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Supplementary Tables

Supplementary Table 1: Trial Scheme - Schedule of events for each participant

Study Activities Study Day (# days from D1)
D8 D22 | D91
SUDY* | pito D9 to
D5 (+- | D21 | (+/- | (-
(D1 +4) 1) 1) |7
Information process and written informed consent X
Collect baseline demographic data X
Collect/review medical history X
Perform general physical examination X
Perform vital signs & targeted physical examination X* X
(symptom based & reactogenicity only)
Perform urine pregnancy check (women of childbearing X*
potential)
Check/confirm inclusion/exclusion criteria xX*
Randomization X
Collect serum for influenza serology (pre-vaccination for X X
Day 1)
Administer one dose of study product (vaccine or X
placebo)
Observe for 30 Minutes; record and manage immediate X
reactions
Instruct participant on use of Memory Aid X
Participant records solicited reactogenicity and X X
unsolicited AEs and any SAEs in Memory Aid
Clinical staff reviews interim AES/SAEs with X X SAE
participant; records in CRF only
Report SAEs to Sponsor, IRBs and regulatory authorities X X X X X X
X

Participant completion of study

*If Day 1 is conducted on a different day from S1, eligibility must be confirmed again on Day of Injection (D1);
including Targeted physical examination (PE); inclusion/exclusion; urine pregnancy test.




Supplementary Table 2: Details of Ethics committee/Institutional Review Board Overseeing

the study.
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