CONSORT 2025 Checklist

Title and abstract
1a
Identification as a randomised trial
Yes – Title page
1b
Structured summary of the trial design, methods, results, and conclusions
Yes – Abstract

Open science
2
Trial registration
Yes – Abstract and Methods (Ethics and Dissemination); 
European Union Clinical Trials Register (EudraCT 2017-004226-15)
3
Protocol and statistical analysis plan
Yes – Protocol published and cited (Reference 23)
4
Data sharing
Yes – Declarations: Availability of data and materials
5a
Funding
Yes – Declarations: Funding
5b
Conflicts of interest
Yes – Declarations: Competing interests

Introduction
6
Scientific background and rationale
Yes – Introduction
7
Specific objectives related to benefits and harms
Yes – Introduction (final paragraph)














Methods
8
Patient and public involvement
Yes – Methods: Patient and Public Involvement

9
Trial design
Yes – Methods: Setting and Study Design 
(randomized, placebo-controlled, superiority trial; 1:1 allocation)

10
Changes to trial protocol
No important methodological changes; recruitment period prolonged due to COVID-19 (mentioned in Methods)

11
Trial setting
Yes – Methods: Setting and Study Design (three Danish university hospitals)

12a
Eligibility criteria for participants
Yes – Methods: Participants
12b
Eligibility criteria for sites/providers
Not applicable

13
Intervention and comparator
Yes – Methods: Experimental Treatment (CBD, placebo, 
THC add-on protocol described in detail)

14
Outcomes
Yes – Methods: Outcomes (primary and secondary outcomes fully specified, including measures and time points)

15
Harms
Yes – Methods: Outcomes and Results: Safety (SAEs defined and monitored)

16a
Sample size
Yes – Methods: Statistical Analysis (power calculation and assumptions described)

16b
Interim analyses/stopping guidelines
→ Not applicable




Randomisation
17a
Sequence generation
Yes – Methods: Randomisation Procedure (details referenced and described)
17b
Type of randomisation
Yes – Stratified randomisation by diagnosis and centre (Methods)

18
Allocation concealment mechanism
Described in published protocol (Reference 23); 
not explicitly detailed in manuscript

19
Implementation
Yes – Methods: Randomisation Procedure (allocation conducted centrally; investigators blinded)

Blinding
20a
Who was blinded
Yes – Methods: double-blind design (participants, investigators, outcome assessors)
20b
How blinding was achieved
Yes – Methods: identical placebo and CBD formulation; 
detailed in protocol (Reference 23)

Statistical methods
21a
Statistical methods
Yes – Methods: Statistical Analysis
21b
Analysis population
Yes – Intention-to-treat population described
21c
Missing data
Yes – Multiple imputation (MICE) described
21d
Additional analyses
Yes – Adjusted analyses described; no subgroup analyses performed









Results
22a
Participant flow
Yes – Figure 1 (CONSORT diagram) and Results
22b
Losses/exclusions
Yes – Figure 1 and Results

23a
Recruitment dates
Yes – Methods: Setting and Study Design
23b
Trial stopping
Recruitment period was prolonged due to COVID-19; no formal early stopping

24a
Intervention delivery
Yes – Results and Methods (dose escalation and adherence described)
24b
Concomitant care
Yes – Methods: Participants (stable background treatment required)

25
Baseline data
Yes – Table 1

26
Outcomes and estimation
Yes – Results and Tables 2 and 3 (effect sizes with confidence intervals reported; binary outcomes presented as proportions with corresponding effect estimates)

27
Harms
Yes – Results: Safety (SAEs reported)

28
Ancillary analyses
→ Yes – Adjusted analyses reported; no subgroup analyses performed












Discussion
29
Interpretation
Yes – Discussion (balanced interpretation of benefits and harms)
30
Limitations
Yes – Discussion (limitations including sample size and open-label phase)

