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Figure 1. STS101 Administration

Conclusions

» Single-dose STS101 DHE nasal
powder did not achieve efficacy at
the co-primary 2-hour endpoints
versus placebo.

il | > Single-dose STS101 DHE nasa
powder showed significant anti-

*p=0.0015
* p <0.0001

Introduction

« Dihydroergotamine mesylate (DHE) is a recommended ° The STS101 advanced nasal powder and device technology maximizes
first-line option for the acute treatment of moderate or deposition of DHE on the nasal mucosa, enhancing DHE absorption,
severe migraine attacks with or without aura.’ increasing drug exposure and reducing pharmacokinetic variability in

- 8TS101 is a novel investigational DHE product that comparison with DHE liquid nasal sprays.
combines a mucoadhesive nasal powder formulation ~ + STS101 is the only DHE-containing product with double-blind, placebo-

with an easy-to-use, easy-to-carry, pre-filled, single- controlled Phase 3 data using modern migraine clinical trial endpoints
use nasal delivery device. recommended by the FDA and the International Headache Society. 23

Objective

To compare the efficacy and safety of STS101 5.2 mg, a novel investigational DHE nasal powder, with placebo in the acute
treatment of migraine with or without aura in a double-blind, randomized, placebo-controlled Phase 3 study (SUMMIT).

Methods
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Figure 2. Subject Disposition
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- SUMMIT (NCT04940390) was a double-blind, + Study subjects must have had 21-year history of migraine with or without aura N=1591 Time since dosing (hours) 3 48 h d f d
randomized, placebo-controlled Phase 3 trial in adults ~according to the ICHD-3 criteria,* including: ; ¢ . Freedom from Most Bothersome Symptom (MBS) ( - ours pOSt- Ose), reeaom
with a history of 2-8 moderate or severe migraine — Migraine onset before the age of 50
attacks and fewer than 15 headache days per month. — 2-8 migraine attacks/month with moderate or severe pain each month §T51015.2 mg PBO e ] ; frOI N N IOSt botherSOI ne Sy| | |pt0| N

. _— . — <15 headache days/month N=796 N=795 —_

« After establishing eligibility, a subject self- . ) o . o Completed (n=771) Completed (n=770) | .
administered a single dose of STS1015.2mgor ~ * Subjects with a non-migraine headache diagnosis, history of - cerebrovascular Discontinued (n=25) Discontinued (n=25) /, (3-48 hou rs post-d ose ), an d pa| n
placebo to treat one migraine attack of moderate or disease, 21 cardiovascular risk factors, and use of >1 migraine preventative T T 8 o .

Severe pain infensity. were excluded. | | R relief (2-48 hours post-dose).
wog
Outcomes and analyses Subjects who Safety Safety Subjects who £ > ST S 1 O 1 h d f bl f t
. . . - 2
« Pain was assessed from 15 minutes through 48 hours after study treatment on a 4-point scale where 0 is no pain and 3 is severe did not take IMP Population Population did not take IMP i_ 40 snhowed a 1avoranie saie y
pain_ N=65 N=731 N=729 N=66 3 i .
— Pain freedom (PF) was defined as a reduction of moderate or severe headache pain (2 or 3 on the scale) to no headache pain i and tOIGrabl I |ty prOflle .
(0 on the scale) with no prior use of any rescue medication. 20_.“1 s e
— Pain relief (PR) was defined as a reduction of moderate or severe headache pain (2 or 3 on the scale) to mild or no headache ] Placebo Disclosures
pain (1 or 0 on the Scale) with no prior use of any rescue medication. N N 104 Dr. Lipton is an advisor, advisory board member or received honoraria from: Abbvie (Allergan), American Academy of Neurology,
) : . . . Excluded from mITT Population mliTT Population Excluded from . p=0.0003 American Headache Society, Amgen, Avanir, Axsome, Biohaven, Biovision, Boston Scientific, Dr. Reddy’s (Promius), Electrocore,
* The Co-primary eﬁlcacy endpomts were PF and MBSF at 2 hours pOSt-dose. SeCOndary endpomts included PF, MBSF, and PR miTT Population mITT Population p<0.0001 $Ii Lill¥,_eNe_ura che:apeuli;:s\} Ezuinlox, I-(i.’:Ia)(oS_n-lithlie, I?rifcfrls, L‘|;|vndl?fecl;<—| (Atljderr)l, l\;lerck;:I :ergié(_,t_Pfizgr,fS?;uma, Su_pem!.:s,
0 eva, Trigemina, Vector, and Vendanta. He received royalties from Wolff's Headache 7t and 8t Edition, Oxford Press University,
over 48 hours pOSt'dose' N=15 N=716 N=708 N=21 12 24 48 2009, Wiley, and Informa. He receives support from the Migraine Research Foundation and the National Headache Foundation

. . e . . . . . Time since dosing (hours) and research grants from Teva, Satsuma, Amgen, and the NIH. He serves on the editorial board of Neurology, senior advisor to
MBS freedom (MBSF) was defined as the absence of the Self—ld?ntlfled MBS (I'e" photophobla, phonophobla, or nausea) with no prior Headache, and associate editor to Cephalalgia. HE has reviewed for the NIA and NINDS, holds stock and stock options in
use of any rescue medication and was also assessed from 15 minutes through 48 hours after study treatment Biohaven Holdings as well as stock options in Manistee.

. . . . . . . . Table 1. Subject Demographics Figure 4. PR Thl’OUgh 48 Hours Post-Dose Dr. Tepper holds grants for research (no personal compensation) for Allergan/Abbvie, Amgen, Eli Lilly, Lundbeck, Neurolief, Novartis,

For tlmepomts with missing data, a last-observation-carried-forward lmputatlon was used. Paln Rellef Satsuma, Zosano; is an advisor (honoraria) for: Aeon, Allergan/Abbvie, Alphasights, Amgen, Aruene, Atheneum, Axsome Therapeutics,

- Treatment-emergent adverse events (TEAEs) are summarized descriptively for the all-subjects safety population (i.e., all subjects 5.2mg 311;53101 P'“?)%O BT O Docion Mesaumens, Detmed oot DG, B Ly, xboGamant, FoB Health Fane. GLO. Gucepant Sinb Haorh
1 m | t| n). n=7 n=7 Advances, Health Science Communications, HMP Communications, Impel, Initiatior Pharma, InteractiveForums, Keyquest, Ki Health

Used s Udy ed catio ) ( ) ( ) 80 / Partners, Krog and Partners, Lundbeck, M3 Global Research, Magnolia Innovation, MJH Holdings, Miravo Healthcare, Neurofront
Age (mean; SD) 38.2 (1 1 4) 389 (1 1 5) Therapeutics, Neurolief, Novartis, P Value Communications, Pain Insights, Inc, Palion Medical, Pulmatrix, Putham Associates, Rehaler,

Gender (% M/F) 21/79 20/80 - y SAl MedPartners, Satsuma, Slingshot Insights, Spherix Global Insights, Strategy Inc, Synapse Medical Communication, System Analytic,

Res u Its ( Taylor and Francis, Tegus, Teva, Theranica, Tremeau, Trinity Partners, Unity HA, Vial, XOC, Zosano; receives a salary from Dartmouth-
Race (%) 5 / Hitchcock Medical Center and Thomas Jefferson University; and has CME honoraria from: American Academy of Neurology, American

. 3 60 Headache Society, Annenberg Center for Health Sciences, Catamount Medical Education, Diamond Headache Clinic, Forefront

Subjects PF and MBSF Through 48 Hours PR Through 48 Hours POSt-DOSG Whlte 825 814 ': { Collaborative, Haymarket Medical Education, HMP Global, Medical Education Speakers Network, Medical Learning Institute Peerview,
African American 12 13 7 E Migraine Association of Ireland, Miller Medical Education, National Association for Continuing Education, North American Center for CME,

* Of 1591 randomized subjects’ Post-Dose « STS101 significantly improved PR at . : The Ohio State University, Physicians’ Education Resource, PlatformQ Education, Primed, Vindico Medical Education, WebMD/Medscape.
1424 (mean age 39 years, 79% » STS101 demonstrated numerical, but 2 hours through 48 hours post—dose g;l]aer: gg :13‘5‘ g ,{ D'r_ Albrechtfwas an empl;xee and st:_)cklholder of Satsuma Pharmaceuticals at the time of study conduct and is now a consultant for and
female) were evaluable for efficac isti igni iori i ; . ' 1 ‘ o ermaceutears
(ST8131 o716, placabo n=7os)y 23;ftp"’lgigﬁ)"z:'g?f::;tl\/fggggfge (Figure 4). Years since onset (mean; SD) 16.2 (11.3) 16.9 (11.4) § R

’ ’ ’ Treatment-Emergent Adverse Events M g S 30 cknowlecgements
i s . onthly reported before screening: This study and publication were funded by Satsuma Pharmaceuticals
(Figure 2). re-specified 2-hour co-prima e # yend . ¢ e »

- The treated attacks showed hlgh gndpgints (Figure 3) p! ry « The most common (22%) TEAE # of moderate/severe migraines (SD) 45 (1 7) 45 (1 7) ] (South San Francisco, CA) in accordance with Good Publication Practice guidelines.
rates. of severe pain (38%), nausea S (STS101 versus placebo) were nasal # of headache days (SD) 6.9 (2.7) 6.9 (3.0) ' =i R
(69%) photophof)ia (96°/)° ' * Highly SIgnmtca'ntI:("I):O.%OI:/I)BSF discomfort (8.3% versus 1.5%) and Subjects on prevention medication at 10.2 10.2 104 1. Allari J, o ol Hoadache. 2021:81(711021.1009,

o), { o), . improvements in PF an were ia (3.7% ver 39%). Most randomization (% .. P=0005 2.FDA Acute Migraine Guidance, 2018.
phonophobia (91%), and allodynia achieved by 3 hours through 48 dysgeusia (3.7% versus 0.3%). Mos (%) . p'<0.0001 DA Acu Migraine Guidance, 2018
s were mild, and none were HIT-6 (mean; % >60=severe impact) 64.2 (88.1) 64.1(86.4) 0 3.Diener H-C, et al. Cephalalgia. 2019;39(6):687-710.
2 24 e 4.Headache Classification Committee of the International Headache Society (IHS). Cephalalgia. 2018;38(1):1-211.

(63%) (Table 1). hours post-dose (Figure 3). e sinca tosing (hours)

serious (Table 2).
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