REGULATORY ASPECTS OF MEDICAL DEVICES
(MRA 203T)

Scope

This course is designed to impart the fundamental knowledge on the medical
devices and in vitro diagnostics, basis of classification and product life cycle of
medical devices, regulatory requirements for approval of medical devices in
regulated countries like US, EU and Asian countries along with WHO
regulations. It prepares the students to learn in detail on the harmonization
initiatives, quality and ethical considerations, regulatory and documentation
requirements for marketing medical devices and IVDs in regulated countries.

Objectives
Upon completion of the course, the student shall be able to know

e basics of medical devices and IVDs, process of development, ethical
and quality considerations

e harmonization initiatives for approval and marketing of medical devices
and IVDs

e regulatory approval process for medical devices and IVDs in India, US,
Canada, EU, Japan and ASEAN

e clinical evaluation and investigation of medical devices and IVDs

Theory 60 Hrs

1. Medical Devices: Introduction, Definition, Risk based 12

classification and Essential Principles of Medical Devices and Hrs
IVDs. Differentiating medical devices IVDs and Combination
Products from that of pharmaceuticals, History of Medical Device
Regulation, Product Lifecycle of Medical Devices and
Classification of Medical Devices.
IMDRF/GHTF: Introduction, Organizational Structure, Purpose
and Functions, Regulatory Guidelines, Working Groups,
Summary Technical Document (STED), Global Medical Device
Nomenclature (GMDN).

2 Ethics: Clinical Investigation of Medical Devices, Clinical 12

Investigation Plan for Medical Devices, Good Clinical Practice for Hrs
Clinical Investigation of medical devices (ISO 14155:2011)
Quality: Quality System Regulations of Medical Devices: ISO
13485, Quality Risk Management of Medical Devices: ISO
14971, Validation and Verification of Medical device, Adverse
Event Reporting of Medical device
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USA: Introduction, Classification, Regulatory approval process for 12
Medical Devices (510k) Premarket Notification, Pre-Market Hrs
Approval (PMA), Investigational Device Exemption (IDE) and /n

vitro Diagnostics, Quality System Requirements 21 CFR Part 820,
Labeling requirements 21 CFR Part 801, Post marketing
surveillance of MD and Unique Device Identification (UDI). Basics

of In vitro diagnostics, classification and approval process.

European Union: Introduction, Classification, Regulatory 12
approval process for Medical Devices Hrs
(Medical Device Directive, Active Implantable Medical Device
Directive) and In vitro Diagnostics (In Vitro Diagnostics Directive),

CE certification process.

Basics of In vitro diagnostics, classification and approval process.

ASEAN, China & Japan: Medical Devices and IVDs, Regulatory 12
registration procedures, Quality System requirements and clinical Hrs
evaluation and investigation.

IMDREF study groups and guidance documents.
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