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suPPleMenTal Table 3  Absence From Child Care and Respiratory and Gastrointestinal Infections in the 2 Groups During the 6-Month Intervention 
Period: Per-Protocol Analyses

LGG and BB-12, a n = 114–119 Placebo, a n = 116–122 Per Protocolb P 

LGG and BB-12 Versus 
Placebo Mean Difference 

(95% CI)c

LGG and BB-12 Versus 
Placebo Odds Ratio (95% 

CI)d

Primary outcome
 Days absent from child care 

because of infections
12.0 (0.0–43.0) 11.5 (0.5–50.0) 0.96 (−0.92 to 2.85) — .32

Secondary outcome
 Respiratory infections
  Days with symptoms of 

common cold
27 (13–46) 24 (15–42) 3.73 (−3.91 to 11.36) — .34

  Number of children with 
≥1 episode of a URTIe

45 (39) 37 (32) — 1.35 (0.77 to 2.37) .29

  Number of URTI episodes 
per childe

0 (0–1) 0 (0–1) 0.20 (−0.04 to 0.44) — .10

  Number of children with 
≥1 episode of an LRTIe

20 (17) 26 (22) — 0.75 (0.38 to 1.44) .39

 Gastrointestinal infections
  Number of children with 

≥1 episode of diarrhea
77 (65) 69 (57) — 1.45 (0.86 to 2.46) .17

  Number of diarrheal 
episodes per child

1 (0–2) 1 (0–2) 0.19 (−0.12 to 0.50) — .23

   Duration of diarrheal 
episodes (d)

2 (1–3) 1 (1–3) 0.40 (−0.12 to 0.92)f — .13

  Days with vomiting 2 (1–5) 2 (1–4) 0.48 (−0.42 to 1.39) — .30
 Other
  Days with fever 11 (7–16) 10 (7–14) 1.84 (0.06 to 3.63) — .04g

  Number of antibiotic 
treatments

0 (0–3) 0 (0–1) 0.11 (−0.10 to 0.32) — .29

  Doctor visits
   Illness (total) 3 (1–4) 2 (1–4) 0.33 (−0.26 to 0.92) — .27
   Infections 2 (1–4) 2 (1–3) 0.34 (−0.21 to 0.89) — .22
   Other illness 0 (0–1) 0 (0–1) −0.01 (−0.23 to 0.21) — .91
  Caregiver absence from 

work because of child 
illness (d)

   Illness (total) 8.0 (4.0–13.5) 7.0 (4.0–12.1) 1.05 (−0.68 to 2.77) — .23
   Infections 6.5 (3.0–0.0) 6.0 (3.0–10.1) 0.50 (−0.93 to 1.93) — .49
   Other illnesses 0.5 (0.0–2.4) 1.0 (0.0–2.0) 0.55 (−0.27 to 1.37) — .19
  Days absent from child 

care because of illness
   Illness (total) 14.0 (10.0–20.9) 14.0 (9.0–20.0) 0.77 (−1.26 to 2.81) — .46
   Other illnesses (not 

infections)
1.0 (0.0–4.0) 1.0 (0.0–5.0) −0.19 (−1.00 to 0.60) — .63

—, not applicable.
a Values are median (IQR) or n (%).
b Per-protocol analyses included children with >84% compliance in parent-reported consumption of study product and ≤15% missing data on outcome. N = 230–241.
c Estimates are presented as the number of days or episodes (back-transformed to original scale) and analyzed by using Poisson regression with robust SEs and the duration of 
intervention as an offset (duration of intervention after starting child care for primary outcome) unless otherwise stated. Sex, age, intervention year, and enrollment period within each 
year are included as covariates.
d Binary outcomes are analyzed by using logistic regression. Sex, age, intervention year, duration of intervention, and enrollment period within each year are included as covariates.
e Doctor-diagnosed URTIs (eg, sinusitis, sore throat, otitis media, and pseudo croup) and LRTIs (eg, pneumonia and bronchitis).
f Only infants with ≥1 episode of diarrhea were included in analysis. An estimate is given as the number of episodes and analyzed by using mixed Poisson regression with child as a random 
effect. Sex, age, intervention year, and enrollment period within each year are included as fixed effects.
g After further adjustment for occurrence of at least 1 episode of a URTI since birth, the mean difference in days with fever was no longer significant (1.39, 95% CI: −0.41 to 3.18, P = .13). 
All other remaining conclusions were unchanged.


