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Patients in the PROVE Study (2020-2024) CONCLUSIONS

Gram-negative infections, cefiderocol demonstrated good

BACKGROUND Table 1. Demographics, Baseline Characteristics, and Severity of lllness Among US Figure 1. Reason for Cefiderocol Use in the PROVE US Cohort (N=508)?

Real-world data regarding antibiotic use provide valuable insights into regional variations in treatment
practice and the characteristics of patients and pathogens.

« Cefiderocol is a siderophore cephalosporin antibiotic with in vitro activity against a broad range of
Gram-negative bacteria; it is approved in the USA for treatment of complicated urinary tract infections Demographics

(including pyelonephritis) and hospital-acquired and ventilator-associated bacterial pneumonia.’ , - efficacy against a broad ra nge of Gram—negative pathogens N
, , . . . . . Age (years), median (IQR) 58.0 (44.0-67.0) O2) Empiric, 11.2% (n=57) Other/unknown, 1.2% (n=6) C . o : : : : :
« PROVE was an international, observational medical chart review study of cefiderocol use in ] individuals hospltallzed with diverse serious infections.
hospitalized patients with serious Gram-negative bacterial infections. This poster reports data for the 265 years old, n (%) 163 (32.1) . . .
US cohort. Sex male n (%) 311 (61 2) aReported by the investigator. Documented infection: the pathogen and susceptibilities were known, and cefiderocol use was not due to failure of a OUtCO mes Wlth Cefl d erOCC)l Were com pa I'a ble fo r patl ents
! ! ) prior antibiotic regimen. Empiric use: cefiderocol use started before the pathogen and/or susceptibilities were available to help guide the choice. o o . . .
M f . dical diti o Salvage therapy: cefiderocol was used after a prior antibiotic regimen had failed; patients usually received at least 3 days of prior antibiotic therapy treated em pl 'Ca I |y or fO I d OCuU ment | ﬂfeCtIOﬂ AS mlg ht be
ost requent concomitant medical conditions, (A’) to see whether there was an adequate response before the next course of antibiotic would be considered salvage. Other, including unknown: any .« - S
METHODS . . other reason provided by the physician expected, clinical cure rate was lower for patients receiving
Diabetes mellitus 183 (36.0) ] . ] . :
. PROVE collected data between November 2020 and July 2024 from patients hospitalized with Chronic pulmonary disease O salvage therapy, highlighting that cefiderocol treatment prior
confirmed Gram-negative bacterial infections.” Included patients had received cefiderocol for the first . . Figure 2. Primary Site of Infection and Baseline Pathogen in the US PROVE to clinical decline may be the most beneficial approach.
time and for >72 hours. Sepsis or septic shock 18(23.9) Cohort (N=508)
« The following data for patients in the US cohort were analyzed descriptively: Moderate-to-severe chronic kidney disease 96 (18.9) Primary infection site Baseline Gram-negative pathogens
*  Baseline demographics, clinical characteristics, and cefiderocol use Congestive heart failure 83 (16.3) Other Figure 3. Clinical Outcomes by Causative Pathogen in US Patients Treated With
.. : : : : : S BS| Polymicrobial, Pseudomonas aeruginosa, . . _
«  Clinical cure (resolution or improvement of infection signs or symptoms at end of treatment COVID-19 infection 68 (13.4) csq| 14% (0=7) % (ned?) 29.9% (n=152) 29.9% (n=152) Cefiderocol in the PROVE Real-World Study (N=508)
[EOT], without evidence of later relapse or death) 14.6% (n=74) '
.. i i i i - ini Clinical t EOT
«  Clinical response (resolution or improvement of signs or symptoms at EOT as judged by the Treatment pattern 10 Chmcs;ure - | e :Zpons::o
physician, excluding patients who died during therapy) Duration of cefiderocol use (days), median (IQR) 10.0 (7.0-16.0) - Bﬁ; 0 701 104 e . : s ' 778 783 773 : 77.0
1% (n= — ’ ) :
«  All-cause mortality (ACM,; including patients who died within 30 days of cefiderocol initiation). Combination therapy, n (%) 168 (33.1) < 60 - | 54.5
« Additional analyses are ongoing to collect more detailed results for this subgroup. Severity of illness, n (%) 6.59% (n:_jlé)l - % 40 - 36.4 i
' Other monomicrobial, - :
ICU stay at time of cefiderocol initiation 291 (57.3) UT| 2.2% (n=11) 20 1 . 0 2 46 20 4 o y c 117
- - : s 8.1% (n=41) Stenotrophomonas maltophilia o | M UEE AR o 2 o ez 2 A 152
RESU LTS Receipt of any organ support at time of cefiderocol initiation 242 (47.6) P 4.9% (’;:25)’
. : : : - Mechanical ventilation 210 (41.3 E b les, 11.4% (n=58 Acinetob b
« Clinical outcomes data were collected for 508 US patients. Demographics, baseline characteristics, @1.3) RTI 53.5% (n=272) nierobacterales (n=>9) 21C lggo(ngﬂe(r)) e 100 4 30-day ACM M Overall
cefiderocol use, and severity of illness for this subgroup are shown in Table 1 and Figure 1. Use of vasopressor medication 123 (24.2) 80 - B Pseudomonas aeruginosa
° At cgf!derocol initiation, 57.3% of patients were in the intensive care unit and 47.6% were Renal replacement therapy 61 (12.0) B&J, bone and joint infection; BSI, bloodstream infection; IAl, intra-abdominal infection; RTI, respiratory tract infection; SSSI, skin and skin structure S W Acinetobacter baumannt
receiving organ support infection; UTI, urinary tract infection. 2 40.0 B Enterobacterales
. . L. . . ECMO 12 (2-4) = 40 - Stenotrophomonas maltophilia
«  Diabetes mellitus (36.0%) was the most frequent comorbidity; sepsis or septic shock were ) ] & 207 204 227 4, 0 19.1 B Other monomicrobial
i 0 ' Risk factors for acquiring CR-GNBI, n (% . . . . . . . 20 - :
present in 23.2% of patients quining (%) Table 2. Clinical Outcomes by Site of Infection in US Patients Treated With ps 1 s Polymicrobial
«  Most patients (93.3%) had >1 risk factor for acquiring carbapenem-resistant (CR) Gram- Admitted to hospital in past 6 months 337 (66.3) Cefiderocol For Serious Gram-Negative Infections (N=508) 0
g (o2 s Were on ventilator at any point before taking the index culture sample 257 (50.6) o o X .
«  Almost 75% of patients received cefiderocol for a documented infection. od carb ] N ’ : , % [95% confidence interval], n/N
. Infection characteristics are shown in Figure 2: respiratory tract infections (RTls) were most Récelve carbapenem or nOf.H‘e.Sponfe .tO carbapenem in the prior 30 days 67 (32.9) Site of infection Clinical cure Clinical response at EOT 30-day ACM Figure 4..Clinical Outcome.s by Reas.on for Cefiderocol Use Among US Patients
common (n=272; 53.5%). Monomicrobial Pseudomonas aeruginosa infections (29.9%) and History of CR-GNBI or colonization within last 6 months 147 (28.9) Overall 70.1% [66.1; 74.1] 77.8% [74.1; 81.4] 20.7% [17.2; 24.2] With Serious Gram-Negative Infections (N=508)
polymicrobial infections (29.9%) were reported most frequently. Immunocompromised 81 (15.9) 356/508 395/508 105/508
«  Overall rates of clinical cure, clinical response, and 30-day ACM were 70.1%, 77.8%, and 20.7%, T . hin 1 H before initiat  cefid | 1733 RT 64.7% [59.0; 70.4] 76.5% [71.4; 81.5] 25.7% [20.5; 30.9] B ciinical cure | Clinical response at EOT [l 30-day Acm
respectively. Among patients with RTls, these rates were 64.7%, 76.5%, and 25.7%, respectively rauma, major surgery within 1 month before initiation of cefideroco (33) 176/272 208/272 70/272
(Table 2). Other 14 (2.8) - 78.7% [67.0; 90.4] 80.9% [69.6; 92.1] 17.0% [6.3; 27.8] 100 -
« Clinical cure rates for patients with Enterobacterales and Pseudomonas aeruginosa infections were Recent travel history to a foreign country 5 (1.0) 37/47 38/47 8/47 833 833
79.3% and 70.4%, with respective 30-day ACM rates of 17.2% and 20.4% (Figure 3). Ul 85.4% [74.6; 96.2] 85.4% [74.6; 96.2] 14.6% [3.8; 25.5] 80 4 77.8 78.9 80.7
«  Outcomes for infections caused by Acinetobacter baumannii were similar to those for None 34 (6.7) 35/41 35/41 6/41 ' 68.6
infections with other causative pathogens. Number of risk factors for acquiring CR-GNBI, n (%) <SS 77.0% [67.4; 86.6] 79.7% [70.6; 88.9] 10.8% [3.7; 17.9] S 0
« Rates of clinical cure and clinical response were lower, and 30-day ACM was higher, when 0 34 (6.7) > /14 29/74 8/74 %
cefiderocol was used as salvage therapy compared with empiric treatment or for documented Al 54.5% [37.6; 71.5] 57.6% [40.7; 74.4] 18.2% [5.0; 31.3] 5
infections (Figure 4). 1 143 (28.1) 18/33 19/33 6/33 40 -
f 2 168 (33.1) R 79.4% [65.8; 93.0] 88.2% [77.4; 99.1] 17.6% [4.8; 30.5]
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