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List of Abbreviations
A possible list of abbreviations – adapt as needed for your trial 

AE

Adverse Event

CI

Confidence Interval

CRF

Case Report Form

DSMC

Data Safety Monitoring Committee

GCP

Good Clinical Practice

ITT

Intent-To-Treat

SAE

Serious Adverse Event

SD

Standard Deviation

SE

Standard Error

SSI

Significant Safety Issue

SUSAR

Suspected Unexpected Serious Adverse Reaction

1. Administrative Information
Protocol: <number>; <version>; <date>
World Health Organization Universal Trial Number: <identifier>
ANZCTR Number: <identifier>
ClinicalTrials.gov register Identifier: <identifier>
1.1 Document Version History

	Version Date
	Version
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2. Study Synopsis
Give a brief summary of the trial design (number of centres, number of participants, duration of the study, rational for study design...). Include a trial flowchart if available.
2.1. Primary Objective

State the primary objective of the study

2.2. Secondary Objectives

List the secondary objectives of the study

2.3. Tertiary/Exploratory Objectives

List the tertiary/exploratory objectives of the study

2.4. Study Population
Provide a brief description of study population and inclusion/exclusion criteria
2.5. Intervention
Provide a brief description of the details of each intervention being assessed including any potential control arm. If applicable, describe study drugs with dosages. Also include details of incomplete administration of study intervention e.g. acceptable reduction in study treatment for toxicity (where applicable).

2.6. Randomisation and Blinding

Describe randomisation and blinding procedure including stratification variables, balancing method and details of who will be unblinded during the trial conduct.
2.7. Sample Size
Describe the sample size/power calculations with enough details to allow an independent person to reproduce the calculation.
2.8. Study Procedures
Provide a brief description of study procedures including time points for completion of case report forms and any participant questionnaires. Include a timetable, if available.
2.9. Deviations from Protocol
Describe any deviations from the protocol.
Full details of the background to the trial and its design are presented in the protocol.
3. General Statistical Methodology 
Please note that all subsections are optional and can be removed if not relevant
3.1. Objectives of Analysis Plan
Provide details of the scope of this analysis plan i.e. does it cover all primary, secondary, and tertiary objectives

3.2. Analysis Software
Provide details of analysis software to be used for conducting the analysis including version 
3.3. Data verification

Detail any data verification, consistency and range checks that will be/have been performed or reference the data validation plan if available. Include details of any blinded reviews and details of any methods for validating analysis e.g. double programming of primary endpoint

3.4. Definition of Baseline
Where required, provide a definition for baseline.
3.5. Definition of analysis populations
Define the analysis populations to be used in the analysis. If there are any exclusions to the intention to treat population these should be detailed.

Alternative analytic approaches to the intent-to-treat analysis should also be outlined here unless covered elsewhere within the document. If a per protocol analysis is planned, this should include adjustment for potential confounders or a justification should be provided if no adjustment is made.
3.6. Definitions related to Adverse Events (AEs) 
List definition of safety parameters and coding dictionary (if applicable)
3.7. Adjustment for Multiplicity

Describe any adjustments for multiplicity to be undertaken.
3.8. Interim Analyses
Describe any interim analyses (to be) conducted including stopping rules and their impact on the final type-I error rate if applicable.
Reference the analysis plan if a separate analysis plan was written for the interim analysis.
3.9. Handling of Missing Data
Provide details of the approach to handling missing data.
3.10. Defintions Related to Estimands
Provide details of the general approach to defining estimands (if applicable)

Example text:
Section 5 and 6 report analytical approaches for the primary and secondary outcomes using the estimand framework. An estimand is a precise description of the treatment effect reflecting the clinical question posed by a given clinical trial objective. It has 5 attributes: population, treatment, variable of interest e.g. outcome, summary measure, and possible intercurrent events (defined as an event that can occur post-randomization and preclude or affect the interpretation of the variable of interest e.g. discontinuation of treatment). 
When defining an estimand, it must be made clear how intercurrent events will be handled in the analysis. Different approaches can be taken towards handling intercurrent events and are described below:

i) Hypothetical: a strategy which envisages a scenario in which the intercurrent event would not occur, e.g. if participants had not switched treatment or if death had not occurred

ii) Treatment policy: a strategy which seeks to understand the treatment effect on the variable regardless of the intercurrent event, i.e. an outcome is of interest whether or not the intercurrent event occurred prior to the outcome, e.g. the final outcome is of interest irrespective of whether the participant takes additional medication

iii) Composite: a strategy which considers the occurrence of the intercurrent event as informative about the participants outcome. Under this strategy the intercurrent event is included in the endpoint definition, e.g. classifying the use of rescue medication as failure, in addition to disease progression, in a time-to-event analysis
iv) Principal Stratification: a strategy wherein treatment effects are assessed in the stratum of participants who would have a specific status with respect to the intercurrent event e.g. examining the effect of treatment in participants who would not require rescue medication 

v) While-on-treatment: a strategy which considers response to treatment prior to the occurrence of the intercurrent event to be of interest. For repeated measures, values up to the intercurrent event are of interest but not values after the intercurrent event. Generally this strategy is only useful if the duration of treatment is not relevant  either because it is not clinically relevant or because the rate of an event or outcome is constant over time e.g. the rate of adverse events, where one assumes a constant hazard.
4. Descriptive Statistics
4.1. Recruitment and Follow-up
Explain how the status of participants will be reported. This should at least include a CONSORT flowchart. 
4.2. Baseline Characteristics

List all baseline characteristics/stratification factors and describe how they will be reported (e.g. by treatment arm etc). 
4.3. Protocol Deviations

Describe how protocol deviations will be defined and summarised and which deviations will result in the exclusion of participants from any analysis sets (if relevant). 
4.4. Compliance
Describe how compliance to the study intervention is assessed (e.g. via pill counts) and how compliance to the study intervention will be summarized and what compliance criteria will result in the exclusion of participants from any analysis sets (if relevant). 
4.5. Concomitant Therapies
Explain how concomitant interventions will be summarised.
5. Analysis of the Primary Outcome(s)
5.1. Main Analysis
Include exact definition of the primary endpoint. It can be useful to include a table outlining the estimand(s) of interest, if applicable, including population, treatment, outcome summary measure and handling of intercurrent events (see example provided below). Describe the planned analysis method. Include details of any data transformations to be used or plans to check for non-normality of the primary outcomes. A detailed description of statistical models to be used for the analysis should also be included, specifying Stata procedure if possible, and how results are to be presented. 
	Primary Estimand

	Population
	Treatment
	Outcome
	Summary Measure
	Potential intercurrent events
	Strategy for intercurrent event

	e.g. ITT (see section 3.5)
	e.g. Initially randomised treatment (Intervention v. Placebo) and any subsequent changes to treatment over treatment period
	e.g. ABC-I Total Score at 8 weeks (day 64)
	e.g. Adjusted mean difference (95%CI) between treatment arms in ABC-I Total Score at 8 weeks, adjusted for stratification factor 
	e.g. 

1. Treatment discontinuation without study withdrawal
2. Early study withdrawal

3. Treatment non-compliance (intermittent or partial treatment adherence not resulting in treatment discontinuation) 

4. Initiating treatment with rescue medication

5. Dose adjustment 
	e.g. Treatment Policy for all intercurrent events - all observed values will be used, regardless of whether or not the subject had experienced the intercurrent event



5.2. Sensitivity Analyses
If a sensitivity analysis is foreseen, describe how it is going to be carried out.
5.3. Supplementary Analyses 
If a supplementary analysis is foreseen, describe how it is going to be carried out.

5.4. Subgroup Analyses
Description of subgroup analysis (if any)

5.5. Missing Data

The overall approach to missing data should be summarised in the general methodology section. But any further specific details for the treatment of missing data for this outcome should be included here. 
6. Secondary Outcomes
Repeat Section 6.1 for additional secondary outcomes as needed.

6.1 Main Analysis
Include exact definition of the secondary endpoint. It can be useful to include a table outlining the estimand(s) of interest, if applicable, including population, treatment, outcome summary measure and handling of intercurrent events (see example provided below). Describe the planned analysis method. Include details of any data transformations to be used or plans to check for non-normality of the secondary outcomes. A detailed description of statistical models to be used for the analysis should also be included, specifying Stata procedure if possible, and how results are to be presented. 
	Secondary Estimands

	Population
	Treatment
	Outcome
	Summary Measure
	Potential intercurrent events
	Strategy for intercurrent event

	e.g. ITT (see section 3.5)
	e.g. Initially randomised treatment (Intervention v. Placebo) and any subsequent changes to treatment over treatment period
	e.g. ABC-I Total Score at 8 weeks (day 64)
	e.g. Adjusted mean difference (95%CI) between treatment arms in ABC-I Total Score at 8 weeks, adjusted for stratification factor 
	e.g. 

6. Treatment discontinuation without study withdrawal
7. Early study withdrawal

8. Treatment non-compliance (intermittent or partial treatment adherence not resulting in treatment discontinuation) 

9. Initiating treatment with rescue medication

10. Dose adjustment 
	e.g. Treatment Policy for all intercurrent events - all observed values will be used, regardless of whether or not the subject had experienced the intercurrent event



6.2 Sensitivity Analyses
If a sensitivity analysis is foreseen, describe how it is going to be carried out.
6.3 Supplementary Analyses 
If a supplementary analysis is foreseen, describe how it is going to be carried out.
6.4 Subgroup Analyses
Description of subgroup analysis (if any)
6.5 Missing Data
The overall approach to missing data should be summarised in the general methodology section. But any further specific details for the treatment of missing data for this outcome should be included here. 
7. Safety Outcomes
Describe how safety data, including laboratory parameters, will be summarised, including details of any formal comparisons between treatment arms to be made, if applicable. 
8. Exploratory Outcomes
Describe how exploratory outcomes will be summarised and analysed. 
9. 9. Listings, Tables and Figures
9.1. List of Listings
A possible list of listings – adapt as needed for your trial 

	Listing 1
	Patients with premature discontinuation (Randomised patients)

	Listing 2/1
	Protocol violators (Randomised patients)

	Listing 2/2
	Patients not valid for Safety, ITT or PP analysis (Randomised patients)

	Listing 3/1
	Demography (Randomised patients)

	Listing 3/2
	Medical history (Randomised patients)

	Listing 3/3
	Concomitant Medications (Randomised patients)

	Listing 4
	Study drug and compliance (Randomised patients)

	Listing 5/X
	Efficacy data

	Listing 6/1
	Adverse events (Randomised patients)

	Listing 6/2
	Serious adverse events (Randomised patients)

	Listing 7
	Laboratory data (Randomised patients)

	Listing 8
	Vital signs (Randomised patients)

	Listing 9/1
	Physical examination (Randomised patients)

	Listing 9/2
	ECG (Randomised patients)

	Listing 9/X
	Other safety data

	Listing 10
	Visits (Randomised patients)

	Listing 11/1
	Comments by visit (Randomised patients)


9.2. List of Tables 

A possible list of tables – adapt as needed for your trial 
	Table 1.1-1
	Patient disposition (by treatment; by treatment and Investigator)

	Table 1.2-1
	Summary of protocol violations (Randomised population)

	Table 1.3-1
	Analysis population by treatment

	Table 1.4-1
	Demographic data at baseline (Safety population)

	Table 1.4-2
	Medical history (Safety population)

	Table 1.4-3
	Physical examination (Safety population)

	Table 1.4-4
	Prior medications (Safety population) 

	Table 1.4-5
	Concomitant medications (Safety population)

	Table 1.4-6
	Diagnosis (Safety population)

	Table 1.4-xx
	Other baseline characteristic (Safety population)

	Table 2.1-1
	Duration of exposure, by treatment (Safety population)

	Table 2.1-2
	Summary of compliance (Safety population)

	Table 2.2-1
	Analysis of primary efficacy variable (analysis population)

	Table 2.3-xx
	Analysis of secondary efficacy variables (analysis population)

	Table 3.1-1
	Summary of patients with adverse events (Safety population)

	Table 3.1-2
	Adverse events by SOC and PT, whether or not study drug related (Safety population)

	Table 3.1-3
	Adverse events by SOC and PT, suspect study drug related (Safety population)

	Table 3.1-4
	Adverse events by SOC, PT and severity, suspect study drug related (Safety population)

	Table 3.2-1
	Number of patients with serious adverse events (Safety population) 

	Table 3.2-2
	Number of patients with Serious adverse events by SOC and PT, suspect study drug related (Safety population)

	Table 3.3-xx
	Laboratory data (Safety population)

	Table 3.4-xx
	Vital signs data (Safety population)

	Table 3.xx-xx
	Other safety data (Safety population)


9.3. List of Figures
A possible list of tables – adapt as needed for your trial
	Figure 1.1
	CONSORT diagram

	Figure 2.1-1
	Primary efficacy objective

	Figure 3.1-1
	Secondary efficacy objective


10. References

Include any references


11. Appendix A. Example Tables and Figures
Include dummy tables and figures for how results will be presented. 

(FORM: SAP template for Trials Final Analysis/Version 2.0)    

