Additional Figure 1 - Flow Chart

Screened N=367

Enrolled N=364

A=105| B=112 | C=108| D=39

[—» LTFU N=22"
v

Completed N=342

A=102| B=105 | C=100| D=35

| ITT analysis N=345" |
|Aiss=345] GI=345 |i1GsQ=322|

Protocol violations N=46*

Stool sample N=326 PP analysis N=296

|Aiss=296] GI=296 |iGsQ=283]
— Protocol violations N=20°
A 4
Analysed N=306

Calprotectin=304 | pH=306 | Dry matter=302

LTFU = Lost To Follow Up, ITT = intention-to-treat population, PP = per-protocol population, AISS = Amsterdam Infant Stool Scale, Gl = Gastro-Intestinal diaries,
IGSQ=Infant Gastrointestinal Symptoms Questionnaire

"N=17 formula brand was not confirmed, N=1 withdrawal, N=4 drop-out

"N=345 with N=342 completers and data from N=3 withdrawals

*N=39 no complete primary outcome data, N=4 breastfeeding, N=1 medication use, N=2 incompliance formula brand

$N=12 collected outside window, N=4 breastfeeding, N=1 medication use, N=2 incompliance formula brand, N=1 withdrawal




