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and as early as 24 hours after the first dose? ex, n (%) * For the monotherapy group, the mean (SD) and median duration of exposure to ESK was SEBISE B b (AL O] ST, GEmpEliel Vi Axlers @iriins OUell SLS T RE Fo sl el N =33 : . : .
— Based on these resuitS, ESK was approved in the United States as the first Female 18 (545) 164 (666) 1,241 (550) dayS and 1,221 daYS, I’eSpeCtively, with a maximum duration of ESK exposure of ¢ !:0r rel:niS.Sion based on PHQ_Q, 424% Of patients who had received ESK monOtheI:apy were S / O;)Ia)tlents who dlsgontlnyed q ESketamlne nasal Spray mOnOthera py had
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P ( | ) . 9 | | American Indian or Alaskan Native 0 1(01) Baseline characteristics are shown in Table 1 TEAEs possibly related to study drug, and 15.2% (n = 5) experienced =1 serious TEAE ESK, esketamine nasal spray: OAD, oral antidepressant. Esketamine nasal spray monotherapy may be
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Not reported 1(3.0) 292 (19) Figure 3: Change in (A) MADRS and (B) PHQ-9 total scores over time for patients receiving ESK monotherapy (LOCF) Figure 4: Proportion of patients receiving ESK monotherapy in remission based on (A) MADRS and (B) PHQ-9 total scores (LOCF) leltatlan S
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e SUSTAIN-3 was a phase 3, open-label, long-term extension study comprised Mean duration of current MDD episode (SD), weeks | 197.9 (229.95) [ 162.8 (257.21) A A
of 2 phases: a 4-week mductlo.n phase (IND) and a variable duration optimization/ Mean (SD) baseline MADRS total score? ’||| SUSTAIN-3 is an open-label study with no control
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» Patients in SUSTAIN-3 received open-label, flexibly-dosed ESK, with a concurrent OAD,; IND baseline 17.2 (4.39)° 154 (5.59)¢ ® S - |
however, this post hoc subgroup analysis included patients who either never received . b ; 4 ;
an OAD or stopped OAD treatment but continued with ESK for variable durations OP/M baseline 6.0 (4.82)° 76 (6.60)° :Q: g c %0° | " Patients’ ESK treatment history differed depending
- Patients Wh? discontinu.ed OAD treatment may have reinitiated (.)AD treatment ESK, esketamine nasal spray; IND, induction phase; MADRS, Montgomery-Asberg Depression Rating Scale; E g o | on WhICh parent StUdy they partiCipated in priOr to
at a later point, but received ESK monotherapy for 212 consecutive months MDD, major depressive disorder; OAD, oral antidepressant; OP/M, optimization/maintenance phase; © : S 304 SUSTAIN-3
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. . . ESK monotherapy patients were defined as patients who did not receive OADs for =12 consecutive months 20 A
for patients who proceeded to the OP/M phase, ESK dosing frequency was Patients could enter SUSTAIN-3 at either the IND phase or OP/M phase, based on their status at the end ‘|||I )
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ESK, esketamine nasal spray; IND, induction; OAD, oral antidepressant; OL, open-label; OP/M, optimization/
maintenance.
ESK monotherapy patients were defined as patients who did not receive OADs for =12 consecutive months ESK, esketamine nasa! spray; OAD, oral antidepressant; TEAE, treatmc.ant-emergent adverse ever.lt. BL, baseline; ESK, esketamine nasal spray; IND, induction phase; LOCF, last observation carried forward; MADRS, Montgomery-Asberg Depression Rating Scale; OP/M, optimization/ BL, baseline; ESK, esketamine nasal spray; IND, induction phase; LOCF, last observation carried forward; MADRS, Montgomery-Asberg Depression Rating Scale; OP/M, optimization/
at any point during ESK treatment. ESK monotherapy patients were defined as patients who did not receive OADs for 212 consecutive months maintenance phase; PHQ-9, 9-item Patient Health Questionnaire. maintenance phase; PHQ-9, 9-item Patient Health Questionnaire.
“Results from the TRANSFORM-3 study (patients aged =65 years) were not included in this subgroup analysis. at any point during ESK treatment. Patients could enter SUSTAIN-3 at either the IND phase or OP/M phase, based on their status at the end of the parent study. Patients could enter SUSTAIN-3 at either the IND phase or OP/M phase, based on their status at the end of the parent study.

®Dosing frequency adjusted based on Clinical Global Impression-Severity scale score and tolerability. Dosing g'm
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