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1. Database search strategy
	Type of reports
	MedDRA® terms (version 28.0)

	Vaccination errors
	SMQ: “Medication errors” (broad)

	pIMDsa
	SMQ: “Immune-mediated/autoimmune disorders” (broad) and SMQ: “Demyelination” (broad)
Exacerbation of pre-existing pIMD is defined as a report including the PT: “Condition aggravated”, and/or indicating that the reported pIMD was present prior to vaccination, and/or reported as worsening or disease flare-up

	Cardiac arrythmias including atrial fibrillation
	SMQ: “Cardiac arrhythmias terms (including bradyarrhythmias and tachyarrhythmias)” (narrow)

	Injection-site necrosis
	PTs: “Wound necrosis”, “Application site necrosis”, “Vaccination site necrosis”, “Fat necrosis”, “Muscle necrosis”, “Necrosis”, “Administration site necrosis”, “Soft tissue necrosis”, “Skin necrosis”, “Extremity necrosis”, “Injection site necrosis”, “Epidermal necrosis”, “Septic necrosis”

	Vaccination failure
	SMQ: “Lack of efficacy/effect” (narrow), 
HLT: “Respiratory syncytial viral infections”
PT: “Respiratory syncytial virus test positive”

	Anaphylaxis
	SMQ: “Anaphylactic/anaphylactoid shock conditions” (narrow)


aGuillain-Barré syndrome (and/or Miller Fisher syndrome) cases were considered under pIMDs.
HLT, high level term; MedDRA®, Medical Dictionary for Regulatory Activities; PT, preferred term; pIMD, potential immune-mediated disease; SMQ, Standard MedDRA® Query.
2. Vaccination failure case definition
2.1. Confirmed vaccination failure
Report of respiratory syncytial virus (RSV) infection with lower respiratory tract disease (LRTD) symptoms and/or signs, which occur more than 14 days after the first dose of AS01E-adjuvanted RSV prefusion F protein vaccine (adjuvanted RSVPreF3), accompanied by confirmatory laboratory testing for RSV.
2.2. Suspected vaccination failure
· Report of RSV infection with LRTD symptoms and/or signs, at an unknown time after the first dose of adjuvanted RSVPreF3 accompanied by confirmatory laboratory testing for RSV OR 
· Report of RSV infection with LRTD symptoms and/or signs, which occur more than 14 days OR at an unknown time after the first dose of adjuvanted RSVPreF3, and no RSV laboratory testing reported OR
· Report of RSV infection with no information on LRTD symptoms and/or signs, which occur more than 14 days OR at an unknown time after the first dose of adjuvanted RSVPreF3 accompanied by confirmatory laboratory testing for RSV OR
· Report of RSV infection with no information on LRTD symptoms and/or signs, which occur more than 14 days OR at an unknown time after the first dose of adjuvanted RSVPreF3, and no RSV laboratory testing reported.
3. Handling of potential duplicate reports
Potential duplicate reports were flagged through an automated tool that compared reported case information, including patient demographics, dates of events/outcomes, suspected product(s), reporter/sender, and adverse reactions. When duplication was confirmed, duplicate reports were merged to a single case. The same case reported through different sources may contain varying levels of information. Hence, it is possible that some duplicates may not have been identified correctly by the tool, preventing confirmation of duplication, and potentially leading to an overestimation of the number of some reports.
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