, 344 subjects had treated » Throughout the study, shifts from baseline in the objective Dysgeusia [abnormal taste sensation], n (%) 1(0.3) n 343
9,571 migraine attacks with STS101. assessment of nasal symptoms were infrequent and ysg ’ 0 ' M SD 33 5 (4.40
- - - minimal (Table 3) ean (SD) 5 (4.40)
- At baseline, the all-subjects safety population was: ' ) ] : :
— Age 40.4 £ 10.9 years (mean + standard deviation) « Small, clinically irrelevant changes (generally <7 points Epistaxis [nosebleed], n (%) 1(0.3) Median (Min, Max) 35.0 (15.0, 40.0)
— 85.8% female on the 100-point visual analog scale) were observed Month 12/Early Termination
— 87.5% Caucasian in the subjective assessment of nasal symptom scores Sneezing, n (%) 1(0.3) n 210 209
— 43.6% Hispanic relative to baseline (Figure 2). \ SD 331 (4.65 0.3 (3.2
Nasal/local treatment-emergent adverse events » Changes in SIT scores from baseline to Month 12/end Throat tightness, n (%) 1(0.3) ean (SD) .1(4.69) -0.3 (3.22)

«  Of 344 subjects treated, 78 (22.7%) reported at least

one nasal/local TEAE.

« The most common nasal/local TEAESs (reported by 22%

of subjects) included nasal discomfort, dysgeusia, nasal
congestion, rhinorrhea, rhinalgia, and epistaxis (Table 1).

* Fourteen (4.1%) subjects reported TEAEs leading to

discontinuation of study medication (Table 2).

of study were very low and clinically irrelevant (Table 4).

*Subjects could report more than one TEAE leading to discontinuation. TEAE, treatment-emergent adverse event.
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adverse events reported during 12 months of stud . : . : . . . - . .
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