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Table 1. Adverse events associated with colistin administration during 20042009
Adverse event N PRR ROR Ic EBGM
(V&) (95% two-sided CI) (95% two-sided CI) (95% one-sided CI)

Renal failure (acute) 74 11.657* 11.665* 3.283* 11.018*
(675.109) (9.233,14.097) (2.948, 3.619) (9.063)

Blood creatinine increased 32 7.866* 7.870* 2.659* 7.542%*
(181.004) (5.544, 10.196) (2.157, 3.160) (5.533)

Pyrexia 30 2.640* 2.640* 1.286* 2.301
(28.350) (1.839, 3.441) (0.768, 1.803) (1.695)

Drug interaction 26 3.501°%* 3.501%* 1.637* 2.908*
(43.206) (2.376, 4.627) (1.083,2.191) (2.064)
Renal tubular necrosis 18 27.440* 27.489* 3.475* 25.207*
(427.312) (17.263,37.714) (2.813,4.137) (16.794)

Hypotension 15 1.974 1.974* 0.843* 1.666
(6.196) (1.187,2.761) (0.121, 1.565) (1.090)

Respiratory failure 13 3.550* 3.550* 1.527* 2.553
(21.138) (2,057, 5.044) (0.754, 2.300) (1.577)

Tachycardia 13 3.853* 3.854* 1.619* 2.744
(24.466) (2.232, 5.476) (0.846, 2.392) (L671)

Thrombocytopenia 13 2.945* 2.946* 1.311%* 2.202
(14.679) (1.706, 4.185) (0.539, 2.084) (1.384)

Multi-organ failure 12 5.681* 5.683* 2.000* 4.265*
(41.385) (3.220, 8.146) (1.197, 2.803) (2.197)

Sepsis 11 2.546* 2.547* 1.107* 1.908
(8.773) (1.407, 3.686) (0.270, 1.944) (1.162)
Drug level increased 10 12.541% 12.551°* 2.543* 11.403*
(94.346) (6.737, 18.365) (1.667, 3.419) (6.377)

White blood cell count decreased 10 3.100* 3.101* 1.309* 2.141
(12.121) (1.665, 4.537) (0.433,2.184) (1.263)

Blood urea increased 9 4.260* 4.261* 1.606* 2.658
(19.193) (2.213,6.310) (0.686, 2.526) (1.448)

Platelet count decreased 9 2.429* 2.429* 1.010* 1.765
(6.165) (1.261, 3.597) (0.090, 1.930) (1.027)

Septic shock 9 5.321% 5.322%* 1.816* 3.399
(27.237) (2.763,7.881) (0.896, 2.736) (1.685)

Acute respiratory distress syndrome 8 7.588%* 7.591°%* 2.046* 5.475%*
(39.194) (3.789, 11.394) (1.074, 3.019) (2.107)

Dyspepsia 8 3.239* 3.240* 1.289* 2.065
(10.187) (1.617, 4.862) (0.317,2.262) (1.148)

Eosinophilia 8 11.191* 11.199* 2.307* 9.598*
(64.058) (5.589, 16.810) (1.335, 3.280) (4.101)
Pseudomonas infection 8 15.438* 15.453* 2.484* 13.600°*
(93.564) (7.711, 23.195) (1511, 3.456) (7.093)

Renal impairment 8 3.786* 3.787* 1.446* 2.304
(13.657) (1.890, 5.684) (0.474,2.418) (1.254)

Hypophagia 8 5.683* 5.684* 1.817% 3.482
(26.219) (2.837, 8.532) (0.845, 2.789) (1.617)

C-reactive protein increased 7 4.344* 4.345* 1.520* 2.432
(14.760) (2.068, 6.623) (0.485, 2.554) (1.240)

Haematuria 7 5.463* 5.465* 1.715* 3.059
(21.154) (2,600, 8.329) (0.680, 2.749) (1.415)

Infection 7 2.745* 2.745* 1.077* 1.786
(6.088) (1.307, 4.184) (0.042,2.111) (0.970)

Oxygen saturation decreased 7 4.600* 4.601* 1.570* 2.556
(16.206) (2.189,7.013) (0.536, 2.605) (1.280)

Staphylococcal infection 7 3.644* 3.645* 1.358* 2.134
(10.864) (1.735, 5.556) (0.324, 2.393) (1.130)

Blood bilirubin increased 6 3.046* 3.047* 1.129* 1.809
(6.301) (1.367, 4.727) (0.018,2.239) (0.937)
Creatinine renal clearance decreased 6 21.238* 21.267* 2.342% 17.422%*
(95.972) (9.534, 33.001) (1.231, 3.453) (8.123)

(Continued)
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Table 1. (Continued)
Adverse event PRR ROR 1 EBGM
x® (95% two-sided CI) (95% two-sided CI) (95% one-sided CI)

Pseudomembranous colitis 35.214* 35.296* 2475* 27.178*
(166.046) (15.816, 54.775) (1.363, 3.586) (13.032)

Tubulointerstitial nephritis 9.697* 9.703* 2.005* 6.611
(38.354) (4.351, 15.055) (0.894,3.116) (1.962)
Acinetobacter infection 80.214* 80.645* 2.598* 50.319*
(391.925) (36.094, 125.186) (1.485,3.712) (24.183)

Dialysis 5.603* 5.605* 1.649* 2.865
(18.246) (2.514, 8.697) (0.539, 2.760) (1.268)

Acute respiratory failure 8.865* 8.870°* 1.815* 4.730
(27.374) (3.685, 14.054) (0.608, 3.021) (1.427)

Bronchospasm 7.572%* 7.575* 1.728* 3.681
(22.250) (3.148, 12.003) (0.522, 2.935) (1.280)

Clostridium difficile colitis 12.646* 12.656* 1.980* 8.519*
(42.467) (5.258,20.053) (0.773,3.187) (2.021)

Gamma-glutamyltransferase increased 2.453 2.453* 0.856 1.517
(2.960) (1.019, 3.886) (- 0.351, 2.062) (0.755)

Haemodialysis 3.577*% 3.578* 1.198 1.851
(6.861) (1.487, 5.669) (= 0.009, 2.404) (0.897)

Hepatic function abnormal 2.928* 2.928* 1.022 1.664
(4.548) (1.217, 4.640) (—0.184, 2.229) (0.821)

Influenza like illness 2.979* 2.979* 1.038 1.678
(4.724) (1.238, 4.720) (—0.169, 2.244) (0.827)
Pathogen resistance 31.138* 31.201* 2.247%* 23.262*
(116.880) (12.956, 49.447) (1.039, 3.454) (10.119)
Haemorrhagic shock 5 25.747* 25.790* 2.205* 19.653*
(95.154) (10.711, 40.870) (0.998, 3.413) (8.300)

Enterococcal infection 5 11.691°* 11.700* 1.947* 7.530
(38.647) (4.861, 18.538) (0.740, 3.154) (1.842)

Bone marrow failure 5 4.459* 4.460* 1.374* 2.116
(10.144) (1.853, 7.066) (0.168, 2.581) (0.986)
Treatment failure 5 52.502* 52.685* 2.331%* 35.062*
(203.055) (21.863, 83.507) (1.122, 3.539) (15.547)

PRR, ROR, IC and EBGM are the proportional reporting ratio, reporting odds ratio, information component, and empirical Bayes geometric

mean, respectively, and the signals detected were indicated with asterisk marks (*).
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Adverse event reports(AERs) submitted to the US Food and Drug Administration(FDA) were reviewed

to analyze the colistin-associated adverse events. Authorized pharmacovigilance algorithms were used for
quantitative signal detection, including the proportional reporting ratio, the reporting odds ratio, the infor-
mation component given by a Bayesian confidence propagation neural network, and the empirical Bayes
geometric mean. Based on 1,644,220 AERs from 2004 to 2009, it was suggested that a total of 238 adverse
events was possibly caused by colistin.



