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Description

Standards and Regulations for the Pharmaceutical and Medical Devices industry is a
theoretical-practical subject focused on learning and applying the regulatory concepts,
norms and standards applicable to the industry. The course provides an updated
approach to the global regulatory framework for the Pharmaceutical and Medical
Device manufacturing sector, showing the strategies for compliance with regulatory
requirements, which aim to ensure that manufacturers consistently design, produce and
place on the market safe, fit-for-purpose medical devices. Through this subject, the
student will be able to learn about the entire process and regulatory requirements for
the manufacture and distribution of Medical and Pharmaceutical Devices in the
different geographies. The course analyzes the relationship between regulations such
as: 1S0-13485, 1SO-9001 and CFR-21 part 820 of the FDA, showing a comprehensive
approach to the Audit process for quality systems and the mechanisms to guarantee
preparation Of the same.

O Required

Type of course
yp Elective




Specific goals for the course

Outcomes of 1. Identify emerging trends and challenges in the medical device
instruction industry, to provide optimal solutions

Student outcomes | SO1. Identify, formulate, and solve complex engineering
problems by applying the principles of engineering, science, and
mathematics.

Topics

Unit I. Introduction to regulations in the Medical Devices industry

Unit Il. Development and manufacturing of medical devices

Unit 111. Quality systems for medical devices

Unit IV. Introduction to the Code of Federal Regulations CFR-21 Part 820 (cGMP)
Unit V. Design of a regulatory program for medical devices

Unit VI. Quality system audits

Unit VII. Emerging trends and challenges in the medical device industry




