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 “The whole of medicine depends on the 
transparent reporting of  

clinical trials” 

 
 

Drummond Rennie, JAMA 2001  
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 “This leads one to consider if it is possible, in planning a 
trial, in reporting the results, or in assessing the 
published reports of trials, to apply criteria which must 
be satisfied if the analysis is to be entirely acceptable…. 

 “A basic principle can be set up that … it is at least as 
important to describe the techniques employed and the 
conditions in which the experiment was conducted, as 
to give the detailed statistical analysis of results.” 

 “If cases are allotted to a control group or to a 
treatment group … what method of random selection is 
used?” 

[Daniels M. Scientific appraisement of new drugs in tuberculosis. 
Am Rev Tuberc 1950;61:751-6.] 
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 “… editors could greatly improve the reporting of 
clinical trials by providing authors with a list of 
items that they expected to be strictly reported.”  

[DerSimonian R et al, NEJM 1982]  
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CONSORT 1996 
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CONSORT 2001 
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2001 Revision of CONSORT 

 Major update published in 2001 

 

 Checklist – major revision 

 Also small changes to flow diagram 

 

 Short paper (“The CONSORT Statement”)  

– published in 3 journals  

 

 Explanatory paper (E&E) 

– Detailed explanations and examples  
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Rationale for checklist items 

 Necessary to evaluate the study 

  

 Evidence-based, whenever possible 

 

 Minimum set of essential items  
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The “explanation and elaboration” 
manuscript 

 To enhance the use and dissemination of CONSORT 

 For each checklist item: a detailed explanation, 
examples of good reporting, with relevant 
empirical evidence  
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2010 Revision of CONSORT 

 Meeting in January 2007  

 Revised checklist  

 Short paper (published in 9 journals)  

 Revised (and expanded) explanatory paper (E&E) 

 

 



 

 

 
 

CONSORT checklist 2010 (25 items) 
 TITLE & ABSTRACT 

INTRODUCTION 

 Background 

 Objectives 

METHODS 

 Trial design 

 Participants 

 Interventions 

 Outcomes 

 Sample size 

 Randomization 
   Sequence generation 

   Allocation concealment 
   Implementation 

 Blinding (Masking) 

 Statistical methods 

RESULTS 

 Participant flow 

 Recruitment 

 Baseline data 

 Numbers analyzed 

 Outcomes and Estimation 

 Ancillary analyses 

 Harms 

DISCUSSION 

 Limitations 

 Generalisability 

 Interpretation 

OTHER INFORMATION  

 Registration 

 Protocol  

 Funding 

 



Major changes in 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 

 We simplified and clarified the wording throughout  

 

 All changes are documented in the paper 
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Blinding in CONSORT 2010 

 We added the specification of how blinding was 
done and, if relevant, a description of the similarity 
of interventions and procedures 

 We eliminated text on “how the success of blinding 
(masking) was assessed”  

– lack of empirical evidence supporting the practice  

– theoretical concerns about the validity of such assessment 
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Evolution of the CONSORT 
Statement 

Outcomes 

 CONSORT 1996 

– “Primary and secondary outcome measure(s) …” 

 CONSORT 2001 

– “Clearly defined primary and secondary outcome measures …” 

 CONSORT 2010 

– “Completely defined prespecified primary and secondary 
outcome measures, including how and when they were 
assessed” 
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Evolution of the CONSORT 
Statement 

Interventions 

 CONSORT 1996 

–  “Planned interventions and their timing” 

 CONSORT 2001 

– “Precise details of the interventions intended for each group 
and how and when they were actually administered” 

 CONSORT 2010 

– “The interventions for each group with sufficient details to allow 
replication, including how and when they were actually 
administered” 
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What do we need to know about 
treatment allocation? 

 Was the allocation sequence generated in an 
appropriately unpredictable way, e.g. by 
randomization  [“Sequence generation”] 

– How was the sequence determined?  

 

 Was the act of allocating a treatment to a patient 
done without any knowledge of what treatment 
they will get?  [“Allocation concealment”]  

– What was the mechanism of allocation? 
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Description of randomization in RCTs  

So important that CONSORT checklist has 3-4 items:  

Item 8a. Method used to generate the random allocation 
sequence  

Item 8b. Type of randomisation; details of any restriction 
(such as blocking and block size)   

Item 9. Mechanism used to implement the random allocation 
sequence (such as sequentially numbered containers), 
describing any steps taken to conceal the sequence until 
interventions were assigned 

Item 10. Who generated the random allocation sequence, 
who enrolled participants, and who assigned participants 
to interventions  
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Good (clear) reporting 

Sequence generation: 

 “Independent pharmacists dispensed either active or 
placebo inhalers according to a computer generated 
randomization list.”    [Bolliger et al, BMJ 2000] 

 ... The randomization code was developed using a computer 
random number generator to select random permuted 
blocks. The block lengths were 4, 8, and 10 varied randomly 
...”        [Coutinho et al, Obstet Gynecol 2008] 
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Clear reporting but poor 
methodology  

 “Randomization was alternated every 10 patients, 
such that the first 10 patients were assigned to 
early atropine and the next 10 to the regular 
protocol, etc.  To avoid possible bias, the last 10 
were also assigned to early atropine.” 
 

[Lessick et al, Eur J Echocardiography 2000;1:257-62] 
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Impact of CONSORT 

 CONSORT has wide support from journals 

– >600 journals 

– Editorial groups: 

• Council of Science Editors 

• World Association of Medical Editors 

• International Committee of Medical Journal Editors 

– Peer review granting agencies 

• Canadian Institutes of Health Research  

 

 Most reporting guidelines have had limited impact 

– Passive dissemination through publication only 

– Compliance not required by journals 

– Potential  impact of CONSORT not being realised  
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Betz, 2011 
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Closing thoughts  

 Findings of all randomised trials should be published  

 Trial reports should be complete and transparent 

 Many trials reports omit crucial information, weakening 
their clinical value  

 Peer reviewers and editors are failing to ensure that 
reports of trials are usable by readers 

 Adherence to the CONSORT checklist and flow diagram 
would maximise the value of trial reports 

 Journals should institute systems to ensure compliance 
with CONSORT  
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Evolution of the CONSORT 
Statement 

Blinding 

 CONSORT 1996 

– “Describe mechanism (eg, capsules, tablets); similarity of treatment 
characteristics (eg, appearance, taste); allocation schedule control 
(location of code during trial and when broken); and evidence for 
successful blinding among participants, person doing intervention, 
outcome assessors, and data analysts.” 

 CONSORT 2001 

– “Whether or not participants, those administering the interventions, and 
those assessing the outcomes were blinded to group assignment. If 
done, how the success of blinding was evaluated.” 

 CONSORT 2010 

– “If done, who was blinded after assignment to interventions (for 
example, participants, care providers, those assessing outcomes) and 
how 

– If relevant, description of the similarity of interventions” 
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