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Appendix A_Schedule of procedure
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Baseline Visit Visit Visit Visit Visit Visit Visit Visit Visit Visit Visit Visit
every 12
Visits age 3 months [ age 6 months Visit 2 plus 3-6) visit 3 plus 8 age 12 months|age 15 months|age 18 months|age 21 months(age 24 months|age 30 months|age 36 months mor?ths until
weeks weeks maximum age
6 years
Visit window +28d +28d +4d +14d + 14d + 14d + 14d + 14d + 14d + 14d + 14d +30d
[Study visit 1 2 3 4 5 6 7 8 9 10 11 12+
Informed consent, X
Review Incl./Excl. Criteria X X
Medical History (including birth weight) X
Randomization (vaccine / placebo) X
Intervention
Vaccination X X X
Primary and Secondary Outcome measurements
IAA; GADA; IA-2A; ZnT8RA; ZnT8WA X X X X X X X X X X
X X X X X X
Transgiutaminase antibodies (from !slet (from !slet (from !slet (from !slet (from !slet (from !slet
autoantibody autoantibody autoantibody | autoantivody | autoantibody | autoantibody
aliquot) aliquot) aliquot) aliquot) aliquot) aliquot)
Local investigations & measurements
Physical examination (incl. weight / height) X X X X X X X X X
Assessment of AEs and SAEs X X
Psychological Questionnaire X X
Exploratory Outcomes
Infection surveillance
|Stool sample (at home) and brought to visits monthly from age 3 months to 24 months
[Saliva (at home) and picked up X ‘weekly from age 3 months to 24 months
[Serum for virus antibodies X X X X X X X X X X X X
e-diary (related to infection & SARS-COV-2) X X X X X X X X X X X
Immune surveillance
[OLINK inflammatory panel X X X X X X X X X X X
Whole blood multiparameter Flow X X X X
Whole blood for cell isolation (Freezing/RNAseq) X X X X X
[Whole blood for RNAseq X X X X X
Fresh cell assays (selected sites) X X X
DNA for methylation X X X
Metabolic markers
Pre-prandial and 30min post-prandial glucose, X only G)I(ucose X X X X only G):ucose X X X
insulin, C-peptide, proinsulin - N
pre-prandial pre-prandial
HbA1c X X X X X
X X
[OGTT (at 0/30/60/90/120 min.) If islet Ifislet
for glucose, c-peptide, insulin, proinsulin autoantibody | autoantibody
positive positive
Vitamin D X X X
Metabolomics X X X X X X
[Sample collection
[Total seruny/ blood for serum requirements capillary blood capillary blood capillary blood
Other blood
Total
Blood volumes
Blood volumes for protocol parameters (mL): 0.2 13.6 0.2 4 19.8 52 14.5 0.2 21 4 21 55
Maximum blood volume (3% of total blood volume) ir] 13.51 17.64 i 20.33 22.32 2246 23.83 i 26.48 28.96 31.37 35.66
Blood volumes per protocol %

*** max. 300yl of capillary blood





