ﬁPREsswiRE

ComplianceOnline Brings Medical Device
Manufacturers, Distributors, Importers
Together for the EU MDR 745/2017 Seminar

"Lead Auditor EN ISO 13485:2016 and EU

MDR 2017/745 - Regulation" Seminar has Compliane®nline
been added to ComplianceOnline.com's
offering. | 20ay Vitual Semiver

Lead Auditor EN ISO 13485:2016
SANJOSE, CA USA, March 1, 2021 and EU MDR 2017/745 - Regulation
/EINPresswire.com/ --
ComplianceOnline, the World's largest
GRC Advisory Network, is launching a March 89, 2021
2-day virtual seminar 'Lead Auditor EN 7 10:00AMt06:00 PMESTw

Virtual Training Through WebEx

ISO 13485:2016 and EU MDR 2017/745
- Regulation' together with Prof. Dr. h.c.
Frank Stein to learn the new
requirements of the regulator. The
event will be held on March 8-9, 2021
(10:00 AM to 6:00 PM EST).

The new medical device regulation EU MDR 745/2017 in the European Union has a lot of new
requirements. This new upcoming regulation is also stronger connected to the EN I1SO
13485:2016. The understanding of this changes and how to implement last minute changes until
May 2021 is essential to keep your certificates. The first key for the understanding and the
implementation of the changes is the knowledge about the interfaces between the EN ISO
13485:2016 and the EU MDR 2017/745. The second key is to understand, which parts of the EU
MDR 2017/745 are not covered by the EN ISO 13485:2016. These not covered paragraphs and
requirements must be additional implemented into the quality management system until May
2020. The time is short and immediately action is required.

Learning Objectives :

+[htroduction, who must apply the new EU MDR 2017/745 requirements?

‘Dverview about the changes of the EU MDR 2017/745 regarding quality management
‘What are the interfaces between the EN ISO 13485:2016 and the EU MDR 20177
*Which new requirements of the EU MDR 2017/745 are not covered by the EN ISO
13485:20167


http://www.einpresswire.com

*8mart and fast ways to implement the changes in your quality management system
*Bast track internal audit to approve the changes

Areas Covered :

*he new scope of the EU MDR 2017/745

*he obligations and roles of the EU MDR 2017/745

*How work the regulation and the EN ISO 13485:2016 together?
‘New and updated processes required by the EU MDR 2017/745
*How to implement the required changes until May 2021?

Who will Benefit:

CEO's, product manager, quality/ regulatory / medical affairs manager, quality representatives
of

*fhedical device manufacturer,

«Importer,

-Bistributors

Bealers

For more information or to register for this seminar, please click here.
Virtual Training Through WebEx
Date: March 8-9, 2021 (10:00 AM to 6:00 PM EST)

About the Speaker:

Dr. h.c. Frank Stein, medical engineer, medical engineering experience since 25 years, clinical
and research experience in cardiac surgery and cardiology, industrial experience in
ophthalmology, neurology, traumatology and dental implants, active implants, active devices,
international project and regulatory consulting experience in Europe, North-America, Asia,
Australia, Arabic Countries, Latin-America.

About ComplianceOnline.com:

ComplianceOnline is a leading provider of regulatory compliance training programs for

companies and professionals in regulated industries. ComplianceOnline has successfully trained
over 55,000 professionals from 15,000 companies to comply with the requirements of regulatory

agencies. ComplianceOnline is headquartered in Palo Alto, California, and can be reached at
http://www.complianceonline.com. ComplianceOnline is a MetricStream portal. MetricStream
(www.metricstream.com) is a market leader in Enterprise-wide Governance, Risk, Compliance
(GRC), and Quality Management Solutions for global corporations.

For more information on ComplianceOnline or to browse through our training programs, please
visit our website
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This press release can be viewed online at: https://www.einpresswire.com/article/536120338

EIN Presswire's priority is source transparency. We do not allow opaque clients, and our editors
try to be careful about weeding out false and misleading content. As a user, if you see something
we have missed, please do bring it to our attention. Your help is welcome. EIN Presswire,
Everyone's Internet News Presswire™, tries to define some of the boundaries that are reasonable
in today's world. Please see our Editorial Guidelines for more information.
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