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Introduction: The development of the Cuban medical-pharmaceutical and biotechnology industry in the 1980s created the need to evaluate new therapeutic and diagnostic products in accordance with international standards. Until the early 1990s, clinical trials in the country were predominantly single-center and fragmented, which prompted the creation of a national structure to ensure ethical, efficient, and high-quality research. In 1991, the National Coordinating Center for Clinical Trials (CENCEC) and the National Coordination Network were established, integrating industry, national health system, and regulatory authorities. Aims: To design, implement, and evaluate an Integrated Clinical Trial Management System (SIGEC). Results: Using a mixed-methods approach and historical-documentary analysis, three stages were examined: the initial stage (1980–1991), focused on diagnostic assessment; the development stage (1992–2016), centered on system consolidation; and the current stage (2017–2025), aimed at evaluating outcomes and future perspectives. SIGEC was structured using a systemic approach and strategic planning, integrating internal processes, including trial design, conduct, monitoring, quality assurance, training, and data management, with external processes related to regulation, ethics, transparency, and public registration. Between 1992 and 2016, numerous multicenter clinical trials were conducted, resulting in achievements such as sanitary registration of national biotechnology products, ISO 9001:2008 certification, and the creation of the first WHO-recognized public clinical trial registry in Latin America. Conclusions: SIGEC contributed to establishment of regional standards for Good Clinical Practice and specialized training of human resources. It consolidated itself as an organizational innovation and a regional benchmark, demonstrating feasibility of a national clinical trial system integrated nationally.

