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        Zielsetzung

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.


Hintergrund

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.


Zielgruppe

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.


Programm
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  Gesamtes Programm als PDF herunterladen

  
Overview about Similarities/Differences between Medicinal Products and Medical Devices
	Regulatory Submission
	Guidelines
	Supervision

Certification Procedure under the European MDR
	Economic Operators
	Classification of medical devices
	Selection of certification procedure
	Certification by Notified Bodies

Differences between EU and FDA Requirements
	European Requirements
	FDA Requirements
	Differences and common interests

Classification and Premarket Submission of Medical Devices in the USA
	Classification rules in the USA
	IDE
	510k, PMA
	De novo, HDE

Q&As
 
GMP-Related Requirements of EN ISO 13485:2016
	Role of ISO 13485:2016
	Documented procedure
	Key requirements

Technical Documentation vs. DHF/DMR 
	Content of Technical Documentation
	Technical Documentation as a linking document between production and quality control
	Change Management – Retests
	Content of the DHF
	Relation to the DMR
	Link to Technical Documentation
	Audit and inspection findings

Q&As
 
Combination Products 
	Medical devices versus medicinal products – the key differences
	The Guidance for Industry and FDA Current Good Manufacturing Practice for Combination Products – an overview
	Combination Products in the EU – Guidelines and Definitions
	How to define a combination product in the EU and US
	Roles of Competent Authorities (CA) and Notified Bodies (NB)

Design Controls 
	Introduction of regulatory requirements
	Common aspects/differences regarding the requirements of the ISO 13485 and 21 CFR 820
	New ISO 13485:2016 requirements
	How to implement Design Controls in the whole life cycle process
	Modern concepts of development of products
	Audit and inspection findings

Qualification and Validation
	Regulatory requirements (FDA, Standards, GHTF)
	Risk assessments
	Qualification
	Validation
	Audit and inspection findings

Q&As
 
Regulatory Audits under MDR and MDSAP
	Purpose of the MDSAP
	DSAP Audtiting Organisatons
	Focus point on regulatory audits
	Unannounced audits by Notified Bodies

CAPA/Complaint Handling
	Regulatory requirements (EU, FDA, Standards, GHTF)
	Common aspects/differences regarding the requirements of the ISO 13485 and 21 CFR 820
	New ISO 13485:2016 requirements
	CAPA – the motor for continuous improvement
	Monitoring as a subsystem
	Interface complaint handling /CAPA System
	Audit and inspection findings

Q&As



    

  









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


             
          Alle Preise zzgl. MwSt. Wichtige Hinweise zur Umsatzsteuer.

           
              Jetzt buchen
          
       
                    

          * auch unkompliziert per Kreditkarte bezahlbar

           
            [image: American Express]
            [image: Visa]
            [image: Mastercard]
        

        
 

      
 

[image: icon]Weitere Termine vor Ort
Weitere Termine vor Ort nicht verfügbar

[image: icon]Weitere Termine online
Weitere Termine online nicht verfügbar

[image: icon]	Aufzeichnung verfügbar


Aufzeichnung nicht verfügbar








  	
	   
        Haben Sie noch Fragen?
 
	  
      
        Wir stehen Ihnen für weitere Auskünfte gerne zur Verfügung.  
        
Tel.: +49 6221 84 44 0 
        
E-Mail: info@concept-heidelberg.de
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        	Teilnehmerstimmen
	Zertifikat zu GMP/GDP Weiterbildung
	Seminarprogramm als PDF
	Sonderkonditionen DB Bahn


      

    













 






      
    Zurück

    
  
  




    
      




  
    
          
    



        
  
                
                        Teilnehmerstimmen - das sagen andere über unsere Seminare:
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      „Guter, breit gefächerter Überblick mit interessanten Verknüpfungen zur Praxis, 
welche die Theorie super veranschaulicht.”
Marina Kicoranovic, Labor Hartmann GmbH
GMP/Basis-Einstiegsschulung (B 14), September 2023
  
  
  






        
  
      „Die Referenten waren sehr gut! Sie haben sehr klar gesprochen, nur sehr wenige englische Begriffe 
verwendet (super) und waren sehr praxisbezogen.”
Astrid Gießler, Regierungspräsidium Karlsruhe
Live Online Seminar - Basiskurs Computervalidierung & Datenintegrität im GxP Umfeld (B 3), Juni 2023
  
  
  






        
  
      „Sehr guter Bezug zur Schulung für einen GMP-Anfänger. Habe mich sehr gut abgeholt gefühlt.”
Dr. Harald Werner, Infraserv GmbH & Co. Höchst KG
GMP-Basisschulung (B 1), Juni 2023
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    Vorwärts
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            Weitere Teilnehmerstimmen
            
        
    







    
      




  
    
          


	
        NEWSLETTER

	

	
                    Bleiben Sie informiert mit dem GMP Newsletter von Concept Heidelberg!
        


        
  
      GMP Newsletter

Concept Heidelberg bietet verschieden GMP Newsletter die Sie auf Ihren Bedarf hin zusammenstellen können.

Hier können Sie sich kostenfrei registrieren.
  
  
  




    








	
        Kontakt

	

	
                    Kontaktieren Sie uns
        


        
  
      Haben Sie Fragen?
  
  
  






        
  
      Concept Heidelberg GmbH
Rischerstraße 8
69123 Heidelberg

Tel. :+49622184440
Fax : +49 6221 84 44 84
E-Mail: info@concept-heidelberg.de

zum Kontaktformular
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                            Laden Sie die GMP Navigator App herunter


            
        


    
        
    












  



    




        
  
      © 2024 CONCEPT HEIDELBERG GmbH, Heidelberg
  
  
  






        
  
      Impressum | Datenschutz | Cookie-Einstellungen | AGB
  
  
  








  
            

          
              
    


      
  







  
