Supplemental Digital Content 3. Mortality rates and rate ratios by randomization group in a
Cox regression adjusted for sex, weight, inborn or outborn status, and maternal BCG scar status.

Mortality per person-year
(deaths / person-years)

Ratio (95% CI)
for BCG / Control

BCG-Russia without BCG-alone (n=1537) Control (n=1535)

OPV
To 28 days 2.54 (240/94.5) 2.63 (247/93.7)  0.95 (0.80-1.13)
Sex - female 2.33 (108/46.3) 2.19 (101/46.0) 1.06 (0.81-1.39)
- male 2.74 (132/48.1) 3.06 (146/47.7)  0.90 (0.71-1.13)
Weight - 0-999 g 22.8 (56/2.46) 36.1 (64/1.77) 0.68 (0.44-0.90)
- 1000-1499 g 5.21 (119/22.8) 4.95 (115/23.2) 1.05 (0.81-1.36)

- 1500-1999 g 0.94 (65/69.1) 0.99 (68/68.8) 0.95 (0.68-1.33)
Outborn 3.68 (66/17.9) 4.01 (68/17.0) 0.92 (0.65-1.29)
Inborn 2.27 (174/76.5) 2.33(179/76.8)  0.98 (0.79-1.20)

Maternal BCG scar - no

- yes

BCG-Russia with OPV

2.46 (59/24.0)
2.57 (180/70.1)

BCG-OPV (n=1103)

2.52 (76/30.2)
2.69 (171/63.6)

Control (n=1104)

0.98 (0.70-1.37)
0.96 (0.77-1.18)

To 28 days 2.81 (198/70.3) 2.73 (194/71.1) 1.01 (0.83-1.23)
Sex - female 2.32 (83/35.7) 2.50 (89/35.6) 0.93 (0.69-1.26)
- male 3.32 (115/34.7) 2.96 (105/35.4) 1.12 (0.86-1.46)
Weight - 0-999 g 16.1 (46/2.87) 16.9 (46/2.72) 0.95 (0.63-1.43)
- 1000-1499 g 4.30 (105/24.4) 3.71 (94/25.4) 1.16 (0.88-1.53)

- 1500-1999 g 1.09 (47/43.1) 1.26 (54/43.0) 0.87 (0.59-1.28)
Outborn 4.27 (12/2.81) 2.08 (5/2.40) 2.05 (0.72-5.82)
Inborn 2.75 (186/67.5) 2.75 (189/68.7) 1.00 (0.82-1.23)

Maternal BCG scar - no

- yes

OPV: oral polio vaccine.

3.00 (91/30.4)
2.44 (86/35.2)

3.08 (92/29.9)
2.25 (83/36.9)

0.97 (0.73-1.30)
1.09 (0.80-1.47)



