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CONSORT 







“Articles on clinical trials should 
contain abstracts that include the 

items that the CONSORT group has 
identified as essential.”  



Implementation of CONSORT 





• Evidence suggests that use of CONSORT improves reporting.  

• In addition to CONSORT there are different extensions 

specifying additional information for more complex trials:  

• cluster trials, non-inferiority trials, pragmatic trials, non-pharmacologic 

interventions. 

• However, any specific trial may require several different 

extensions 

• which can make their application difficult for authors and journal 

editors to implement. 

 

Background 



• To evaluate the impact of using a simple web based tool 

(WebCONSORT) to improve the completeness of 

reporting of randomised trials published in biomedical 

publications. 

Objective 



• We conducted a multicentre randomised trial to evaluate 

the impact of the web-based tool on reporting: 

• planned sample size n=302 manuscripts. 

 

 

Eligibility criteria 

 To be eligible for inclusion in the trial 

journals must:  

◦ publish reports randomised trials. 

◦ endorse the CONSORT Statement but not 

actively implement it (i.e. require authors to 

submit completed CONSORT checklist). 

 



• To participate in the study, journal’s needed to include a 
link to the WebCONSORT study website in their 
revision letter to authors: 

• “As part of the process of revising your manuscript we would like to use 
the WebCONSORT tool which is designed to help you improve the 
reporting of your randomised trial. You can access the tool by clicking on 
the following link: www.webconsort.fr/registration” . 

 

• “Please be aware that by submitting your manuscript to our journal it 
may be part of research study, any participation will not impact on any 
future acceptance or rejection of your manuscript”. 

 

Trial design 



WebCONSORT Group 

 

Intervention 

Control Group 

Randomisation 



• The proportion of CONSORT items (initial and extensions) 

reported in revised manuscript.  

• CONSORT Statement : 10 most important and poorly reported 

checklist items.  

• CONSORT extensions: 5 most important and poorly reported 

modified items (per extension).  

 

Primary outcome 





Number and type of extension(s) 



Comparison in mean percentage score between 

WebCONSORT and Control (n=197 manuscripts) 

Mean difference 0.04; 95% CI -0.02 to 0.10 



Sensitivity analysis: excluding manuscript if extension 

wrongly selected by author 

  
 

Mean difference 0.05; 95% CI -0.01 to 0.11 



• Overall there was no difference between WebCONSORT and 
control in completeness of reporting of revised manuscripts. 

• Creating a customised CONSORT checklist specific to an individual 
trial, for use at the revision stage of manuscript submission, does 
not optimize use of CONSORT and its extensions.  

• These findings have important implications for future 
implementation of CONSORT and reporting guidelines more 
generally: 

• combined customised checklist to long for authors to comply. 

• implementation at the revision stage may be to late. 

Conclusion 



• American Journal of Kidney Diseases; Annals of Surgery; Arquivos Brasileiros; BMC 

Anesthesiology; BMC Cancer; BMC Endocrine Disorders; BMC Family Practice; BMC 

Gastroenterology; BMC Health Services Research; BMC Infectious Diseases; BMC 

Medicine; BMC Nursing; BMC Oral Health; BMC Public Health; BMC Surgery; British 

Journal of Geriatrics; British Journal of Obstetrics and Gynaecology; British Journal of 

Surgery; Canadian Medical Association Journal; Child and Adolescent Psychiatry and 

Mental Health; Chinese Medicine; Conflict and Health; Critical Care; Indian Journal of 

Dermatology; International Journal of Nursing Studies; International Journal of 

Paediatric Dentistry; Journal of Advanced Nursing; Journal of Cardiothoracic Surgery; 

Journal of Genetic Counseling; Journal of Gynecologic Oncology; Journal of Hand 

Surgery; Journal of Hepatology; Journal of the American Podiatric Medical Association; 

NIHR HTA monograph; Neurourology and Urodynamics; Nordic Journal of Music 

Therapy; Orphanet Journal of Rare Diseases; Pediatric Pulmonology; Peritoneal 

Dialysis International; Physiotherapy; Public Health Nutrition; Thrombosis and 

Haemostasis. 

Participating journals 



The road is long !  

 


