Additional File 6 - Changes to the trial protocol

Evaluating the impact of in situ simulation on interprofessional healthcare team training: a randomised controlled trial. ClinicalTrials.gov NCT07346937.
All nine changes were decided during the design phase, before the first participant was enrolled on 17 January 2026. No interim analysis was planned or performed and no outcome data were examined before the end of data collection.
	Change
	Reason
	Date
	Effect on outcomes or analysis

	A second in situ site was added (Post-Anaesthesia Care Unit, ULS Sao Joao) to the single site specified in the protocol
	To reach the planned sample size within the available period and to include teams from more than one institution
	Request for an opinion submitted to the ULSSJ ethics committee on 6 January 2026; favourable opinion issued on 15 April 2026; sessions of the UPA-ULSSJ group held between 16 and 23 April 2026, after the BO-ULSM and simulation centre sessions, which ran between 3 and 26 March 2026
	None. Eligibility criteria, intervention, outcomes and planned analysis unchanged. The registration record was updated

	Team composition changed from six to seven members, with the inclusion of a healthcare assistant
	Healthcare assistants are part of the perioperative team in both institutions; teams without them would not reproduce the real response to an anaesthetic emergency
	Design phase, before registration
	Planned sample raised from 84 to 98 participants. Outcomes and analysis unchanged

	Assumed standardised effect size revised from 0.50 to 0.60
	Effect sizes reported in previous simulation-based studies of interprofessional team training, and the smallest difference considered educationally relevant for these outcomes
	6 January 2026, before the registration record was posted
	Revised calculation yielded 98 participants, the figure reported in the registry and in the manuscript

	The RIPLS was added to the instruments listed in the protocol
	To document baseline attitudes towards interprofessional learning and support the comparability of the two settings
	Design phase
	New baseline measure. Not used as a measure of change

	A purpose-built 15-item knowledge questionnaire was added
	No validated instrument covers institutional management of local anaesthetic systemic toxicity
	Design phase
	New exploratory outcome, measured before and after the session

	Detection of latent safety threats was withdrawn from the outcomes
	Not an objective of the trial as conducted, and no validated instrument was available to assess it in this setting
	Design phase
	Not measured and not reported

	Minimum professional experience for eligibility reduced from six to three months
	Three months is the period considered necessary for autonomous integration into the perioperative job
	Design phase
	None

	Session duration extended from approximately 60 to 180 minutes
	To accommodate the seven phases of the session plan within a single session
	Design phase
	None

	The Simulation Design Scale was administered in English rather than in the Portuguese version cited in the protocol
	No cross-cultural adaptation validated for European Portuguese is available
	Design phase
	None



