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Well-designed clinical trial extension studies (TES) can provide robust and meaningful information on the long-term safety, tolerability and efficacy of emergent drugs. A previous 'European Alliance of Associations for Rheumatology (EULAR) initiative established recommendations on the conduct, design and analysis of TES to mitigate potential bias and distortion of long-term outcomes,1 which subsequent post-randomised controlled trial (RCT) TES have applied. As prior participants to this initiative, we highlight an area that needs further consideration, namely the selection of the control group that takes place to switch to experimental therapy.
The objective of TES is to capture outcomes of patients exposed to the experimental drug. The recommendations emphasise the importance of intention-to-treat (ITT) analysis, the denominator being the original number entering the RCT. In the original trial, the purpose of ITT is to capture outcomes for the complete randomised population, regardless of exposure to the intervention, as we … 
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