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Global regulatory challenges and implications

Becoming a global company is an impressive task specially to make strategic decisions for the product approval. One of 
huge challenges is the lack of uniform standards and regulations when selling and marketing in another country than of 

the product origin. It is impossible for to standardize a single application form of a product registration for different countries. 
Because of this the regulatory process can be costly and the product approval can take time. So, companies that intend to launch 
a product in an international market must think to develop a good regulatory strategy that allows dealing with each country 
separately (most of the time) and their regulatory staff needs to acquire knowledge to help accomplish with the regulations, 
locally. The purpose of this topic is to find common elements in the most varied regulatory systems that enable companies to 
more accurately identify the documents and information required by international regulators and understand technics that 
can help to reduce cost and time in the registration approval process globally. An analysis of the legislation of the different 
countries for the approval of registration of medical equipment and an identification the common elements will be discussed 
in a practical way.
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