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Hb 16.4g/dl
FRIMEREL 410 x 104/
MCV 112%

MCH 40.0%
MCHC 35.6%
m/\ik  15.7 x 104
Ak 12500
Neut 86.1%
Eosino 1.1%

Baso 0.2%

Monocyte 7.7%
Lymphocyte 4.9%

Na 136.2 mmol/I

K 3.3 mmol/I

Cl 103 mmol/I

JRZEZEZ 24.8 mg/d|

7L 7F=> 0.8 mg/dl

B AeGFR 70 ml/4/1.73m
7ILT7 Iy 2.6g/dl
Yy 1.2mg/dl

ALP 62 1U/L

v -GTP 80 IU/L
AST 48 1U/L

ALT 11 I1U/L

LDH 345 IU/L

CK 60 1U/L
75—+ 50IU/L
CRP 12.7 mg/dl
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The efficacy and safety of tazobactam/ceftolozane in combination
with metronidazole in Japanese patients with complicated intra-

abdominal infections.
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J Infect Chemother. 2019 Feb;25(2):111-

116. doi: 10.1016/j.jiac.2018.10.012.
Epub 2018 Dec 6.

(editor) Mikamo H, Monden K, Miyasaka Y,
Horiuchi T, Fujimoto G, Fukuhara T,
Yoshinari T, Rhee EG, Shizuya T.
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Table 1
Subject Characteristics in Japanese Patients with cIAI (Safety Population).
n (%)
Subjects in population 100
Male 67 (67.0)
>65 years of age 47 (47.0)
Renal impairment (30 < CrCl < 80) 45 (45.0)
Baseline APACHE II score > 10° 19 (19.0)
Anatomic Site of Infection”
Appendix 53 (53.0)
Gallbladder 30 (30.0)
Colon 8 (8.0)
Liver 8 (8.0)
Stomach/Duodenum 4 (4.0)
Jejunum/Ileum 3(3.0)
Intra-abdominal Abscess, present 68 (68.0)
Peritonits, present 67 (67.0)
Disease Status
Subjects with a baseline intra-abdominal pathogen identified 66 (66.0)
Subjects with a polymicrobial infection 57 (57.0)
Subjects with a monomicrobial infection 9(9.0)
Failure of prior antibacterial therapy 16 (16.0)
Type of baseline surgical intervention for clAl
Laparotomy 44 (44.0)
Laparoscopy 43 (43.0)

Percentages are calculated 100 x (n/number of subjects in population).

4 APACHE II score = acute physiology score + age points + chronic health points.

Minimum score = 0; maximum score = 71.
b Investigator may choose more than one site.
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Clinical response rate by disease type and subgroup at test of cure (TOC) (clinically

Table 3

evaluable population).

Y77 )L — TRlE=

N n (%) 95% Confidence
Interval
Subjects in CE population at TOC 88
Disease Type
Cholecystitis 26 24 (92.3) (74.9, 99.1)
Liver abscess 6 6 (100.0) (54.1, 100.0)
Intra-abdominal abscess 62 58 (93.5) (84.3,98.2)
Peritonitis 61 55 (90.2) (79.8, 96.3)
Subgroup
< 65 years of age 46 42 (91.3) (79.2, 97.6)
> 65 years of age 42 9(92.9) (80.5, 98.5)
CrCl> 50 mL/min 79 73 (92.4) (84.2,97.2)
CrCl< 50 mL/min 9 8 (88.9) (51.8,99.7)
Baseline APACHE II score < 10 67 63 (94.0) (85.4, 98.3)
Baseline APACHE Il score > 10 17 5(88.2) (63.6, 98.5)
With ESBL-negative 42 7(88.1)  (74.4,96.0)
Enterobacteriaceae
With ESBL-positive 5 5(100.0) (47.8, 100.0)
Enterobacteriaceae

N = Number of subjects in that specific category.
n (%) = Number of subjects who have a response of clinical cure.
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Table 4

Microbiological response at end of therapy (EOT) and test of cure (TOC) (expanded

microbiologically evaluable population).

N n(%) 95% Confidence
Interval
Subjects in EME population 65
Per-subject Microbiological Response
Microbiological Response Rate at EOT 65 61(93.8) (85.0,98.3)
Microbiological Response Rate at TOC 61 55(90.2) (79.8,96.3)
Per-pathogen Microbiological Response
at TOC in the common pathogens (>5%)
Gram-Negative Aerobes
Escherichia coli 41 37(90.2) (76.9,97.3)
Escherichia coli, ESBL positive 5 5(100.0) (47.8,100.0)
Klebsiella oxytoca 5 5(100.0) (47.8,100.0)
Klebsiella pneumoniae 12 11(91.7) (61.5,99.8)
Pseudomonas aeruginosa 8(88.9) (51.8,99.7)
Gram-Positive Aerobes
Bacillus spp. 6 6(100.0) (54.1,100.0)
Streptococcus anginosus 11 11(100.0) (71.5,100.0)
Streptococcus constellatus 10 9(90.0) (55.5, 99.7)
Gram-Negative Anaerobes
Bacteroides fragilis 21 20(95.2) (76.2,99.9)
Bacteroides thetaiotaomicron 8 7(87.5) (47.3,99.7)
Bacteroides spp. 7 7(100.0) (59.0,100.0)

N = Number of subjects included in the analysis.

n (%) = Number of eradicated or presumed eradicated subjects.
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