
Working in these areas?

•	 MEDICAL WRITING

•	 REGULATORY AFFAIRS

•	 STATISTICS

•	 CLINICAL RESEARCH

•	 PUBLICATION PLANNING

•	 MEDICAL COMMUNICATIONS

•	 CLINICAL-REGULATORY DOCUMENT 
PUBLIC DISCLOSURE

•	 REGULATORY DOCUMENT PUBLISHING

You should know about: 

http://www.core-reference.org

Please inform your senior 
colleagues

Consider CORE Reference a ‘User Manual’ that 
may be used in conjunction with company 
Standard Operating Procedures to support the 
authoring of Clinical Study Reports fit for today’s 
modern drug development environment.

WHO SHOULD KNOW 
ABOUT CORE REFERENCE?WRITE OR REVIEW CLINICAL 

STUDY REPORTS (CSRs)?
WRITE OR REVIEW STATISTICAL 

ANALYSIS PLANS (SAPs)?

SHARING KNOWLEDGE TO HELP YOU WRITE FIT-FOR-PURPOSE CSRs

yes
NEED HELP 

INTERPRETING ICH 
CSR AUTHORING 
REQUIREMENTS?

NEED HELP 
UNDERSTANDING 

PUBLIC DISCLOSURE 
REQUIREMENTS 

FOR CSRs?

WHAT IS 
‘RESPONSIBLE 

CLINICAL TRIAL 
DATA SHARING’?

HOW DOES 
PUBLIC DISCLOSURE 
AFFECT CSRs AND 
PRESENTATION OF 

DATA?

DOWNLOAD THE LAUNCH PUBLICATION: http://dx.doi.org/10.1186/s41073-016-0009-4     

DOWNLOAD THE USER MANUAL: http://www.core-reference.org

Clarity and Openness in Reporting: E3-based (CORE) Reference - 
An Open Access Resource to Support Authoring of Clinical Study Reports for Interventional Studies


