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OVERVIEW

The medical devices and healthcare industry is witnessing transformation due to
converging technologies, evolving regulatory compliances, and changing market
demands. Medical devices are becoming more connected than ever and are shaping
new solutions to offer value for healthcare such as improved quality of life for patients
with chronic illness, reduced cost of treatment, and more. The changing technology
makes it imperative for medical devices companies to adopt a strategic approach by
leveraging technology advancements in multiple areas such as loT, cloud, Al, and

analytics to drive innovation that addresses market needs and challenges.

Capgemini’s medical device engineering practice brings solutions and services that help
our clients in designing customized devices with end-to-end product development and
collaborate through the complete medical device valuechain. We also help clients retain
their competitive edge by leveraging new technologies to optimize R&D costs and
productivity, reduce time-to-market, improve supply chain efficiencies, strengthen

partner ecosystem, and proactivelyseek new opportunities.
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+ 18++years of experience
* 12 of the top 25 medical device companies 250+ regulatory submissions
+ Experience in 35+ clinical categories

Medical Standards and Certifications Process and quality compliance: ISO 13485, 14971,
IEC 62304
@ Regulatory compliance: FDA CFR IEC 60601, IEC 62366, RoHS, HIPPA, EU MDR/IVDR

@ Alliance partnerships with AWS, Microsoft, Google, IBM, PTC Rated as a Leader in the
industry

Healthcare ecosystem partnerships with hospitals, doctors/clinicians, prototype manufacturers,
test labs, external consultants

@®

Deep technical expertise across the product lifecycle - From product engineering to

platform development and deployment

COURSES DETAILS

Department of biomedical engineering by collaborating with Capgemini offers the value-added
course for the third year Biomedical Engineering students of SRMIST, Ramapuram campus
for the current even Semester academic year (2023-2024 Even Semester). This offer is given

for the students who have opted for Superset placement students.
The details are attached below:

The course details are as follows:

Course Code: 18BMV471T

Course Name: Requirement Engineering and Medical Devices
Total No of students opted: 44Nos.

COURSE DESCRIPTION

This online course begins with an introduction to the fundamental concepts of requirements
engineering and how they relate to medical device design. Participants will learn how to define
user needs and translate them into design input requirements that meet the needs of patients,

healthcare providers, regulators and other key stakeholders.
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The course is designed for medical device engineers who want to gain a deep understanding of
the principles and practices of requirements engineering. It is based on requirements
engineering best practices, ISO 13485 and QSR requirements and it covers the entire process

of requirements engineering from user needs to design input requirements. The course also
covers the importance of traceability.

LIST OF STUDENTS ENROLLED FOR THIS COURSE
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COURSE SYLLABUS




