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Introduction Results Conclusions

» Post-traumatic stress disorder (PTSD) is a prevalent NCT03033069; Phase 2),° Trial 071 (NCT04124614; » Previous analyses of brexpiprazole + sertraline _ _ _ _ _ Based on PRO measures from
psychiatric condition that is associated with impaired Phase 3),6 and Trial 072 (NCT04174170; Phase 3).” have predominantly focused on clinician-reported Flgure 2: Change from randomization (WQEk 1) In PCL-5 Total score (Tl"la|S 061 and 071 pooled) PCL-5 (Trials 061 Please also visit _ _ _
psychosocial and occupational functioning.'? _ In flexible-dose Trials 061 and 071, there were greater ~ Mmeasures.*" and 071 pooled) poster 170 for flexible-dose trials in adults,
- While clinician-reported measures reflect the clinician's improvements in PTSD symptoms with brexpiprazole - This analysis evaluated PRO data from flexible-dose . 409 patients arc]lditiopall l?(gselcilnf brexpiprazg|e + sertraline was
perspective, patient-reported outcomes (PROs) reflect + sertraline than sertraline + placebo.®® Trials 061 and 071: PTSD symptom severity using were analvzed Characteristics data . . .
the patient’s view.>* _ In fixed-dose Trial 072, no treatment differences were the PTSD Checklist for DSM-5 (PCL-5), and social, 0 (brexpiprayzole + gssomated with |mprove_ments
- The efficacy and safety of brexpiprazole in combination observed.’ physical, emotional, and occupational functioning —- Sertraline + sertraline, n=210; In PTSD symptom severity
with sertraline was evaluated in three trials in the _ Across the three trials, no new safety issues using the Brief Inventory of Psychosocial Function _5 - placebo (n=199) sertraline + placebo, n=199). (Trials 061 and 071 pOOlEd)
United States: Trial 061 (ClinicalTrials.gov identifier: were identified.? (B-1PF). LSMD at Week 10:

-6.12, P=0.0003 - Brexpiprazole + ' &hjvr‘egei';rgm E‘Qﬁ?;"}if;’losncg\ﬁ\fgk” f':md with numerlcally greater
(Trial 071) versus sertraline

Methods

B-1PF (Trial 071)

LS mean (SE) change

=15~ . 201 patients were analyzed + placebo.
Trial designs 5 1 PCL-5 d B-IPF23 (brexpiprazole + sertraline, n=104;
. . . OoX 1. -9 dn - ’ sertraline + placebo, n=97).
» Trials 061 and 071 enrolled adult outpatients with —20 - P )
PTSD in the United States. | | | | . » LS mean change from baseline (Day 0)
The trials included a -  olaceb | - The PCL-5 is a patient-reported questionnaire that The B-IPF is a.p.atient-report.ed ques_tiopnaire that measures to Week 12 in B-IPF Total score was -33.8
* e uiiels nelblolsl e T=EEls [plelElo) [FUIn=in [pElie assesses PTSD symptom severity in accordance PTSD-specific psychosocial functioning across 7 items —25 - Hkek with brexpiprazole + sertraline, and -21.8
followed by an 11-week randomized, double-blind with DSM-5 criteria, across 20 items with sertraline + placebo (P=0.002; data
sertraline + placebo treatment arms (Figure 1). > Trouble with children 6. Trouble with education —-30 . . . . . . . . . . . -
. . . . T - - T - - i » Change from baseline (Day 0) to Week 12 - -
. The primary efficacy endpoint of each trial was the 3. Trouble with family 7. Trouble with daily activity 1 2 3 4 5 6 V4 3 9 10 11 12 e II%F rom baselr iS( reﬁerzted i Poster 169 for CAPS-5 symptom cluster analyses
change in Clinician-Administered PTSD Scale for 4. Trouble with friendship Week . P - Poster 170 for CAPS-5 individual item analyses
. Figure 3.
DSM-5 (CAPS-5) Total score from randomization Item response options:
(Week 1) to Week 10. O=not at all; 1=a little bit; 2=moderately; Item response options: **+P<0,001 versus sertraline + placebo; MMRM
: 3=qguite a bit; 4=extremel O=not at aII; 1-5:30mewhat; 6=Verv much Mean (SD) PCL-5 Total score at randomization (Week 1): sertraline + placebo, 46.5 (14.7); brexpiprazole + sertraline, 46.4 (13.6)
- In bOth t”alsl PCL-5 was aISO assessed . y y DSM-5=Diagnostic and Statistical Manual of Mental Disorders, fifth edition; LS=least squares; LSMD=least squares mean difference; References Acknowledgements
('other’ efficacy end point) _ _ . . MMRM=mixed model for repeated measures; PCL-5=PTSD Checklist for DSM-5; PTSD=post-traumatic stress disorder; SD=standard deviation; SE=standard error , , , , , , ,
: Total score of 0 (least impairment) to 80 Total score of 0 (least impairment) to 100 1. Mann et al. Posttraumatic Stress Disorder. Treasure Island, Florida: This work was financially supported by Otsuka Pharmaceutical
- In Trial 071 only, B-IPF was a key secondary endpoint. (greatest impairment), calculated by summing (greatest impairment), calculated by summing the scored items StatPearls Publishing, 2924- Etjeg/glk;)epcrpir}tséﬁz\zcikr)nm(:egc:l::]lﬁaatlzz IrE)c;rErZr;r:E)et?Q,eNSJ,OLlféér)Satr;grI]-Ik
the scores for each of the 20 items (possible range 0-42), and transformed to 0-100 2 Jellestad et al. ] Peychiatr Res 2021; 136: 14-22. the patients and thei%famri)lies w%o participated in thepse studies
: ' i . i i i i . Weldring et al. Health Serv Insights 2013; 6: 61-68. P P P |
. The PCL-5 and B-IPF are described in Box 1. Figure 3: Change from baseline (Day 0) to Week 12 in B-IPF item scores (Trial 071) 3. Weldring ' S | |
. . - . . . . . . . 4, Romero et al. Value Health 2022; 25 (7): 1090-1098. Medical writing support was provided by Hazel Ramwi, MSc, and
DSM-5=Diagnostic and Statistical Manual of Mental Disorders, fifth edition; B-IPF=Brief Inventory of Psychosocial Function; PCL-5=PTSD Checklist for DSM-5; ! colleagues of Cambridge (a division of Prime, Knutsford, UK), funded
Analysis PTSD=post-traumatic stress disorder 5. Hobart et al. J Clin Psychiatry 2025; 86 (1): 24m15577 by Otsuka Pharmaceutical Development & Commercialization Inc.
— Brexpiprazole + sertraline (n=1 04) X.x Value: Mean at baseline 6. Davis et al. JAMA Psychiatry 2025; 82 (3): 218-227. (Princeton, NJ, USA) and H. Lundbeck A/S (Valby, Copenhagen,
PCL-5 (Trials 061 and 071 pooled) — Sertraline + placebo (n=97) J Arrow: LS mean change from baseline to Week 12 7. Hobart et al. J Clin Psychopharmacol 2025 In press, Denmark)
. Data were pooled from Trials 061 and 071. and least F_ B} . 56 8. Behl et al. Poster presented at American Society of Clinical _
D [ re 1: Tri I IdNS™ _ Psychopharmacology (ASCP) Annual Meeting, May 28-31, 2024: Key contributors
squares (LS) mean change from randomization gu © . des g > very much 6 I\/Iigmi Igeach, Floridgax'/ &SA' Pz)ster #W12. o Lori L. Davis, Ahmad Abdrabboh, Ferhat Ardic, and Cecilia Brain
(Week 1) to Week 10 in PCL-5 Total score was Double-blind Blinded 9. Behl et al. Poster presented at American Society of Clinical developed the concept for this analysis. Huan Jiang and Hui Zeng
compa red between brexpiprazole (1-3 mg/day) + Screening placebo run-in Double-blind treatment period primary endpoint Follow-up® O S - 4 4 4.9 44 4.3 4.3 Psychopharmacology (ASCP) Annual Meeting, May 28-31, 2024; analyzed the data. All authors were involved in data interpretation, and
certraline (100_200 mg/day) and sertraline (100_200 * oubatonts saed . . 8’ o . 27 39 . 5 7 4 1 :\gla[r)m I?aeach; I;Iorlda, USA. Pozter iTZ . I reviewed and approved the content for poster presentation.
mg/day) + placebo using a mixed model for repeated 18-65 years ' .S 4- ' 3.4 ' ' g B hette. oA Postor £104 ctrati
9/cay VMMRM + PTSD (DSM-5; | Phase 2 | =321 randomized FlERse € pleese (=e) 5 30 - 3.3 November 2, 2024; Boston, Massachusetts, USA. Poster #104. Study registration number
. confirmed by MINI _ ' 1:1:1: . - . : : -
measures ( ) . PTSD somotoms 26 1111 Sertraline 100-200 malday + placebo (v=81) O v 2 7 11. Krystal et al. Poster presented at NEI Congress, November 2-10, 2024;  ¢jinicalTrials.gov identifier: NCT03033069, NCT04124614.
o] months prior to screening @ - 8 3 - : Colorado Springs, Colorado, USA.
B-1PF (Trial 071) ggzi:tlzztjlezf?;:tzlﬁ n=336 | Brexpiprazole 1-3 mg/day + placebo (n=75) 8 12, Weathers et al. The PTSD checklist for DSM-5 (PCL-5). [Assessment]  Disclosures
- For Trial 071, LS mean Change from baseline (Day 0) to & PTEE davalspma : | Te'etph?”e c & 9 - 2013. Available at https://www.ptsd.va.gov/professional/assessment/ | |
, , , within past 15 years i Brexpiprazole 1-3 mg/day + sertraline 100-200 mg/day (n=82) ! it - adult-sr/ptsd-checklist.asp. Accessed 8 August 2025. LLD: consultant for Otsuka, Lundbeck, and Boehringer Ingelheim;
Week 12 in B-IPF Total (data previously reported)® and (Trial 061) or 9 years : . cHnie VISt ) +— . . " CME fees from Clinical Care Options, Medscape, Novus Medical
: : (Trial 071) ! ! ] 13. Marx et al. The Brief Inventory of Psychosocial Functioning (B-IPF). e . ’ ’ o
item scores were compared between brexpiprazole . Key exclusion criteria: : ; 1 - [Assessment] 2019, Available at https://ptsdva.gov/PTSD/professionaly ~ -aucation; research funding from Alkermes, VA, DoD, Social Finance,
(2-3 mg/day) + sertraline (150 mg/day) and sertraline cortraine wit adequate | Phase 3 2416 randomized Sertraline 150 mg/day + placebo (1=202) assessment/functioning-other/ipf_psychosocial_function.asp. Accessed ~ and PCORl |
: : dose and duration (>50 Trial 071 HER _ | 8 August 2025, AA, HJ, ZZ: employees of Otsuka Pharmaceutical Development &
(150 mg/day) + plac?epol using MMRM, without mg/day for 28 weeks) .- ' | | | Not at all 0 _ | | _ _ | _ | _ | _ | _ | Commercialization Inc.
adjustment for multiplicity. . n=450 Eierplptezols 20 migheer «+ senlieling 150 meeery (i=2lay | Trouble with Trouble Trouble with family Trouble with Trouble with work Trouble with Trouble with
Patients screened: i , _ ) _ _ _ _ o FA, NH: employees of H. Lundbeck A/S.
Trial 061: N=690 : : spouse or partner with children friendship education daily activity
Trial 071: N=1,327 CB: employee of Lundbeck LLC.
3-14 days prior to Day 0 i | i Brexpiprazole + sertraline —1.72 ~1.34 —2.25 —2.20 —2.03 ~1.99 ~-1.98

Baseline Randomization Week 2 Week 3 Week 4 Week 6 Week 8 Week 10 ( dwfetek 1t2 ) Et“d ?f
end of treatmen ria .
Gavh - ek D Sertraline + placebo -1.12 —0.88 —1.05 —1.37 —-1.05 —-1.32 —1.55

Week 12 brexpiprazole +

sertraline vs sertraline + 0.12 0.24 0.0002 0.0083 0.0083 0.16 0.14
placebo (nominal P value)

“Trial 061: 14 (+2) days; Trial 071: 21 (+2) days

Trial 061 titration: brexpiprazole (flexible-dose): Week 1, 0.5 mg/day; Week 2, 1 mg/day; Week 3, 2 mg/day; Weeks 4-12, 1, 2 or 3 mg/day; brexpiprazole target dose 1-3 mg/day;
sertraline (flexible-dose): Week 1, 50 mg/day; Week 2, 100 mg/day; Week 3, 150 mg/day; Weeks 4-12, 100, 150 or 200 mg/day; sertraline target dose 100-200 mg/day

Trial 071 titration: brexpiprazole (flexible-dose): Week 1, 0.5 mg/day; Week 2, 1 mg/day; Week 3, 2 mg/day; Weeks 4-12, 2 or 3 mg/day; sertraline (fixed-dose): Week 1, 50 mg/day;
Week 2, 100 mg/day; Weeks 3-12, 150 mg/day

CAPS-5=Clinician-Administered PTSD Scale for DSM-5; DSM-5=Diagnostic and Statistical Manual of Mental Disorders, fifth edition; MINI=Mini International Neuropsychiatric Interview; _ . .
PTSD=post-traumatic stress disorder B-IPF=Brief Inventory of Psychosocial Function; LS=least squares

n-values are at baseline (Day 0)

Presented at Psych Congress, September 17-21, 2025, San Diego, CA, USA.




	IRMS CM- Standard CONGRESS POSTER TEMPLATE
	Brex PTSD PROs Psych Congress poster 3-Sep-25 FINAL

