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INTRODUCTION AND OBJECTIVES

* Rezafungin is a next-generation, once-weekly echinocandin approved for use in candidaemia and invasive candidiasis treatment in the United States,
European Union and United Kingdom. -2

* Efficacy and safety outcomes with rezafungin have been evaluated in the setting of candidaemia and invasive candidiasis in two prospective, randomised
clinical trials: STRIVE (Phase 2; NCT02734862) and ReSTORE (Phase 3 NCT03667690).34

* The current analysis examined pooled data from the STRIVE and ReSTORE trials to investigate resolution of clinical sighs and symptoms in patients treated
with rezafungin or caspofungin.®

METHODS

 STRIVE and ReSTORE were multicentre, double-blind, double-dummy, randomised, controlled trials.

* Adults with candidaemia and/or invasive candidiasis, diagnosed by systemic signs of active infection and mycological confirmation, received intravenous (IV)
rezafungin once-weekly (Week 1: 400 mg; Weeks 2-4: 200 mg) or caspofungin once-daily (Day 1: 70 mg; Days 2-28: 50 mg) for at least 14 days (up to 4 weeks).
The study protocols allowed a step down to oral therapy for patients who met relevant criteria after 23 doses of IV therapy (placebo for rezafungin recipients
and fluconazole for caspofungin-treated participants).

* The analysis reported pooled data for the modified intention-to-treat (mITT) population, comprising all patients included in the STRIVE and ReSTORE trials
who received =1 dose of study drug and had documented Candida infection within 96 hours before randomisation.

Efficacy endpoints Statistical analysis
* Resolution of systemic signs and symptoms at Days 5 and 14. * Two-sided 95% confidence intervals (Cls) were calculated for observed
- Resolution of signs and symptoms during follow-up (Days 52-59). treatment differences using stratified Miettinen and Nurminen

methodology. P values were determined using Fisher's Exact Test.

RESULTS

Study population

* The mlITT population included 139 patients treated with rezafungin and 155 caspofungin recipients. Patient demographics and baseline characteristics were
well balanced across groups (Table 1).

* The majority of participants were diagnosed with candidaemia only; 72% in the rezafungin group and 74% in the caspofungin arm.

* Modified APACHE Il score was typically <20 in both groups (>80%)).

Efficacy endpoints

* The majority of participants in each group demonstrated resolution of systemic signs and symptoms from Day 5 through follow up (Figure 1):
— Day5:82.6% (rezafungin) and 80.4% (caspofungin); treatment group difference [95% CI1] 2.2% [-7.5t0 11.7] (P =0.75)
— Day 14:99.0% (rezafungin) and 90.9% (caspofungin); treatment difference [95% CI] 8.1% [2.7 t0o 14.7] (P =0.01)
—  Follow-up (Days 52-59): 98.9% (rezafungin) and 95.2% (caspofungin); treatment difference [95% CI] 3.7% [-1.7 t0 9.7] (P =0.22)

é’
Table 1. Pooled ReSTORE and STRIVE trial data: baseline demographics and Figure 1. Pooled ReSTORE (including extended phase from China) and STRIVE trial =
characteristics (modified mITT population) data: resolution of systemic signs and symptoms (mITT population) :
Rezafungin 400/200 m Caspofungin 70/50 m =
g g P g g m Rezafungin (400/200mg) n=139 m Caspofungin (70/50mg) n=155 O
(n=139) (n=155) 3
Age, years, median (IQR) 60 (49-71) 62 (52-71) Difference [95% Cl] Difference [95% Cl] Difference [95% Cl] o
’ ’0 2.2% [-7.5t0 11.7] 8.1% [2.7 to 14.7] 3.7% [-1.7 t0 9.7] @
Gender, n (%) P=0.75 P=0.01 P=0.22 5
Male 90 (65) 90 (58) 4 | | | | | | L%
Female 49 (35) 65 (42) 53 99.0% 98.9%  oc 504 f
Race, n (%) 5w g
White 95 (68) 106 (68) 2 5 >
Asian 24 (17) 34 (22) c 2 "
Black/African American 11 (8) 8 (5) Bl
American Indian or Alaska Native 1(<1) 1(<1) *UE) _c%
Other 3(2) 2 (1) =i
S
Not reported 5 (4) 4 (3) qg' B
Diagnhosis*, n (%) S é
Candidaemia only 100 (72) 115 (74) 'g %
Invasive candidiasis 39 (28) 40 (26) 2 7
Modified APACHE Il score, n (%) o
=20 21/137(15) 26/152(17) Day 5 Day 14 Follow up (Days 52-59)
<20 116/137 (84%) 126/152 (81%) Percentages were calculated as the number of subjects in whom all attributable systemic signs of candidaemia
*For ReSTORE, determined based on the radiological or tissue culture assessment, or both, through Day 14; for and/or invasive candidiasis present at screening had resolved, divided by the number of subjects with at least one
STRIVE, the same as the baseline diagnosis. The mITT included all patients with a documented Candida infection attributable sign or symptom at screening and a non-missing systemic sign score at each visit. |
within 96 hours before randomisation who received at least one dose of study drug. The 95% CIl was calculated using strgtlfled (.by st.udy and, where applicable, study part) Miettinen and Nurminen
Abbreviations: APACHE, Acute Physiology and Chronic Health Evaluation; IQR, interquartile range; mITT, modified methodology. P values were determined using Fisher's Exact Test.
intention-to-treat. Abbreviations: Cl, confidence interval; mITT, modified intention-to-treat.

CONCLUSION

* Adults with candidaemia and/or invasive candidiasis included in the ReSTORE and STRIVE trials demonstrated high rates of resolution of systemic signs and

symptoms by Day 5 with rezafungin and caspofungin treatment.

* The proportion of patients achieving resolution of systemic signs and symptoms at Day 14 was significantly greater with rezafungin compared with
caspofungin.

* Resolution of signs and symptoms was maintained at a comparable rate throughout the follow-up (Days 52-59) in both groups.
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