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Background: Colchicine is indicated for prophylaxis of gout flares in adults. The effectiveness of colchicine as a treatment for gout has been attributed to its ability to block the inflammatory pathways responsible for gouty arthritis. The word "pneumonia" is derived from the ancient Greek word "pneumon," which means "lung," it becomes "lung disease." The condition refers to an inflammation of the parenchyma of one or both lungs, which is usually caused, but not always, by infection. The many causes of pneumonia include bacteria, viruses, fungi, and parasites. A signal of Colchicine and pneumonia was found from medical literature. Saudi Food and Drug authority (SFDA) has conducted this safety review based on that. Objective: The purpose of this review is to evaluate the risk of pneumonia in association with Colchicine use. Methods: Signal Detection team at SFDA have retrospectively searched World Health Organization (WHO) database (Vigibase) and the National Pharmacovigilance Center (NPC) database to retrieve all reported cases of Colchicine and pneumonia.
 Results:Local Cases:The search in the National Pharmacovigilance Center (NPC) database resulted in zero cases.
Global Cases: On March 11th, 2021, a search in the World Health Organization (WHO) database (Vigibase) was conducted to retrieve all reported cases between 1989 and 2021 via signal detection tool (Vigilyze).The search resulted in 40 Individualized Case Safety Reports (ICSRs).One report was excluded due to duplication. The majority of ICSRs (67.5%) concern male patients, while (30%) concern female patients. Thirty- five  ICSRs were classified as serious. Five ICSRs reported positive dechallenge and five ICSRs with negative dechallenge. Furthermore, the author applied WHO causality assessment, resulted in one case with probable association, three cases with possible association and three cases with unlikely assocciation . Thirty-two cases were unassessable due to lack of information. 
Data mining:Information Component (IC) value was measured using the method for disproportionality analysis developed by Uppsala Monitoring Center (UMC). A negative cumulative value (IC = -1.2) for spontaneous reporting suggests that the reported cases of Colchicine and pneumonia have been observed  less than expected when compared to other medications in the WHO database. 
Literature: Upon conducting a literature search, two relevant studies were found. 
A randomized, double-blind trial was conducted to assess the efficacy and safety of low-dose Colchicine after myocardial infarction. During the trial, pneumonia was reported as a serious adverse event in 0.9% of the patients in the colchicine group and in 0.4% of those in the placebo group (P=0.03). Another study of retrospective cohort design was conducted to evaluate the association between Colchicine and pneumonia. It concluded that gout patients taking colchicine are at increased risk of developing pneumonia compared with gout patients who do not take colchicine. 
Conclusion: The weighted cumulative evidences identified from causality assessment of the reported cases, and literature are sufficient to support a causal association between Colchicine and the risk of pneumonia. Health regulators and health care professionals must be aware of this potential risk and it is advisable to monitor any signs or symptoms in treated patients.
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