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      Modern EU and FDA Validation: Ongoing/Continued Process Verification from Control Strategy to Product Quality Review
Im Auftrag der ECA Academy

      19/20 May 2020, Frankfurt, Germany

      Seminar-Nr. 17546
 
    

  











           
        Sprecher

Dr Rainer Gnibl, GMP Inspector for EMA
Timur Güvercinci, Merck KGaA
Jacob Johannes Hillger,Boehringer Ingelheim
Gert Moelgaard, Head of ECA‘s Validation Group
Dr Thomas Schneppe,Bayer Bitterfeld
Dr Ingolf Stückrath, Sanofi
Dr Chris Watts, VoPal, formerly with FDA

Zielsetzung

With the Guidance for Industry “Process Validation: General Principles and Practices”, the FDA requires a new direction. Validation is now a „Life Cycle Process” with 3 stages:
	Process Design
	Process Qualification
	Continued Process Verification

The stage 3 “Continued Process Verification” is a new step in validation. Also legacy process should be (re)validated regarding this life cycle. The start is stage 3 “Continued Process Verification”. The goal of the third validation stage is continual assurance that the process remains in a state of control (the validated state) during commercial manufacture. A system or systems for detecting unplanned departures from the process as designed is essential to accomplish this goal, says the Guidance. Now, also the EU requires Ongoing Process Verification as part of a validation lifecycle.

But how to implement Continued/Ongoing  Process Verification in the routine production – beginning from the definition of the control strategy to the Product Quality Review /Annual Product Review?
	What is state of the art regarding systems for detecting unplanned departures from the process?
	How to handle the monitoring at  Stage 3 (Continued/Ongoing  Process Verification)?
	What are the differences between Continued Process Verification (FDA), Continuous Process Verification
	(ICH Q8) and Ongoing Process Verification (EU) ?
	Are there parallels regarding Medical Devices?
	What statistic parameters could help?
	Is a statistician necessary?
	How is OPV/CPV linked to PQR/APR?
	What are the expectations of an EU Inspector?

These questions are discussed, and the possibilities for implementation are covered.


Hintergrund

Since 1987 the FDA Guideline on Process Validation has been the basis for qualification and validation. Within the new FDA programme “Pharmaceutical cGMPs for the 21st Century” there was an announcement for a revision of the guideline. A new FDA Policy Guide of 2004 gives some hints as to the new validation approach. In January 2011 the new “Guidance for Industry Process Validation: General Principles and Practices” was published as final guidance. That is now FDA’s „current thinking“. EMA’s new Process Validation Guidance also mentions a Life Cycle Approach for Process Validation. And with the citation of ICH Q8, the possibility to do Continuous Process Verification is also mentioned. In the new Annex 15 revision document also a Continued Process Verification, Ongoing Process Verification called, is mentioned.

In the Annex 15 revision document, valid since 1 October 2015,  also a Continued Process Verification, called Ongoing Process Verification, is mentioned.


Zielgruppe

The addressees of the event are qualified staff charged with or responsible for validation activities, especially regarding stage 3 (Continued/Ongoing Process Verification) of the process validation life cycle.  We mean commissioners for validation, heads of quality assurance, department heads, etc. It also addresses members of validation teams (e.g. chemists, pharmacists, microbiologists) as well as staff who is involved in process monitoring activities and consultants.


Programm

Overview: The new process validation guides from FDA and EMA and the new industry guides from ISPE, PDA and ECA: content and principles
	 How the concept of Process Validation is about to change
	 Ongoing changes in the Quality Management philosophy
	 Comparison of Annex 15 revision with FDA Process Validation Guidance
	 Real-life examples

Ongoing Process Verification – View of an EU Inspector
	 EU process validation lifecycle approach (overview)
	 EU GMP requirements on EU-OPV
	 Authorities expectations regarding PQR
	 Interaction and linking with EU-PQR
	 Comparison of EU and US requirements to maintain status of control

Case Study: From Control Strategy to Statistical Process Control
	 Introduction in biopharmaceutical processes
	 Process development and definition of parameters
	 Parameters and control
	 Control Strategy
	 Process Performance Validation Approach
	 Statistical Process Control

Case Study: Large Molecules: Process Validation and Statistical Trending in Biopharmaceutical Manufacturing
	 Basic Statistics
	 Content of CPV protocol/report
	 Trending program and related procedures
	 Evaluation of Trends and CAPAs
	 Link to APR/PQR

Parallels between Medical Device and Drug Process Validation
	 Leveraging experience
	 Quality System similarities
	 Standard Approaches – foundation for implementation

Recent trends in FDA inspections, observations and warning letters
	 Examples of expectations and enforcement
	 Regulatory enforcement trends related to observations and Warning Letters

SPC as tool for Continued Process Verification
	 Continued Process Verification: Requirements
	 Case Study Sanofi-Aventis

Case Study: How to implement CPV of a legacy process
	 Challenges
	 Experiences
	 Lessons learnt

The bridge between the traditional and a new life cycle validation approach - the way to continuous process verification 
	 Hybrid Validation approach as a interim solution
	 Technology upgrade
	 Case study: OPV program for small business
	 A concept for the definition of the critical parameters/attributes and the documentation strategy in consideration of the data integrity

Workshop Continued Process Verification – Process Data Evaluation and Conclusions
	The delegates analyse in small groups process data regarding the validity of a legacy process.

The future role of PAT, industrial IT and automation in continued process verification: Implementing a control strategy
	 Control strategy and implications for automation solutions
	 Bridging islands of information systems in manufacturing
	 From data to information to knowledge: getting gold out of data
	 Continued process verification: monitoring challenges
	 Window to the Quality: The future role of automation and IT systems in manufacturing?




    

  









      Dieses Seminar/Webinar kann nicht gebucht werden. Alternative Termine für dieses Seminar/Webinar und ähnliche Veranstaltungen finden Sie in der Übersicht nach Thema..
Für viele Seminare und Webinare gibt es auch Aufzeichnungen, die Sie jederzeit bestellen und anschauen können. Diese Aufzeichnungen finden Sie in einer themensortierten Liste.
Oder senden Sie uns Ihre Anfrage einfach über das folgende Kontaktformular.
Anfrage senden
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        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 - 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
  
  
  




    

  


  
    Zurück
    
    Vorwärts
  






        
  
      
            

[image: icon]


                
  








        
  
            

            
            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
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