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What’s the ICMJE?

● International
● Committee of
● Medical
● Journal
● Editors

● Meets annually to develop policy and consensus 
about matters relating to publication

● Recognized biased reporting as a problem

2013 ICMJE Meeting in Santiago, Chile



Publication Bias:

1. Selective Reporting

2. Non-reporting

3. Post-hoc analyses (not identified as such)



They decided to do something about it.

● ICMJE member journals would only 
consider clinical trials for publication 
that had been prospectively registered 
(2005)

● Many other journals followed



What is a trial?

“Any research study that prospectively 
assigns human participants or groups 
of humans to one or more health‐

related interventions to evaluate the 
effects on health outcomes”



Are surgery and surgical devices 
considered health interventions?

Yes. 

"Health‐related interventions include any 
intervention used to modify a biomedical or 
health‐related outcome (for example, drugs, 
surgical procedures, devices, behavioral 

treatments, dietary interventions, and process‐
of‐care changes).”



What are health outcomes?

Health outcomes include any 
biomedical or health‐related 

measures obtained in patients or 
participants, including 

pharmacokinetic measures and 
adverse events.



Rationale for Trial Registration

We use evidence to guide our treatments

A randomized trial is the best method 
to establish evidence

Trial registration exists to make sure we have a 
record of exactly what we set out to study



www.clinicaltrials.gov



Tracking outcomes…



The registry must be:

● In WHO International Clinical Trials Registry Platform 
(ICTRP)

• Accessible to the public at no charge

• Accessible worldwide

• Managed by a not-for-profit organization 

• Able to ensure validity

• Electronically searchable 



ICMJE recommendations for trial registration

● Occur before enrollment

● Registration number at the end of abstract

● Results should be posted in trial registries
○ FDAAA does require results posting for some trials
○ Desirable for all!

International Committee of Medical Journal Editors. Recommendations for the Conduct, 
Reporting, Editing and Publication of Scholarly Work in Medical Journals [Accessed 
11/13/2014] Available from: http://www.ICMJE.org.



Thank you!

eloder@bmj.com
Twitter: @eloder


