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Abstract; Objective
(FAERS) database of the US Food and Drug Administration ( FDA ),

drugs related to pseudomembranous colitis ( PMC) were identified to

Based on the adverse event reporting system

provide a reference for clinical safe medication. Methods Extract the
reports of drug —related adverse events (AEs) of PMC from the FAERS
database for the period from the first quarter of 2004 to the fourth quarter
of 2024. Risk signal detection was performed using the reporting odds
ratio (ROR) and proportional reporting ratio (PRR) methods. Analysis
was conducted on the top 20 drugs in terms of the number of reports and
A total of 18 356

cases of drug induced PMC were retrieved, and 485 drugs with positive

the top 20 drugs in terms of signal values. Results

risk signals were identified. The proportion of females was the highest,
accounting for 52.09% (9 562 cases/18 356 cases). The number of

patients over 60 years old was the largest, accounting for 36. 88 %
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(6 769 cases/18 356 cases). Among drug — related diagnoses, Crohn’s disease accounted for 5.67% (1 040 cases/
18 356 cases) and ulcerative colitis for 5. 53% (1 016 cases/18 356 cases), with a larger number of cases. Among
the patient outcomes, the hospitalization — initial or prolonged rate was the highest, accounting for 50.43%
(9 257 cases/18 356 cases). Among the top 20 drugs by number of reports, infliximab ranked first. According to the
ATC classification, antineoplastic and immunomodulating agents and anti — infectives for systemic use were the most
numerous, each accounting for 30% (6 varieties/20 varieties) , among which vedolizumab was not mentioned PMC in
the label. In the top 20 drugs ranked by ROR signal intensity, anti — infective drugs accounted for the highest
proportion of 60% (12 varieties/20 varieties) , and belladonna was not mentioned in relation to PMC in the label.
Conclusion A variety of drugs can cause PMC. Clinicians should remain vigilant, promptly perform diagnostic

evaluations, discontinue the offending drugs, and initiate appropriate treatment to ensure medication safety.

Key words: drug — induced pseudomembranous colitis; US Food and Drug Administration adverse event reporting

system ; data mining; disproportionality analysis
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Table 1 Four - fold table of disproportionality analysis method

Target adverse Other adverse

Item Total
events events

Target drugs a b a+b

Other drugs c d c+d

Total a+c b+d a+b+c+d
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Table 2 Equations and criteria of reporting odds ratio( ROR) and proportional reporting ratio( PRR)

Algorithms Equation Criteria
ROR ROR = (a/c) + (b/d) az3,
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Table 3

Clinical characteristics of reported drug — induced

pseudomembranous colitis (n =18 356)

Ttem n Percentage
Gender
Female 9 562 52.09%
Male 6753 36. 79%
Missing 2 041 11.12%
Age
<18 926 5.04%
18 -40 1823 9.93%
41 -60 3478 18.95%
>60 6 769 36. 88%
Missing 5 360 29.20%
Indication (Top 5)
Crohn’ s disease 1 040 5.67%
Colitis ulcerative 1 016 5.53%
Plasma cell myeloma 809 4.41%
Multiple sclerosis 671 3.66%
Rheumatoid arthritis 518 2.82%
Report to the state/country (Top 5)
America 10 062 54.82%
Canada 2739 14.92%
Britain 859 4.68%
France 582 3.17%
Germany 573 3.12%
Adverse drug outcome
Death 2 402 13.09%
Life — threatening 798 4.35%
Disability 287 1.56%
Hospitalization — initial or prolonged 9 257 50.43%
Required intervention to prevent 37 0.20%
Other 41795 26. 12%
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Table 4 The top 20 risk signals of drug — induced pseudomembranous colitis adverse events according to the ROR intensity

Drug Case Count ROR (95% CI) PRR(x2) ATC classification
Carbenicillin 3 340.35(85.11,1 360.99) 227.23(469.03) Anti - infectives for systemic use
Cefditoren 123 93.39(77.32,112.81) 82.31(9 750. 18) Anti — infectives for systemic use
Amdinocillin 9 90. 12(44. 96,180. 64) 79.70(623. 57) Anti — infectives for systemic use
Pivmecillinam 11 54.68(29.58,101.07) 50. 69 (487. 68) Anti - infectives for systemic use
Piperacillin - tazobactam 82 44.94(35.92,56.22) 42.23(3 250.58) Anti — infectives for systemic use
Brivudine 8 40.05(19.63,81.72) 37.88(251.83) Anti — infectives for systemic use
Flomoxef 3 39.27(12.26,125.76) 37.18(72.64) Anti — infectives for systemic use
Cefotiam 5 35.46(14. 43 ,87. 14) 33.75(127.99) Anti — infectives for systemic use
Netilmicin 5 34.73(14.14,85.32) 33.10(125.34) Anti — infectives for systemic use
Ertapenem 21 31.15(27.20,35. 67) 29.84(6 070. 48) Anti — infectives for systemic use
Cefazolin 231 26.90(23.57,30.70) 25.92(5 452.58) Anti — infectives for systemic use
Cefixime 77 25.29(20.14,31.76) 24.42(1702.19) Anti - infectives for systemic use
Rethymic 4 151.27(51.19,447.02) 123.95(373.10) Various
Dexrazoxane 176 100. 72(85.93,118.06) 87.97(14 931.08) Various

Belladonna * 3 70.42(21.45,231.18) 63.91(128.36) Various
Saccharomyces cerevisiae 31 31.68(22.09,45.43) 30.32(849.69) Various
Nifuroxazide 26 466.29(283.09,768.05)  277.27(6 884.27) Alimentary tract and metabolism
Ttopride 25 132.07(86.04,202.72) 110.79(2 611.73) Alimentary tract and metabolism
Rasburicase 137 73.07(61.23,87.19) 66. 13(8 673.49) Musculo — skeletal system
Amsacrine 9 25.01(12. 86 ,48.65) 24.16(177.51) Antineoplastic and immunomodulating agents

* Indicates new signals not mentioned in the label
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Table 5 Top 5 drug with outcomes of death or hospitalization — initial or prolonged

Death Hospitalization — Initial or Prolonged
Ne Drug n Percentage Drug n Percentage
1 Ciprofloxacin 80 3.33% Infliximab 354 3.82%
2 Tacrolimus 59 2.46% Adalimumab 316 3.41%
3 Lenalidomide 57 2.37% Lenalidomide 311 3.36%
4 Mycophenolate mofetil 41 1.71% Ciprofloxacin 242 2.61%
5 Dexamethasone 39 1.62% Vedolizumab 233 2.52%
Rituximab 39 1. 62%
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