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LIST OF ABBREVIATIONS

AE

Adverse Event

CRF

Case Report Form

GCP

Good Clinical Practice

ITT

Intent-To-Treat

SAE

Serious Adverse Event

SD

Standard Deviation

SE

Standard Error
MedDRA
Medical Dictionary for Regulatory Activities
WHO DD
World Health Organization Drug Dictionary
1. Study Objectives
1.1. PRIMARY OBJECTIVE

<<Describe the primary objective of the study>>

1.2. SECONDARY OBJECTIVES

<<Describe the secondary objectives of the study>>

2. Background/Introduction
2.1. STUDY DESIGN

<<Describe the study design (number of centres, number of subjects, duration of the study, rational for study design...)>>
2.2. TREATMENT GROUPS

<<Brief description of types of treatment, randomisation process and blinding, subject replacement (where applicable)>>
2.3. STUDY POPULATION

<<Brief description of study population and inclusion/exclusion criteria>>
2.4. INTERVENTION
<<Brief description of the study drugs with dosages, and description of incomplete administration of study drug (where applicable)>>
2.5. SAMPLE SIZE

<<Description of generation of sample size>>
2.6. STUDY PROCEDURE
<<Brief description of time and events. If possible, flow chart>>
3. Populations of Analysis
<<Describe the valid populations for the statistical analyses basing on the list of inclusion criteria (I.C.), exclusion criteria (E.C.). Indicate the primary efficacy analysis population >>
4. Outcome Variables
4.1. PRIMARY OUTCOME
<<Describe primary outcome variable, including parameter categorization (if applicable)>>
4.2. SECONDARY PARAMETERS OUTCOMES
<<Describe the secondary outcome variables, including parameter categorization (if applicable)>>
4.3. OTHER PARAMETERS

DEMOGRAPHY AND BASELINE

<<List all demographic and baseline variables, including definitions (if applicable)>>
SAFETY

<<List all safety parameters including definitions and coding dictionary (if applicable)>>
LABORATORY

<<List all laboratory parameters >>
5. Statistical Methodology
5.1. GENERAL METHODOLOGY
<<Description of statistical methodology used for descriptive statistics (categorical, continuous outcomes) of demographic and baseline variables, and whether results will be presented across all patients and/or separately by treatment group. Description of baseline comparability of groups (where applicable)>>
HANDLING OF MISSING DATA 
<< Description of the approach to missing data handling (i.e. complete case analysis, available case analysis,...)>>

SENSITIVITY ANALYSES
<< If a sensitivity analysis is foreseen, describe how it is going to be carried out >> 

SUBGROUP ANALYSIS
<<Description of subgroup analysis (if any)>>

CLASSIFICATION OF PROTOCOL VIOLATION
<<Description of how protocol violations are summarized and descriptive statistics of patients who were excluded from any analysis set>>

5.2. PRIMARY DATA ANALYSES
<<Description of planned analysis method, data transformations to be used, or plans to check for non-normality of the primary analysis with detailed description of statistical models, specifying STATA procedure if possible, and how results are to be presented >>
5.3. SECONDARY DATA ANALYSES
<< Description of planned analysis method, data transformations to be used, or plans to check for non-normality of all secondary analyses with detailed description of statistical models to be used, specifying STATA procedure if possible. 
This should include description of safety analyses, adverse events, lab data (where applicable)>>
6. List of tables and listings
6.1. 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)


6.2 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)


6.3 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
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