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“Readers of trial reports should be wary of these pitfalls, 

and investigators must improve their design, execution, and 

reporting of trials.”

• Meta-analyses of RCTs
• Meta-analyses of observational studies
• Diagnostic test accuracy studies







Cookbook science?

• Within the world of randomized controlled trials (RCTs), the 
CONSORT guidelines for reporting trials have been successful: 
they have improved the quality of reporting.

• However, I was wary when I heard about a group wanting to 
make a similar type of recommendations for observational 
research. 

• Guidelines might be fit for highly-codified evaluation, but what 
about etiologic research? … Why stifle scientific creativity by 
guidelines?” 



Areas of tension in the making of STROBE
• Finding common ground among researchers with different research 

backgrounds

• The intended audience (professional epidemiologists or statisticians vs. all 
researchers who use epidemiologic study designs)

• The fine line between encouraging clarity of reporting vs. prescribing how 
to do research. 

• The misuse of the STROBE checklist as an instrument to evaluate the 
quality of observational research: research can be reported clearly or not, 
irrespective of its intrinsic quality 



Evolution of item on Study Size in STROBE

First version 

• “Describe how sample size was determined, including practical and 
statistical considerations.” 

Intermediate version

• “Describe rationale for study size, including practical and statistical 
considerations.”

Final

• “Explain how the study size was arrived at.” 





Commentaries in Epidemiology, 2007

• MacMahon and Weiss: 

• “…we try to avoid judging an apple by how well it is polished”… 

• “the prescription … could lead to adverse effects that are as or more serious 

than the problem that prompted the prescription”

• Rothman and Poole: 

• “sigh of relief” that the guidelines are “benign”, but still add to the general 

guideline burden; critical of some examples, propose expiration date 2010.

• Editors: 

• “…too many remnants of clinical-trial thinking”… 

• “One of the Editors’ deepest concerns is that STROBE will evolve from a set 

of reporting guidelines into a tool for judging the studies themselves”







Summary
They are

• Helping authors report what they did

• Helpful for authors, editors, reviewers

• The Explanation and Elaboration (E&E) document is

educational for early career researchers

They are not:

• Telling authors what to do, how to design and execute their study

• Instruments to assess the quality of studies or assigning quality

labels to studies
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They have become an industry… 

• The are highly cited and published in prominent journals

17 extensions for STROBE alone…
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