Extent of Post-Marketing Withdrawal of Medicines in South Africa
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[bookmark: _Hlk147777666]Introduction. Continuous and reliable supply of essential medicines, i.e., effective, old, and inexpensive as well as the newer products, is a crucial component of good health-related quality of life from the prenatal stage until death ensues (Vyas et al., 2019). Therefore, discontinuation of health products, recalls, or withdrawal of essential medicines hinders the global efforts for appropriate and effective management of life-threatening conditions (Salib, 2023). However, there is limited scientific research on the magnitude and the causes of discontinuation of medicines in South Africa. 
Aim. Therefore, this study investigated the extent, patterns, and reasons for discontinuation of medicines and registered health products in South Africa. 
Method. This was a retrospective health product discontinuation record review study. Data were provided by the South African Health Products Regulatory Authority (SAHPRA). Descriptive analysis was used to calculate, summarise, explain and interpret collected data (Vetter, 2017). Focus was on the reasons for discontinuation and the proportion of pharmacological categories for which withdrawals were sought. 
Results. A total of 299 records of withdrawn medicines were received from SAHPRA for 5 and 808 health products, which were registered for veterinary and human use, respectively, between 2003 and 2023. About 43% (n = 350) of the health products were listed in the South African Essential Medicines List as essential medicines, and approximately 90% (n = 725) of withdrawn medicines had pharmaceutical alternatives. Eighteen percent (n = 142), 11% (n = 88) and 5% (n = 39) of discontinued products belonged to antimicrobials, antihypertensives and antineoplastics pharmacological categories, respectively. About 65% (n = 524) of health products were discontinued due to commercial reasons. 
Discussion. There is a high post-marketing discontinuation of health products in South Africa. However, a considerably high percentage of pharmaceutical alternatives were available for consistent, appropriate, and effective management of life-threatening diseases. 
