Supplementary Table 3: GRADE Assessment for the outcomes.

	Certainty assessment
	№ of patients
	Effect
	Certainty
	Importance

	№ of studies
	Study design
	Risk of bias
	Inconsistency
	Indirectness
	Imprecision
	Other considerations
	Nirsevimab 
	Standard Care or Placebo
	Relative
(95% CI)
	Absolute
(95% CI)
	
	

	RSV-LRTs (RCTs)

	5
	randomised trials
	not serious
	not serious
	not serious
	not serious
	none
	71/8080 (0.9%) 
	144/6022 (2.4%) 
	RR 0.37
(0.29 to 0.47)
	15 fewer per 1,000
(from 17 fewer to 13 fewer)
	⨁⨁⨁⨁
High
	

	RSV-LRTs (Observational Cohorts)

	9
	non-randomised studies
	not serious
	seriousa
	not serious
	not serious
	strong association
	4613/111873 (4.1%) 
	4657/60359 (7.7%) 
	RR 0.41
(0.31 to 0.54)
	46 fewer per 1,000
(from 53 fewer to 35 fewer)
	⨁⨁◯◯
Lowa
	

	RSV-LRTs (IPD analysis)

	2
	randomised trials
	not serious
	not serious
	not serious
	not serious
	none
	1.963 participants
	980 participants
	HR 0.25
(0.16 to 0.37)
[LRTIs]
	181 more per 1,000
(from 149 more to 205 more)
	⨁⨁⨁⨁
High
	

	
	
	
	
	
	
	
	-
	75.0%
	
	181 more per 1,000
(from 149 more to 205 more)
	
	

	Hospitalization (RCTs)

	5
	randomised trials
	not serious
	not serious
	not serious
	not serious
	none
	34/8080 (0.4%) 
	108/6022 (1.8%) 
	RR 0.22
(0.15 to 0.33)
	14 fewer per 1,000
(from 15 fewer to 12 fewer)
	⨁⨁⨁⨁
High
	

	Hospitalization (Observational Cohorts)

	11
	non-randomised studies
	not serious
	seriousb
	not serious
	not serious
	strong association
	4851/142889 (3.4%) 
	10664/66293 (16.1%) 
	RR 0.29
(0.20 to 0.40)
	114 fewer per 1,000
(from 129 fewer to 97 fewer)
	⨁⨁◯◯
Lowb
	

	Hospitalization (IPD analysis)

	2
	randomised trials
	not serious
	not serious
	not serious
	not serious
	none
	5006 participants
	4505 participants
	HR 0.14
(0.08 to 0.25)
[Hospitalization]
	119 more per 1,000
(from 103 more to 128 more)
	⨁⨁⨁⨁
High
	

	
	
	
	
	
	
	
	-
	86.0%
	
	119 more per 1,000
(from 103 more to 128 more)
	
	


CI: confidence interval; HR: hazard ratio; RR: risk ratio
Explanations
a. Inconsistency: high heterogeneity was stated among the pooled studies (I² = 94.49%). Downgraded level.
b. Inconsistency: high heterogeneity was stated among the pooled studies (I² = 98.25%). Downgraded level.
