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	CHECK
	YES / NO / N.A. / COMMENTS

	TITLE PAGE
	Contains all the correct information

	

	SYNOPSIS
	Includes a brief synopsis (usually limited to 3 pages) that summarises the study 

	

	TABLE OF CONTENTS
	Contains all the correct information



	

	LIST OF ABBREVIATIONS AND DEFINITION OF TERMS
	Contains a list of the abbreviations, and definitions of specialised or unusual terms or 
measurements units used in the report 

	

	ETHICS
	Contains detail on ethical review and principles and how participant consent was obtained



	

	INVESTIGATORS AND STUDY ADMINISTRATIVE STRUCTURE
	Administrative structure of the study (e.g., principal investigator, coordinating 
investigator, steering committee, statistician etc) is described 

	

	INTRODUCTION
	Contain a brief statement (maximum: 1 page) placing the study in the context of the development of the investigational product, relating the critical features of the study (e.g., rationale and aims, target population, treatment, 
duration, primary endpoints) 

	

	STUDY OBJECTIVES
	A statement describing the overall purpose(s) of the study is provided

	

	INVESTIGATIONAL PLAN
	Overall study plan and design of the study (e.g., parallel, cross-over) 
is described briefly but clearly with the following included where applicable;
· Selection of Study Population
· Treatments
· Efficacy and Safety Variables
· Data Quality Assurance
· Statistical Methods
· Changes in the Conduct of the Study

	

	STUDY PATIENTS
	The numbers of patients who were randomised, and 
who entered and completed each phase of the study is provided


	

	PROTOCOL DEVIATIONS
	All important deviations related to study inclusion or exclusion criteria, conduct of the 
trial, patient management or patient assessment are described

	

	EFFICACY EVALUATION
	Exactly which patients were included in each efficacy analysis are precisely defined;
· Data Sets Analysed
· Demographic and Other Baseline Characteristics
· Measurements of Treatment Compliance
· Efficacy Results and Tabulations of Individual Patient Data

	

	SAFETY EVALUATION 
	Analysis of safety-related data has been considered;
· Exposure (dose, duration, number of patients) to determine the degree to which safety can be assessed from the study. 
· Adverse events, laboratory test changes, etc. are identified, classified, compared for treatment groups, and analysed.
· Serious adverse events and other significant adverse events are identified.
· Clinical Laboratory Evaluation.
· Vital Signs, Physical Findings, and Other Observations Related to Safety
· Safety Conclusions

	

	DISCUSSION AND OVERALL CONCLUSIONS
	The efficacy and safety results of the study and the relationship of risks and benefit are briefly summarised and discussed, referring to the tables, figures, and sections above as needed

	

	TABLES, FIGURES AND GRAPHS REFERRED TO BUT NOT INCLUDED IN 
THE TEXT
	· Figures used to visually summarise the important results, or to clarify results that are not easily understood from tables. 
· Important demographic, efficacy and safety data presented in summary figures or tables in the text of the report. 

The following information, where applicable, are presented in this section of the core clinical study 
report:
· Demographic Data
· Efficacy Data
· Safety Data

	

	REFERENCE LIST
	A list of articles from the literature pertinent to the evaluation of the study is 
Provided

	

	APPENDICES
	This section is prefaced by a full list of all appendices available for the study 
Report;
· Study Information 
· Patient Listings
· Case Report Forms
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