P-144

Subject Impression Data for STS101 From the Ongoing Phase 3 Open-Label ASCEND Study

Jessica Ailani, MD'; Shannon Strom, PhD?; John Kollins?: and Detlef Albrecht, MD?

'Department of Neurology, Georgetown University, Washington DC, United States; “Satsuma Pharmaceuticals Inc., South San Francisco, CA, United States

|ntl’0d UCtiOn Figure 1. STS101 Administration - - Figure 2. Subject Impressions of STS101 COnCI usions

Unfavorable Response Favorable Response
® Month 3 mMonth 6

® Month 3 mMonth 6

 Dihydroergotamine mesylate (DHE) exerts anti-migraine + STS101 is a novel investigational DHE nasal powder PS Su beCt Im reSS|On data
effects via a unique multi-modal mechanism of action formulation delivered via an easy-to-use, easy-to-carry, 7.8% Subiect Global 82.4% J p
involving interactions with both serotonergic and pre-filled, single-use device for intranasal administration ) Hbjec _o .
adrenergic receptors, has been used since 1946 for that is currently being evaluated in phase 3 efficacy Y P 8.2% Impression 86.4% th FOUQ h 3 and 6 mOnthS
the acute treatment of migraine, and is recognized as a (SUMMIT, NCT04940390) and safety (ASCEND, e /) Y o .
first-line treatment option. 2 NCT04406649) trials for the acute treatment of migraine - 9 Of treatment W|th STS1 01
(with or without aura). | .

o
Objective ' . from the ongoing open-label
. o
IN ONE NOSTRIL
 To report the subject impression and satisfaction questionnaire data from the ongoing, long-term (12 months),

S\
13.8%
FOLD OFF TAB INSERT SQUEEZE TO DELIVER " "
open-label, phase 3 ASCEND study, through 6 months of treatment with STS101 5.2 mg for the acute treatment

of migraine attacks. STS1 01 |S Vlewed Very

Subject Likelihood
of Use

MethOds Table 1. Response Options for the 5-point Likert Scales faVOrany by SU bJeCtS on
3.9% 89.5% : :
Study design and treatment intervention « Exclusion criteria included a diagnosis of nhon-migraine Response Options 4 8% Ease of l_Jse 92 5%, m u Itl ple attrl bUteS .
- The ASCEND study is an ongoing, multi-center, headache, history qf cerebrovascular disease, and Impression . . .
multiple-dose, open-label, 12-month study of STS101 22 cardiovascular risk factors. Unfavorable m o The maJOnty Of SU bJeCtS
for the acute treatment of migraine in adults aged « Subjects must have an intact nasal mucosa at baseline o o ~o o o o o o o o o o
18—65 years with migraine. (i.e., no ulceration or bleeding; no or mild erythema, 100% 80% 60% 4(? /o 20% 0% 0% 20% 40% 6(? /o 80%  100% d d STS 1 O 1
— This interim analysis was conducted with a data cutoff swelling, and rhinorrhea). Very Poor Good Percent of Subjects Percent of Subjects COnSI ere easy
date Of June 30, 2021, and iﬂClUdeS data reported fOr O S b t GI b I I - , N O INi , Sample sizes ranged 152-53 at Month 3 and were 147 at Month 6 across assessments. u u
. utcomes and analyses ubject Global Impression O Upinion P 9
study drug exposure periods of up to 6 months Poor Very Good
Aft . yt bllj_gh.Xp I'u'b'lrzc ! o tUP d self-administ * Interim analysis results of self-reported assessments Y Ei 3 Subiect | ) f Effect M ) tO use and Ind ICated they
* Alter estaplishing eligibility, subjects could self-administer 516 presented and include subject global impression, igure 5. subject Impressions o ect on Migraine .
\/Sv?’;r?‘i2102145ﬁ<2)unr1§t?)strr;ea?dae:irfgplzl\rlr:igﬁlirr]\g :tpt;c):kz :gses ease-of-use impression, subject likelihood of use, and Very Unfike e Unfavorable Response Favorable Response WOU Id be Ilkely tO uSe the
_ ) comparison of STS101 with previously used migraine . gy ery Unlikely, .. ikely, = Month 3 ®mMonth 6 = Month 3 ®Month 6 e .
up to 12 doses/month (Figure 1). medication for the 3-month and 6-month timepoints. Subject Likelihood of Use Unlikely No Opinion Very Likely prOdUCt If |t were avallable
Subjects - Subjects’ ratings were assessed using a 5-point 3.8% Return to Normal 68.9%
- Study subjects must have 21-year history of migraine (with  Likert scale, with response options dependent on the Faster Than . .
or without aura) according to the Intemational Classification ~ question (Table 1). Not Easv at Easy Ve 7.9% Usual Medication 75.5% ® In com pa rson tO thelr Usual
7 Migraine onset before ags of 80 years. Ease of Use Impression All Not Easy O OPIon =g ™ migraine medications
— Migraine onset before age o years ,
— 4-12 migraine attacks/month in each of the 3 months 12.3% Works Faster 67.8% g )
o110 Soroenin Than Usual = bjects indicated STS101
prior an Usua
— <15 headache days/month in each of the 3 months 11.5% Medicati 69.1% Su JeC S In ICa e
orior to screening Return to Normal Faster Than edication
eyl Usual Medication not only worked faster and
eSuUlItsS 6.1% - 71.6% :
- More Consistently o more consistently but also
L. Tr My Migrain
Works Faster Than Usual Medication 10.1% eats My Migraine 76.3% y
» Qverall, large percentages of subjects had favorable * When asked at the 3-month and 6-month assessments Stronal Adree
impressions of STS101, which was consistent across to compare STS101 to their usual migraine Disagr%g Neutral Strgongl,y enabled them tO mOre
the assessments at Month 3 and Month 6 of treatment. medication, respectively: . ’ 11.0% .. 61.0% .
- . Disagree Agree | Keeps Migraine 70
. STS101 was considered “good” or “very good” by — 68.9% and 75.5% of subjects agreed or strongly More Consistently Works Than 9 g from I()Iomigg Back rapld Iy retU rn tO nOrmaI .
82.4% of subjects after 3 months of use and by 86.4% agreed that STS101 helped them return to normal Usual Medication 3.6% 72.7%
after 6 months of use (Figure 2). ga;ge(;tharc; ?gelg;sufal n;)e_dlc;atlon (F(ljguret3) |
_ _ — 67.8% an 1% of subjects agreed or strongly
* AtMonth 3, 89.5% ot SUbJ_eCtS co_nS|dered 33_8101 agreed that STS101 worked faster than their usual . . . . | | i . | . . |
€asy or very easy to use, increasing to 92.5% at medication (Figure 3) o | 100% 80% 60% 40% 20% 0% 0% 20% 40% 60% 80%  100%
Month 6 (Figure 2). — 71.6% and 76.3% of subjects agreed or strongly Keeps Migraine From Coming Back Percent of Subjects Percent of Subjects
* After 3 and 6 months of use, 75.7% and 81.6% of agreed that STS101 worked more consistently than —
. . . ] ] ample sizes ranged 146—148 at Month 3 and were 139 at Month 6 across assessments.
subjects, respectively, indicated they were likely or their usual medication (Figure 3)
very likely to use STS101 if it was available (Figure 2). | At 410 3 month and 6-month assessments respectively References | Disclosures o | Acknowledgements | | . - |
61.0% and 72.7% of subjects agreed or strongly agreed 2 sffr:_:rztem' S, o Qfle:dachfzogg;sér)’: T G|Emgt%fﬂﬁ?bfw’id:‘\pﬂg,un’lsmt?ndT'ydeTh'mttdp'Bk“ffm Pharmaceutcals, . and in Accordance with Good Pubication Praciice suideines. o e Hedane Bioup HEE (HewHiope, PR ERA)Grproring medCauriing sipport whieh wes funded ySasume
that STS1 01 kept their mlg raineS from COming baCk 2 i:aea";i:: g:aa;;i;cgfzzagz;ngagz-ti?l?tl?f:a):[ional Headache Society (IHS). gt::V:t}o/jnmS:;}\E;;Z:: :;j":/;:;z;ﬁt: Zcrjn:c:/;es and stockholders of Satsuma Pharmaceuticals.
(Figure 3) Cephalalgia. 2018;38(1):1-211. ’

Presented at the American Headache Society (AHS) Annual Meeting| June 9-12, 2022 | Denver, CO.



