CONSORT 2010 Checklist of Information to Include when Reporting a
Randomised Trial

Please indicate the page number(s) in your manuscript where each item can be found. If an item is not

applicable, please mark as 'N/A' and explain briefly.

Item

Section/Topic Checklist item Reported on page No.
) Identification as a Manuscript title, includes “Randomized
Title and abstract la . S .
randomised trial in the title Non- Inferiority Trial”
Structured summary of trial
design, methods, results, and ~ Abstract section, contains
1b  conclusions (for specific Background/Methods/Results/Conclusions
guidance see CONSORT for sub-headings
abstracts)
Introduction:
Scientific back d and . .
Background and 2a CIeftifis bactgrounc & Introduction section
. explanation of rationale
objectives
b Specific objectives or Introduction section, final paragraph;
hypotheses hypothesis stated
. Description of trial design Methods, Study Design; single-center,
Methods: Trial . . . L
desien 3a  (such as parallel, factorial) open-label, randomised non-inferiority
s including allocation ratio trial, 1:1 allocation ratio
Important changes to
methods after trial . .
N/A, no important changes to trial methods
3b  commencement (such as
L . after commencement
eligibility criteria), with
reasons
. Eligibility criteria for Methods, Subjects; inclusion and exclusion
Participants 4a .. o .
participants criteria fully described
Seti A locat N Methods, Study Design; conducted at
ettings and locations where . . . .
4b
the data were collected Bel.]mg I.Xndlng Hospital, Capital Medical
University
The interventions for each
group with sufficient details N : .
S Methods, Study Design; dose titration
. to allow replication, . —
Interventions 5 schedule for lurasidone and quetiapine

including how and when
they were actually
administered

described



Item

Section/Topic No Checklist item Reported on page No.
Completely defined pre- L . .
. . Methods, Statistical Analysis; primary and
specified primary and
Outcomes 6a  secondary outcome secondary endpoints defined, assessment
measures, including how and  time- points specified
when they were assessed
Any changes to mal, N/A, no changes to pre-specified outcomes
6b outcomes after the trial .
. after trial start
commenced, with reasons
) Methods, Statistical Analysis; sample-size
. How sample size was . . L
Sample size Ta . calculation parameters, non-inferiority
determined ) ]
margin, PASS software described
When applicable,
- explanation of any interim N/A, no interim analyses or stopping
analyses and stopping guidelines planned
guidelines
Sequence o Method used to generate the ~ Methods, Study Design; computer-
. a .
generation random allocation sequence generated block randomization
Type of randomisation;
%h details of any restriction Methods, Study Design; block size of 4
(such as blocking and block  described
size)
Mechanism used to
implement the random
Allocation allocation sequence (such as
ocalo . 9 sequentially numbered Methods, Study Design; opaque sealed
concealmen . . .
. containers), describing any envelopes for allocation concealment
mechanism
steps taken to conceal the
sequence until interventions
were assigned
Who g?nerated the random  \fathods, Study Design; independent
allocation sequence, who e
. . statisticians generated sequence,
Implementation 10 enrolled participants, and ) ] .
. . investigators enrolled and assigned
who assigned participants to o
interventions participants
If done, who was blinded
?fter aSSIfgnment to Methods, Study Design; open-label for
Lo interventions (for example, . . .
Blinding 11la investigators and participants; outcome

participants, care providers,
those assessing outcomes)
and how

raters remained blinded



Item

Section/Topic No Checklist item Reported on page No.
11b If relevant, description of the ~N/A; open-label trial, interventions differ in
similarity of interventions dose and formulation
Statistical Statistical methods used to Methods, Statistical Analysis; MMRM, x*
tatistica .
methods 12 compare groups for primary et t-test, Wilcoxon rank-sum test
and secondary outcomes .
described
Methods for additional
12b analyses, such as subgroup Methods, Statistical Analysis; sensitivity
analyses and adjusted and intention-to-treat analyses described
analyses
Results: For eac.:h. group, the numbers
Participant flow (a of participants who were
di P 13 randomly assigned, received ~ Results, Patients and Disposition; Figure 1
iagram is a
strogngly intended treatment, and were (participant flow diagram)
recommended) analysed for the primary
outcome
For ea.Ch group, losses and Results, Patients and Disposition; dropout
exclusions after . . . .
13b . . and discontinuation reasons reported in
randomisation, together with ]
reasons text and Figure 1
Results, Patients and Disposition;
. Dates defining the periods of ~recruitment Aug 2021-Mar 2024,
Recruitment 14a . . L.
recruitment and follow-up enrolment Oct 2023-Feb 2024, final visit
Mar 25 2024
14b Why the trial ended or was N/A, trial completed as pre-planned, no
stopped early termination
A table showing baseline
. d hic and clinical . -
Baseline data 15 emOgraP l.c and clinica Table 1, baseline characteristics
characteristics for each
group
For each group, number of . . .
. . Results, Patients and Disposition; full
participants (denominator)
Numbers analysed 16 included in each analysis and analysis set (FAS)/modified intention-to-
Wl_le_ther the, analysis was by treat population defined
original assigned groups
For each primary and
out . ;econd;ry Ouwomfi’t;esuhs Results, Efficacy sections; mean differences,
uieomes an 170 Op cach groub, and e 95%(ClI, P-values reported for primary and

estimation

estimated effect size and its
precision (such as 95%
confidence interval)

secondary endpoints; Table 2, Figure 2-3



Item

Section/Topic No Checklist item Reported on page No.
For binary outcomes,
17h presentation of both absolute ~ Results, Efficacy; response / remission
and relative effect sizes is rates reported as absolute percentages
recommended
Results of any other analyses
performed, including
) b | d Results, Efficacy; sensitivity and additional
Ancillary analyses 18 su. group ana’lyses aft y y
adjusted analyses, ITT analyses reported
distinguishing pre-specified
from exploratory
All important harms or
unintended effects in each Results, Safety section; Table 3 adverse
Harms 19 . .
group (for specific guidance  events table
see CONSORT for harms)
Trial limitations, addressing
Discussion: sources of potential bias, . . e e .
en . 20 U .. P . Discussion, Limitations subsection
Limitations imprecision, and, if relevant,
multiplicity of analyses
o Gel,le,rahsabﬂ,lty (?),(temal Discussion section; single-center limitation
Generalisability 21 validity, applicability) of the .
. . discussed
trial findings
Interpretation consistent with
. results, balancing benefits Discussion main text; benefits-harms
Interpretation 22 L .
and harms, and considering balance interpreted
other relevant evidence
. Abstract trial registration footnote &
Qtf ° ; o3 Registration number and Declarations section; ChiCTR2100049426,
mrormation: . . . .. . . .
Registration name of trial registry Chinese Clinical Trial Registry, registered
02 August 2021
Data availability & Declarations; full
Protocol ” Where the full trial protocol ~ protocol not publicly available, may be
rotoco . . . .
can be accessed, if available  obtained from corresponding author upon
reasonable request
) Sources of funding and other Funding section; funder had no role in
Funding 25 support (such as supply of

drugs), role of funders

study design, analysis or publication

* We strongly recommend reading this statement in conjunction with the CONSORT 2010 Explanation and Elaboration for

important clarifications on all the items. If relevant, we also recommend reading CONSORT extensions for cluster

randomised trials, non-inferiority and equivalence trials, non-pharmacological treatments, herbal interventions, and

pragmatic trials. For up to date references relevant to this checklist, see www.consort-statement.org.



