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Short course on the Medical Device Regulation (EU) 2017/745 - Short
course on the Medical Device Regulation (EU) 2017/745 by Medical
Device HQ 32,399 views 2 years ago 14 minutes, 55 seconds - Chapters:
00.00 Introduction 00.11 About the instructor 00.57 The goals of the
short course 02.08 The main aspects 07.30 ...
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MDD Essential Safety Requirements vs MDR General Safety \u0026
Performance Requirements - MDD Essential Safety Requirements vs
MDR General Safety \u0026 Performance Requirements by Maven



Profcon Services LLP 1,261 views 3 years ago 5 minutes, 33 seconds -
ESR vs GSPR \"The essential requirements, (ER) are the key, elements
to compliance, with MDD and AIMDD. The new regulation ...

How to Prepare aMedical Device 510k Submission for FDA - How to
Prepare aMedical Device 510k Submission for FDA by Matrix
Requirements 2,325 views 9 months ago 11 minutes, 6 seconds - There
are several entry points for launching amedical device, to market in the
US. There are 3 main entry points, the first being de ...

IVDR Checklist for Obtaining CE Marking \u0026 Maintaining EU
Market Access - VDR Checklist for Obtaining CE Marking \u0026
Maintaining EU Market Access by Greenlight Guru 3,483 views 4 years
ago 51 minutes - Are you transitioned to the European In-Vitro
Diagnostics Regulation (1VDR)? Do you have a quality plan for
documenting your ...

SO 13485:2016 and IVDR

Examples for classification guidance

Example- Software might be classified as 1VD

Chapter V Classification and conformity assessment
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How to use alabeling checklist for medical devices- How to use a
labeling checklist for medical devices by Medical Device Academy
2,581 views Streamed 2 years ago 12 minutes, 24 seconds - This week's
live streaming video is about how to use labeling checklists, for the
review and approval of medical device, labeling.
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How to build awinning strategy for EU MDR Compliance \u0026
Medical Device Regulatory requirements - How to build awinning
strategy for EU MDR Compliance \u0026 Medical Device Regulatory
requirements by Mantra Systems 8,011 views 3 years ago 1 hour, 5
minutes - Get beneath the skin of the EU MDR and understand the key
requirements, for medical device, regulatory compliance,. 2.
IsYour Product a Medical Device

Whether a Product IsaMedical Device

Rulesfor Risk Classification

Notes on Working with Annex 8

Rule 21

Annex One General Safety and Performance Requirements

Safety Performance Requirements
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SO 13485 Certification checklist - Essential Steps for Medical Device
Compliance - 1SO 13485 Certification checklist - Essential Steps for
Medical Device Compliance by RJ Quality Consulting 23 views 2
months ago 24 minutes - Are you preparing for SO 13485 certification?
In thisvideo, | walk you through a comprehensive SO 13485
certification checkligt, ...

Overview of General Safety and Performance requirements(GSPR) for
the new EU- IVDR. - Overview of General Safety and Performance
requirements(GSPR) for the new EU- IVDR. by MEDICAL TECH
SOLUTIONS 1,349 views 4 years ago 4 minutes, 34 seconds - This
beautiful presentation/ video all about General Safety and Performance
requirements,(GSPR). 1.Description about old ER ...

Essentia Requirement Checklist

Grc Checklist

Chapter 2 Performance

Chapter 3

Demonstration of Confirmative

TeaTime Talks with MDRP- From Essential Requirements to General
Safety and Performance Requirements - Tea Time Talks with MDRP-
From Essential Requirementsto General Safety and Performance
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Requirements by Medical Devices Regulatory Professionals 375 views 3
years ago 1 hour, 7 minutes - In this episode, Gert Bos and | talk about
the requirements, put in place by the European Union for conformity
assessment of ...

What are some key changes that

how would a change to GSPRs be initiated?

How do GSPRs apply to software as a medical device (SaMD)?

At what stage of device development should manufacturers start to
address GSPRs? How does it get affected during a design change
process?

How review medical device labeling - How review medical device
labeling by Medical Device Academy 1,395 views Streamed 1 year ago
19 minutes - In this live-streaming video, we demonstrate (live and
without preparation) the review of medical device, labels for
compliance, with ...

Process Validation for Medical Device Manufacturers - Process
Validation for Medical Device Manufacturers by Global Compliance
Panel 42,904 views 8 years ago 1 hour, 28 minutes - This Video
provides regulatory/quality professionals, manufacturing engineers, and
process development engineers with the ...

Design Controls - Requirements for Medical Device Developers -
Design Controls - Requirements for Medical Device Developers by
Global Compliance Panel 31,232 views 8 years ago 1 hour, 39 minutes -
The FDA expects companies to perform meaningful, results driven
Design Control activities as defined in the CFR, for both new ...

How to classify aMedical Device? (EU MDR Case Studies) - How to
classify aMedical Device? (EU MDR Case Studies) by Easy Medical
Device 16,819 views 4 years ago 1 hour, 1 minute - It's not easy to
classify aMedical Device,. You need to have al the device features and
intended purpose to really determineits...

Understanding Post-Market Surveillance Requirements under EU MDR
- Understanding Post-Market Surveillance Requirements under EU
MDR by Greenlight Guru 7,502 views 4 years ago 47 minutes - What
impact do the new requirements, of post-market surveillance under EU
MDR have on your business? How do the ...
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2021-06-16 Verification and Validation by Geoff Sizer - 2021-06-16
Verification and Validation by Geoff Sizer by NSW Active MedTech
Community 2,780 views 3 years ago 59 minutes - In this presentation,
we delve into the critical processes of verification and validation in
MedTech product, design. Welook at what ...

Introduction

Fundamental Objective
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Product vs Process

Formal Verification

Standards

Design Development Verification

Technical Specification Verification
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Headline Standards
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Software Integration
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How to create a Label under EU MDR (Questions \u0026 Answers) -
How to create aLabel under EU MDR (Questions \u0026 Answers) by
Easy Medical Device 4,062 views 3 years ago 38 minutes - This podcast
episode is following a presentation | have made during the Greenlight
Guru Summit on EU MDR and IVDR.

Introduction

How to identify the importer

Isit acceptable for the manufacturer to place the importer level

Isit the responsibility of the importer to apply the label

How can | make it a standard

Symbol
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UDID Process
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Medical Device Design Control - Medical Device Design Control by
Global Compliance Panel 12,874 views 8 years ago 59 minutes -
Understanding, interpreting, and implementing design control
requirements, in aholistic manner can significantly expedite the ...
Post-market surveillance as amedical device requirement in the EU -
Post-market surveillance as a medical device requirement in the EU by
Medical Device HQ 9,145 views 2 years ago 21 minutes - Chapters:
00:00 Introduction 00:25 About the instructor 01:08 Article 83: Post-
market surveillance system of the manufacturer ...

Introduction

About the instructor

Article 83: Post-market surveillance system of the manufacturer

The PMS system

Actively and systematically collecting data

The post-market surveillance plan

Sources the PM S plan must include

PMS plan coverage according to MDR requirements

Reporting PM S activities

Additional resources

How to you create a Design History File (DHF)? - How to you create a
Design History File (DHF)? by Medical Device Academy 5,098 views 1
year ago 1 hour, 15 minutes - This webinar explains best practices for
generating adesign history file (DHF) for compliance, with 21 CFR
820.30j and ISO ...

510(k) Tip - Standards you need for medical device labeling - linksin
the description - 510(k) Tip - Standards you need for medical device
labeling - links in the description by Medical Device Academy 430
views 1 year ago 16 seconds - play Short - If you are developing a
medical device, label or instructions for use, there are three standar ds,
you need to purchase: 1. EN 1SO ...

The 5 most relevant changes the Medical Device Regulation MDR
introduces, that you must know - The 5 most relevant changes the
Medical Device Regulation MDR introduces, that you must know by
Johner Institute 47,645 views 6 years ago 10 minutes, 38 seconds - The
Medical Device, Regulation MDR replaces both, the M edical Device,
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Directive (MDD, 93/42/EEC) and the Directive for Active ...

Change the Conformity Assessment Procedures

Product Quality Assurance

Common Specifications

The Unique Device Identification

Russia Medical Device Market Access, 1SO 13485, and CE Marking for
Medical Device Manufacturers - Russia Medical Device Market Access,
SO 13485, and CE Marking for Medical Device Manufacturers by
GMED North America 2,349 views 9 years ago 58 minutes - The
Russian medical device, market is one of the largest for exporters. With
over 140000000 people, Russiais a lucrative market ...

Intro

Introduction - Basic Overview of SO 13485

What is CE Marking - The Beginning

Conformity Assessments

Medical Device Registration in Russia:L egislation

Medical Device Registration in Russia: General Information

Medical Device Registration in Russia: Procedure Overview

Medical Device Registration in Russia: Pre-submission Testing

Medical Device Registration in Russia: Closer Look on Technical File
Medical Device Registration in Russia: Expertise Phase 1 3/6 What
exactly is checked on this phase?

Medical Device Inspection Checklist - Medical Device Inspection
Checklist by Vision Engineering Ltd. 860 views 5 years ago 1 minute, 3
seconds - An overview of what the EVO Cam Il hasto offer when
inspecting M edical Device, components. Find out more: Product

page: ...

Essential Principlesfor Medical Device Safety \u0026 Performance -
Essential Principlesfor Medical Device Safety \u0026 Performance by
PWMALI Official Channel 329 views 3 years ago 27 minutes - MDR
Video Series-Episode-2 Thisvideo is explains Essential, Principles for
Medical Device, Safety \u0026 Performance. Thisvideoisa...
Embedded Software in Medical Device : Common Regulatory and
Quality pitfalls - Embedded Software in Medical Device : Common
Regulatory and Quality pitfalls by GMED North America 1,442 views 8
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years ago 16 minutes - As part of aMedical Device,, an embedded
software is subject to the M edical Device, Directives essential
requirements,. Besides ...

Intro

Delivering healthy embedded SW The use of embedded softwarein
medical devicesisincreasing rapidly. Any company activein this
market

Why and how does a software differ from hardware?

EN 62304 scope and classification

How to document the class of the software?

IEC 60601-1 Edition 3.1 Introduces New Product Safety Requirements
Regulatory Implementation Timetable for IEC

Specia Considerations for Transitioning to IEC

Implementation of arisk management process applied to software, what
manufacturers should not forget to do?

Conclusion

SO 13485 Explained: Key Documentation Requirements for Medical
Devices - SO 13485 Explained: Key Documentation Requirements for
Medical Devices by Easy Medical Device 291 views 4 months ago 1
minute, 8 seconds - Are you in the medical device, industry and aiming
for top-notch quality management? Then you need to know about 1SO
13485 ...

General safety requirements for electrical medical devices - General
safety requirements for electrical medical devices by Medical Device
HQ 5,090 views 3 years ago 8 minutes, 35 seconds - Thisis an excerpt
from the course \"Introduction to Safety for Electrical M edical Devices,
and |EC 60601\" whichisavailable at: ...

Introduction

About the instructor

What is reasonably foreseeable misuse?

Part of the risk management process for medical devices

The definition of expected servicelife

Demonstrate that residual risk is acceptable

Assess non-applied parts that come in contact with the patient

Single fault conditions
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General requirements related to power supply

Additional help and resources

UDI requirements for medical device manufacturersin the EU - UDI
regquirements for medical device manufacturersin the EU by Medical
Device HQ 4,993 views 2 years ago 12 minutes, 36 seconds - Chapters:
00:00 Introduction 00:15 About the instructor 00:57 Intro to UDI 02:11
Basic, UDI-DI 06:21 The static elements of UDI ...

Introduction

About the instructor

Intro to UDI

Basic UDI-DI

The static elements of UDI

UDI carrier (UDI-DI + UDI-PI)

Machine and human readabl e code design

Complying with UDI regulations

MDR requirements

Additional resources

Demonstrating Conformity to General Safety and Performance
Requirements GSPR under MDR - Demonstrating Conformity to
General Safety and Performance Requirements GSPR under MDR by
Greenlight Guru 609 views 10 months ago 44 minutes - This on-demand
webinar hosted by Greenlight Guru explains how to demonstrate
conformity to General Safety and Performance ...

How to comply to the GSPR ? (EU MDR and IVDR - Monir El
Azzouzi) - How to comply to the GSPR ? (EU MDR and IVDR - Monir
El Azzouzi) by Easy Medical Device 14,559 views 4 years ago 1 hour,
11 minutes - During this LinkedIn Live session, | explained how to be
compliant with the GSPR or General Safety and Performance. ...

Intro

Misconception

What are GSPR?

GSPR chapters

Chapter 1 - General Requirements (1 to 9)

Chapter 11 - Design and manufacturing requirements (10 to 22)
Chapter 111 - Requirements regarding the information supplied with the

Essential Requirements Checklist Medical Device



device (23)

Chapter 111 - Requirements regarding information supplied with the
Device (20)

Harmonised Standards

EU MDR and IVDR Harmonized Standard
SO 13485 Quality Management System
Guidelines

GSPR requirements

Accredited Laboratories

BAD PRACTICE

Best Practice

Project initiation

GSPR 3 - Risk Management
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