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Introduction: Developing a comprehensive regulatory strategy is essential in navigating the complex landscape of drug development and ensuring successful market entry. This strategy serves as a roadmap, aligning scientific innovation with regulatory requirements to bring safe and effective pharmaceuticals to patients efficiently. 
Objectives. The aims of this work are to show the main regulatory challenges of for drug development, focus on non-clinical and clinical strategy in the drug development program and to illustrate the strategy in Cuba. 
[bookmark: _Hlk196751400]Results: The main components of a regulatory strategy are: target product, profile clinical and non-clinical development plans, engagement with regulatory authorities, risk management and life cycle management. On the other hand, there are some challenges for non-clinical and clinical research, focus on getting marketing authorization, new approach methodologies for non-clinical studies are being assessed, for clinical research,  decentralized clinical trials, the use of artificial intelligence for making regulatory decision, use of world real data for getting register, the application of pharmacogenetic, the conduction of multiregional clinical trials, inclusion of special populations (pregnant and pediatric) in the clinical research are some of the main challenges. 
Discussion: Considering the above elements, innovative cuban biological products like vaccines and monoclonal antibodies have been registered in Cuba, which will be shown. In summary, a well-crafted regulatory strategy is a dynamic and integral part of drug development, requiring continuous adaptation to scientific advancements and regulatory evolutions. By meticulously planning and engaging with regulatory bodies, companies can navigate the approval process more effectively, bringing new therapies to patients in need.







