PNOO4 CLEVER Study Design

Randomized, Double-blind, Placebo-controlled, Pivotal Phase 2b/3 Trial

Phase 2b Phase 3
Followed through day 515 First 1,350 participants followed through day 515
Remaining participants followed through day 365

Study Population Clesrovimab Clesrovimab
105 mgIM 105 mg IM Preplanned
* Healthy preterm and Analysis:
full-term infants (= 29 —_— ®_ All participants
weeks GA) have > 240 days of
Placebo -
* Entering first RSV (0.9% NaCl) Placebo follow-up

(0.9% Nacl)

season

A J

» Continuous enrollment

Stratified by gestational age, hemisphere and chronological age (<6 months or 26 months)

Primary Objectives: Secondary Objectives:
= Safety and tolerability of clesrovimab compared to placebo = Efficacy of clesrovimab against RSV-associated hospitalization,
= Efficacy of clesrovimab against RSV-associated MALRI requiring 2 1 indicators of LRI or days 1-150 [hypothesis tested]
severity days 1-150 [hypothesis tested] = Efficacy of clesrovimab against RSV-associated MALRI requiring = 1 indicators of LRI

or severity days 1-180

ClinicalTrials.gov identifier: NCT04767373. 1A=interim analysis. GA=gestational age. MALRI= medically attended lower respiratory tract infection. LRI= lower respiratory tract infection IM=intramuscular injection. LB=lower bound
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