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1. Title 
Insert study title with brief synopsis of study

	2. Background

Scientific background and explanation of rationale
short summary – in the style of an abstract for publication
3. Methods
3.1 Objectives

Specific objectives or hypotheses
3.2 Trial design

Description of trial design (such as parallel, factorial) including allocation ratio

	

	3.3 Participants

Eligibility criteria for participants
3.4 Study settings

Settings and locations where the data were collected
Single or multicentre, UK or international sites?
3.5 Interventions 

The interventions for each group with sufficient details to allow replication, including how and when they were actually administered
3.6 Outcomes
Completely defined pre-specified primary and secondary outcome measures, including how and when they were assessed 

3.6.1 Changes to outcomes 

Any changes to trial outcomes after the trial commenced, with reasons
3.7 Sample size 

How sample size was determined – may be provided by the trial statistician
3.7.1 Interim analyses and stopping guidelines

When applicable, explanation of any interim analyses and stopping guidelines
3.8 Randomisation
3.8.1 Sequence generation

Method used to generate the random allocation sequence
3.8.2 Randomisation: type

Type of randomisation; details of any restriction (such as blocking and block size)
3.8.3 Randomisation: allocation concealment mechanism 

Mechanism used to implement the random allocation sequence (such as sequentially numbered containers), describing any steps taken to conceal the sequence until interventions were assigned

3.8.4 Randomisation implementation

Who generated the allocation sequence, who enrolled participants, and who assigned participants to interventions

3.9 Blinding 

If done, who was blinded after assignment to interventions (for example, participants, care providers, those assessing outcomes) and how
3.10 Statistical methods – may be provided by the trial statistician
Statistical methods used to compare groups for primary and secondary outcomes and details of additional analyses, such as subgroup analyses and adjusted analyses
4. Results
4.1 Participant Flow (consort) diagram
A diagram is recommended (see below for example)
http://www.consort-statement.org/consort-statement/overview0/
Example of flow/consort diagram
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4.2 Summary of results with tables
Tables to  include:

· primary and secondary endpoints

· ancillary analyses 

· adverse events – listings of serious adverse events, SUSARS and cumulative listings of all AEs according to system, organ, class (SOC) (use MEDRA categorisations) 
5. Discussion

5.1 Limitations

Trial limitations, addressing sources of potential bias, imprecision, violations of and deviations from protocol and, if relevant, multiplicity of analyses
Use deviations listed in protocol deviation log and any others identified during the study analysis.
5.2 Generalisability 

Generalisability (external validity, applicability) of the trial findings – any impact of the  study results in  future research in this area
5.3 Interpretation

Did the study achieve the primary and secondary objectives of the trial?

Interpretation consistent with results, balancing benefits and harms, and considering other relevant evidence

6. Other Information
6.1 Archiving
Where essential documents for the trial are kept
6.2 Funding 

Sources of funding and other support (such as supply of drugs), role of funders

	

	6.3 Statement of Compliance

Include a statement to indicate whether the study was performed in compliance with Good Clinical Practice (GCP)

	


Assessed for eligibility (n=)





Enrolment





Excluded (n=)


   Not meeting inclusion criteria (n=  )


   Declined to participate (n=  )


   Other reasons (n=  )





Lost to follow-up (give reasons) (n=)


Discontinued intervention (give reasons) (n=)





Lost to follow-up (give reasons) (n=)


Discontinued intervention (give reasons) (n=)





Allocated to intervention (n=)


 Received allocated intervention (n=  )


 Did not receive allocated intervention (give reasons) (n=  )





Allocated to intervention (n=)


 Received allocated intervention (n=  )


 Did not receive allocated intervention (give reasons) (n=  )





Randomized (n=)





Allocation





Follow-Up





Analysis





Analysed (n=)� Excluded from analysis (give reasons) (n=)








Analysed (n=)� Excluded from analysis (give reasons) (n=)








JRESDOC0059 Clinical Study Report

V5.0, 13/08/2024
Page 1 of 6

