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ADDITIONAL FILE 

Supplementary Table S1. Other AEs of interest 

AE category Physician-reported AEs included in the analysis 

Anaphylaxis/allergic reaction Any severe or anaphylactic reaction to a TNFi or systemic therapy for 

the disease under study 

Drug-induced SLE Drug-induced SLE was reported via Provider Questionnaires in cases 

where patients were diagnosed with SLE by a treating physician. The 

investigator/treating physician used appropriate clinical judgement in 

determining whether the patient was suspected to have experienced 

drug-induced SLE. 

Gastrointestinal perforation Upper or lower gastrointestinal perforation 

Hepatic events Hepatic events or conditions that were considered seriousa and/or 

required biopsy 

Progressive multifocal 

leukoencephalopathy 

Physician-confirmed diagnoses of John Cunningham virus infection 

resulting in progressive multifocal leukoencephalopathy 

Other neurological events with 

hospitalization and/or other 

demyelinating disease 

Demyelinating disease (eg. multiple sclerosis), and other confirmed, 

seriousa and/or medically important neurologic conditions in the opinion 

of the investigator (eg. amyotrophic lateral sclerosis, Guillain-Barre 

syndrome) 

Spontaneous serious bleeding Hemorrhage requiring hospitalization or otherwise meeting serious AE 

criteriaa 

aSerious AE (SAE) was any event occurring in a patient enrolled in the Corrona rheumatoid arthritis 

registry during the course of study participation that resulted in one or more of the following (based on 

US Food and Drug Administration definition of SAEs): hospitalization (initial or prolonged); death; 

immediately life threatening (emergency intervention required to prevent death); significant or 

persistent disability; congenital anomaly or birth defect; other serious event (important medical events) 

that does not fit the other outcomes, but that may jeopardize the patient and may require medical or 

surgical intervention (treatment) to prevent one of the other outcomes. AE: adverse event; TNFi: tumor 

necrosis factor inhibitor; SLE: systemic lupus erythematosus. 
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Modified Charlson comorbidity index 

Patients’ comorbidity scores were calculated using a version of the Charlson 

comorbidity index,[32] modified to encompass current and prior physician-diagnosed 

comorbidities captured in the Corrona database. These were myocardial infarction, 

congestive heart failure, peripheral vascular disease, cerebrovascular disease 

(captured as stroke or transient ischemic attack), chronic obstructive pulmonary 

disease, history of peptic and/or gastrointestinal bleeding ulcer (not just peptic ulcer, 

as proposed by the original Charlson comorbidity index[32]), diabetes mellitus, 

leukemia, lymphoma, solid tumor cancer (excluding non-melanoma skin cancer), 

liver disease, and connective tissue disease. Corrona does not capture the following 

comorbidities: dementia, kidney disease, hemiplegia, and human immunodeficiency 

virus/acquired immunodeficiency syndrome (HIV/AIDS). 


