
Web appendix 3: Clarification for the items that remained unchanged 

with reference to CONSORT 
 

Three items have remained unchanged with reference to CONSORT, but additional 

explanatory text has been provided for further clarity regarding considerations for early 

phase dose-finding trials. 

 

Item 14a§ Dates defining the periods of recruitment and follow-up 

In the case of trials with different parts or major transition points (e.g., seamless trials, 

escalation/expansion, phase I/II, SAD/MAD), it would be useful to provide separate periods 

of recruitment and follow-up. 

Item 14b§ Why the trial ended or was stopped 

This item will cover why the trial ended or was stopped outside the scope of pre-specified 

adaptations (e.g., due to poor recruitment or withdrawal of trial funding). The standard 

CONSORT item does not differentiate between planned and unplanned criteria for stopping 

early. Stopping the trial early due to pre-specified adaptations is covered in item 14c. 

Item 17b§ For binary outcomes, presentation of both absolute and relative effect sizes is 

recommended 

This item might only apply in specific circumstances, for instance, in trials with larger sample 

sizes. For details, see CONSORT 2010 Explanation and Elaboration (1). 
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