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Introduction. Unsafe use of medicines leads to severe patient harm globally. Developing valid indicators of medication safety in Low- and Middle-Income Countries is needed to improve patient safety. 
Aims. This study aimed to develop and validate medication safety indicators for resource limited settings and assess the medication safety in Sri Lanka using selected indicators. 
Methods. In the first phase, medication safety indicators were developed and content validated using RAND/UCLA appropriateness method. In the next phase medication safety was assessed in medication management and medication use process in Sri Lanka using selected indicators. Fifty-one medication safety indicators were selected from the total of 104 developed, to assess prescribing, dispensing, administration, storage and regulatory safety from 61 pharmacies (located in 25 government hospitals, 11 private hospitals, and 25 community pharmacies, from all 25 Districts in Sri Lanka), and from Medical Supplies Division and National Medicines Regulatory Authority. Comparisons were made between different categories of pharmacies. 
Results. Main safety risks in prescribing included non-generic prescribing (65.60%), polypharmacy (65.47%) and incomplete prescriber details (75.27%) and details about medicines (17.13%). On dispensing, 38.66% of the patients did not receive properly labelled medicines and in the private sector 76% personnel who dispensed medicines were not registered pharmacists. Patient unawareness of medicines (96.78%) and improper storage of medicines by the patients (92.09%) were main safety risks Systems issues persisted in storage and regulation, including temperature control in transportation of medicines. Procedures to ensure safety of high-alert medicines, look-alike, sound-alike medicines, reporting of incidents, and mechanisms to detect substandard and falsified medicines were inadequate. Significant differences in safety measures existed between government and private sector pharmacies. 
Discussion. Medication safety challenges were both systemic and setting-specific, some issues stemmed from national policies and infrastructure, while others are unique to each healthcare sector. 
