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–– The number of patients who achieved both symptomatic (score ≤3 on PANSS
items P1, P2, P3, N1, N4, N6, G5, and G9, maintained for ≥6 months9) and
functional remission increased from Month 6 to LOCF endpoint (Table 2)

yy In addition to improving clinical symptoms of schizophrenia, enhancing
functioning is a key goal of antipsychotic therapy as this has a great impact
on all areas of patients’ lives, including quality of life and independence,1,2
and healthcare resource utilization (HRU)3, 4

yy Personal and social functioning (PSP total score and across all 3 domains)
was maintained from baseline to endpoint (Table 3)

yy Paliperidone 3-monthly formulation (PP3M) has demonstrated favourable efficacy
and safety in clinically stable patients during randomized controlled trials (RCTs)5-7

Figure 1. Achievement of functional remission

–– However, due to the nature of these RCTs, only selected patient populations
were included and real-world data on functional outcomes are lacking
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yy The primary objective of this study was to assess symptomatic remission and
secondary objectives included functioning, satisfaction with treatment and HRU
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Month 6

Study design
yy An international prospective Phase 3b, single-arm, non-randomized,
open-label, 52-week study conducted in a diverse population of patients
with schizophrenia seen in clinical practice (REMISSIO; ClinicalTrials.gov
identifier NCT02713282)

yy The initial dose of PP3M and subsequent dose changes (possible at
clinicians’ discretion) were made according to the product label8

Patients
yy Patients aged 18–50 years with confirmed schizophrenia (Diagnostic
and Statistical Manual of Mental Disorders, 5th Edition)
yy Adequate treatment with PP1M for ≥4 months (the last two doses
of PP1M being the same)
yy A baseline Positive and Negative Syndrome Scale (PANSS) total score <70

Assessments
yy Assessments were made at 3-monthly intervals during the treatment period
yy A follow-up call for safety assessments was made at 3 months after Month
12 or study discontinuation

Symptomatic and functional remission

Baseline
6 months
12 months
LOCF endpoint

yy The primary analysis set for efficacy comprised all patients who provided
written informed consent and received ≥1 dose of PP3M during the treatment
phase and who had at least one post-baseline efficacy assessment (modified
intent-to-treat [mITT] population)

Table 3. Changes in PSP score over the treatment period
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yy A good level of subjective well-being at baseline was maintained by LOCF
endpoint (Table 4)

Table 4. Changes in SWN-S total score and subscale scores
during the treatment period
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Patient disposition
yy A total of 312 patients were screened at 57 study sites across Europe,
Asia and the Middle East
yy The mITT population comprised 305 patients; however, two patients
withdrew at Month 3 without any post-baseline data
yy The primary set for efficacy and safety analysis therefore included 303 patients
yy A total of 291 patients (95.4%) completed the 12-month study
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yy Baseline characteristics are presented in Table 1

Table 1. Baseline characteristics (modified ITT population)

yy The proportion of patients satisfied (somewhat, very, extremely) with their
medication showed maintenance of satisfaction at LOCF (82%) from the high
baseline value (81%) (Figure 2)

Figure 2. Patient overall satisfaction with medication at baseline
and LOCF endpoint
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Figure 3. Physician overall satisfaction with medication at
baseline and LOCF endpoint
100

Functional outcomes
yy Functional remission was defined as achievement of PSP total score >70
–– At baseline 38.4% of patients fulfilled this criterion and this was maintained
at last observation carried forward (LOCF) endpoint (39.8%) (Figure 1)

Physicians (%)

14 patients who reported to have switched from PP1M, but who withdrew early from the study, are not presented
in the table. †13 patients used PP1M for at least 4 months, but the exact duration was not known. ITT: intent-to-treat;
PP1M: paliperidone palmitate 1-month formulation; SD: standard deviation.
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Values are n (%). Original 7-point Likert scale responses have been aggregated into three category levels. Only those
activities where there was an absolute change of ≥3% from baseline to LOCF in any category are presented.

Healthcare resource utilization
yy Hospital admission and visits to the emergency department for psychiatric
reasons were less frequent during the study treatment period compared
with the already low incidences 12 months prior to baseline (Figure 4)

Figure 4. Healthcare resource utilization during the 12 months
prior to study baseline and during the study treatment period
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CONCLUSIONS
yy Routine clinical use of PP3M in clinically stable schizophrenia patients
maintained personal and social functioning scores and well-being with
some incremental improvements
yy The vast majority of patients and physicians were satisfied with study medication
yy There was a relevant decrease in HRU over the data collection period
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yy Patterns of daily activities were generally maintained from baseline to
endpoint (Table 6)
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Patient and physician overall satisfaction with
medication

yy The proportion of physicians being overall satisfied (somewhat, very,
extremely) with their patients’ medication showed maintenance of overall
satisfaction at LOCF (94%) from the high baseline value (96%) (Figure 3)
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Each of the 36 items is rated on a 5-point Likert scale where 0 = no difficulty, through to 4 = extreme
difficulty/cannot perform. From the scores for all 6 domains an overall score is calculated, with higher scores
indicating worse functioning (maximum score of 100). Values are mean (standard deviation). CI: confidence
interval; LOCF: last observation carried forward; WHODAS: WHO Disability Assessment Schedule

Activity category

This scale comprises 20 items, each scored on a 6-point Likert scale. The total score ranges from 20
(bad subjective experience) to 120 (perfect subjective experience). Values are mean (standard deviation).
CI: confidence interval; LOCF: last observation carried forward; SWN-S: Subjective Wellbeing Under Neuroleptics

RESULTS

Therapy prior to PP1M switch, n (%)

Patients not
achieving SR
at LOCF endpoint
6/125 (4.8)
0
0

Values are n (%). LOCF: last observation carried forward; SR: symptomatic remission

Outcomes

Last PP1M dose category, n (%)

Patients
achieving SR
at LOCF endpoint
74/172 (43.0)
89/172 (51.7)
92/171 (53.8)

80/297 (26.9)
89/293 (30.4)
92/289 (31.8)

Baseline
(n=297)
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satisfaction with medication, assessment of daily activities, WHO Disability
Assessment Schedule (WHODAS 2.0) score, and HRU
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Table 2. Achievement of symptomatic and functional remission

yy PP3M was administered from Day 1 to Day 360, with the last injection
of PP3M at Month 9
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yy This poster presents outcomes for the secondary objectives of the study
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yy To conduct a real-world study to assess the impact of conversion from
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population of patients with clinically stable schizophrenia
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Table 5. WHODAS scores at baseline and LOCF endpoint
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