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Course No 21424



This course is part of the GMP Certification Programme "ECA Certified Quality Assurance Manager". Learn more.

 










Our Service


	Testimonials
	Your Certificate
	Seminar Programme as PDF







Costs
	ECA-Member*:	EUR 1690,--
	Non ECA Member*:	EUR 1890,--
	EU/GMP Inspectorates*:	EUR 945,--
	APIC Member Discount*:	EUR 1790,--

  			  				(All prices excl. VAT). Important notes on sales tax.
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* also payable by credit card
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If you have any questions, please contact us:
Tel.: +49 (0)6221 / 84 44 0 E-Mail: info@gmp-compliance.org






Speakers

Dr Gerhard Bauer, Bauer-Lewerenz Consulting
Harald Rentschler, mdc medical device certification GmbH
Dr Cornelia Siegl, Marinomed Biotech
Jesper Wagner, NIRAS

Objectives

The aim of the course is to identify similarities and differences between the regulations of the FDA and the European regulations for Medical Devices. The focus will be on
	Classification Rules and Submission in the USA
	Certification Procedures
	Technical Documentation vs  Device History File and Device Master Record
	Combination Products
	Design Controls
	Validation / Qualification
	Regulatory Audits
	CAPA and Complaint Handling

A Notified Bodies representative will start the course by explaining the regulatory requirements, especially regarding the new EU Medical Device Regulations.


Background

Since 1996, the requirements for the development, the manufacture and the distribution of medical devices in the USA have been laid down in the revised cGMP regulations for Medical Devices (21 CFR 820, QSR). In the USA, medical devices are regulated by the FDA’s Center for Devices and Radiological Health (CDRH). Inspections  are primarily performed by the FDA.
 
In Europe, three EU directives (90/385/EWG, 93/42/EWG and 98/79/EG) and one amending directives regulate the medical devices industry. In May 2021, the new Medical Device Regulation will come into force. GMP regulations - strictly speaking - are not notified.

Instead, harmonised standards, especially ISO 13485, represent the state-of-the-art in the area of the EU. Inspections are primarily performed by Notified Bodies („New Approach for Product Regulations and Conformity Assessment“).
 
With the revision of the ISO 13485 in 2016 there are also new (“GMP”-) requirements. 
 
Statistical data about deficiencies of medical devices do only exist in the USA because of the Freedom of Information Act. For years now, CAPA/Complaint Handling, insufficient Design Controls, Management Responsibility, Process Controls and Process Validation and Quality Audits have been among the Top 10 deviations.


Target Group

This event has been especially designed for the manufacturers who are subject to the Medical Device legislation and want to become familiar with the practice-oriented implementation of the legal requirements  in the USA and in Europe.


Technical Requirements


We use Webex for our live online training courses and webinars. At www.gmp-compliance.org/training/online-training-technical-information you will find all the information you need to participate in our events and you can check if your system meets the necessary requirements to participate. If the installation of browser extensions is not possible due to your rights in the IT system, please contact your IT department. Webex is a standard nowadays and the necessary installation is fast and easy.
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