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1 Supplementary Materials

2 Supplementary Table 1. Distribution of type of rCDI event and treatment group for evaluable events versus all CDI recurrence events by trial

MODIFY I (N=1,396)

MODIFY II (N=1,163)

All rCDI events, n (%) 297 (100) 217 (100)
Evaluable rCDI events, n (%) 15562 104 (48)
Type of rCDI event in evaluable participants, n (%)?
Reinfection 29 (19) 21 (20)
Relapse 119 (77) 79 (76)
Unknown 7(5) 44
Evaluable (n=155) Non-evaluable Evaluable (n=104) Non-evaluable
(n=142) (n=113)
Treatment groups, n (%)°
Bezlotoxumab 38 (58) 28 (42) 29 (47) 33 (53)
Bezlotoxumab + actoxumab 29 (48) 32 (52) 27 (47) 31 (53)
Actoxumab 33 (55) 27 (45) - -
Placebo 55 (50) 55 (50) 48 (49) 49 (51)
Two-sided Fisher’s Exact Test p-value 0.644 0.925
Hospitalization status, n (%)
Outpatient 67 (58) 48 (42) 46 (48) 49 (52)



Inpatient 88 (48) 94 (52) 58 (48) 64 (52)
Two-sided Fisher’s Exact Test p-value 0.672 0.965
Antibiotic treatment for CDI, n (%)
Vancomycin 80 (49) 82 (51) 49 (42) 67 (58)
Metronidazole 69 (56) 55 (44) 53 (56) 41 (44)
Fidaxomicin 6 (55) 5(45) 2 (29) 5(71)
Two-sided Fisher’s Exact Test p-value 0.565 0.066
Geographical region, n (%)
Africa 0 (0) 1 (100) — -
Asia-Pacific 8 (80) 2 (20) 20 (53) 18 (47)
Europe 43 (45) 53 (55) 40 (48) 43 (52)
Latin America 7 (58) 5(42) 1(33) 2 (67)
North America 97 (54) 81 (46) 43 (46) 50 (54)
Two-sided Fisher’s Exact Test p-value 0.119 0.860
Gender, n (%)
Female 95 (51) 91 (49) 62 (48) 66 (52)
Male 60 (54) 51 (46) 42 (47) 47 (53)
Two-sided Fisher’s Exact Test p-value 0.633 0.891
Clinical characteristic, n (%)
>65 years of age 82 (51) 78 (49) 69 (51) 66 (49)
Two-sided Fisher’s Exact Test p-value 0.729 0.263



Severe CDI (Zar score >2) 23 (61) 15 (39) 15 (54) 13 (46)

Two-sided Fisher’s Exact Test p-value 0.533 0.273

>1 CDI episodes in past 6 months 58 (50) 59 (50) 39 (41) 56 (59)
Two-sided Fisher’s Exact Test p-value 0.592 0.224

Immunocompromised 30 (50) 30 (50) 17 (46) 20 (54)
Two-sided Fisher’s Exact Test p-value 0.773 0.858

Charlson Comorbidity Index >3 55 (50) 55 (50) 31 (44) 40 (56)
Two-sided Fisher’s Exact Test p-value 0.631 0.390
Days to rCDI, median (interquartile range ) 22 (16 — 31) 21 (16 —34) 19.5 (16 -29) 21 (16 —31)
Two-sided Rank Sum Test p-value 0.860 0.265

3 %Percentages calculated based on total number of evaluable rCDI events; percentages calculated based on total number of participants with rCDI

4 1in each treatment group (evaluable vs non-evaluable). CDI, Clostridium difficile infection; rCDI; CDI recurrence.



5  Supplementary Figure 1. Cumulative incidence for C. difficile infection relapse and

6 reinfection by treatment group in (A) MODIFY I and (B) MODIFY II.

A

Cumulative incidence

Cumulative incidence

0.154

0.10+

0.05+

0.00+

Relapse: Bezlotoxumab

Reinfection: Bezlotoxumab ~ =====- Reinfection: No bezlotoxumab

—— Relapse: No bezlotoxumab

0.154

0.10

0.05

0.00

Relapse: Bezlotoxumab

Time since infusion (days)

—— Relapse: No bezlotoxumab
Reinfection: Bezlotoxumab ~ ---=-- Reinfection: No bezlotoxumab

Time since infusion (days)

80

L p=0.001

_ p = 0.0004

} p=0.226



