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Description
Validation in the Manufacturing of Medical Devices is a theoretical-practical subject 
focused on learning and applying the concepts and tools used in validations for the 
medical industries.

Through this subject the student will be able to know and widely apply the 
requirements used for the implementation of a validation program and system in the 
medical industries. They will analyze the types of validations required towards 
achieving process improvement and ensuring regulatory compliance.

In addition to this, the student will know the necessary tools to verify that the 
previously validated process remains within said state; as well as what is expected of 
a revalidation program in case the process does not comply.

Type of course ☐ Required
☒ Elective

Specific goals for the course
Outcomes of 
instruction

1. Ensure collaboration with all members of the work team in the 
planning of the validation / qualification project, achieving good 
management of time and resources.

Student outcomes SO5. Function effectively in a team whose members together 
provide leadership, create a collaborative and inclusive 
environment, set goals, plan tasks, and meet objectives.

Topics
Unit I. Introduction to validation
Unit II. Administration of a validation program/master plan
Unit III. Risk assessment approach for the qualification process
Unit IV. Studies and validation protocols
Unit V. Statistics applied to the validation process
Unit VI. Management of deviations and non-conformities in the validation process
Unit VII. Continuous verification of the validated process
Unit VIII. Revalidation


