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Reporting randomised trials 

• CONSORT Statement first published in 1996, revised 
2001, 2010 
 History: 

• Two sets of recommendations for reporting RCTs published in 
1994 (SORT Group, Asilomar Group) 

• CONSORT meeting in Chicago, 1995 

 

 

• CONSORT Statement is an evidence-based, minimum 
set of recommendations for reporting RCTs  

  It offers a standard way for authors to prepare reports of 
 trial findings, facilitating their complete and transparent 
 reporting, and aiding their critical appraisal and 
 interpretation. 
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2010 Revision of CONSORT 

• Revised checklist 

• Short paper  

  (published in 9 journals)  

• Revised (and expanded)  

  explanatory paper (E&E) 

 
 



CONSORT checklist 
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• 25 items 
 

• Rationale for the 

items: 
• Necessary to evaluate the 

study 

 

• Evidence-based, whenever 

possible 

 

• Minimum set of essential 

items  

 

 

 



CONSORT checklist (2) 

 

8 

Major changes in CONSORT 2010  
 
Added 3 new items 

Registration, Protocol, Funding 
 

Added several sub-items, e.g. 
Any important changes to methods after 
trial commencement, with a discussion of 
reasons 
Why the trial ended or was stopped  
 

Made some items more specific  
e.g. allocation concealment mechanism, 
blinding 
 

Simplified and clarified the wording 
throughout  
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CONSORT flow diagram 
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Current CONSORT extensions 
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DATA 
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outcomes 

 
Full details (pdfs and checklists) on CONSORT website: 

http://www.consort-statement.org/ 



STROBE Statement 

STrengthening the Reporting of OBservational 
Studies in Epidemiology 
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STROBE Statement  

 
• Guidance on how to report observational studies well 

(which is rare!) 

– Focus on 3 main study designs: cohort, case-control, 
cross-sectional studies 

• Published in Oct 2007: short paper and E&E  

• Adopted by many journals 
 

Find it on: 

www.equator-network.org 

www.strobe-statement.org 



13 

STROBE  

• Checklist with 22 items 

– Heading (where in paper), item No 

– Recommendation, divided into:  
cohort, case-control, cross-sectional study - where different 
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Three STROBE extensions (1) 

• STREGA (2009) 

– reporting of genetic association studies 
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Three STROBE extensions (2) 

• STROBE – ME (Oct 2011) 

– Reporting molecular epidemiology (biomarker 
studies) 
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Three STROBE extensions (3) 

• STROBE abstract 
 - Reporting observational  

 studies in conference  

 abstracts (online draft) 
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E & E papers 

• Both guidelines have Explanation and Elaboration papers 

 

• Both can be accessed through their websites or on 
EQUATOR website – full record 

 


