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All times mentioned are CEST.

           
        Zielsetzung

The involvement of Quality Assurance in ensuring data integrity in GMP regulated laboratories is discussed in both the PIC/S and WHO guidance documents.  However, turning guidance document recommendations into practice can be difficult, especially if members of QA are not familiar with the topics covered in these guides. This two-day, interactive workshop-based course is intended to fill this gap in the training spectrum.  After an introduction covering the scope and regulatory requirements of quality oversight for GMP regulated laboratories there are presentations, Q&A sessions and case studies on the main topics of the course:
	Understanding process and record risk by using data process mapping
	Controlling master templates and blank forms
	Raising and handling data integrity concerns
	Data integrity Audits
	Data integrity investigations

The case studies material is based on real world examples, so that the attendees can gain experience that they can take back to their own organisations.


Hintergrund

Data integrity is a major topic in the pharmaceutical industry and organisations supporting it such as contrast research and manufacturing organisations.  The regulatory focus has been in Quality Control and Analytical Development laboratories working to GMP especially since 2012 with the updated FDA Compliance Programme Guide 7346.832 for Pre-Approval Inspections.  This guide has as objective 3 the data integrity audit.  Therefore, it is important that Quality Assurance be aware of the FDA approach as well as ensuring that laboratory activities are under control, compliant and ensure data integrity.

Zielgruppe

	Managers and staff from Quality Control and Analytical Development Laboratories of pharmaceutical companies
	Contract Research Organisation and Contract Manufacturing Organisation laboratory personnel
	Quality Assurance staff involved in reviewing laboratory data or performing data integrity Audits
	Auditors (internal and external) responsible for performing self-inspections or external audits and needing to understand and assess data integrity



Technical Requirements


We use WebEx Events for our live online training courses and webinars. At https://www.gmp-compliance.org/training/online-training-technical-information you will find all the information you need to participate in our trainings 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

  
Introduction to the Course
	What will be covered in the Course
	Introduction to the teaching Team
	Roles of Quality Assurance and Quality Control defined and discussed

Regulatory Guidance for Data Integrity Quality Oversight
	Review of data integrity guidances: PIC/S, WHO, EMA, MHRA, GAMP Guide for quality assurance role in data integrity and data governance
	Building a framework for quality oversight for Data Integrity (DI) in a GMP analytical laboratory within the QMS
	How culture can impact data Integrity
	Identifying key QA roles in the Data Integrity programme

Knowing and Managing Data Integrity Risk
	Data Process Mapping for Paper and Computerised Processes in the laboratory
	Identifying risk to records and mitigating them

Case Study 1: Data Process Mapping
	Review of data process maps for paper and hybrid process
	Identification of record and data integrity risks
	Proposals for risk Mitigation
	Course feedback and discussion

Role of Quality Assurance in Control of Master Templates and Blank Forms
	 Overview of regulatory guidance for blank forms – 1993 to date
	 Process flows for master templates and blank form use
	 Identifying the QA role in the process
	 Look at alternative options from paper

Raising Data Integrity Concerns
	 Process for handling concerns outlined
	 Confidentiality of the people and process
	 How to handle whistle blowers

Recap of Day 1 and Introduction to Day 2
 
Case Study 2: Handling Data Integrity Concerns
	 How should a concern be raised and to whom?
	 How will the matter be kept confidential?
	 Generating a high-level scope and action plan

Overview of Data Integrity Audits and Investigations
	 Regulatory guidance
	 Approaches for DI audits – computer system inventories, paper processes and critical data identified
	 Preventing overlap with computer system periodic Reviews
	 Dealing with data integrity violations: the DI Investigation

Case Study 3: Identifying Data Integrity Audit Priority and Frequency
	 From a list of processes and systems attendees will identify the priority order of processes and systems to be audited
	 From the priority, the audit schedule will be developed
	 Frequency of DI audit of critical systems and paper processes

Case Study 4: Developing the Data
	Integrity Audit Coverage
	Scope of the data integrity Audit
	What will you audit?
	How will you audit a computerised system vs. a paper process?

Case Study 5: Data Integrity
	Investigation – Determining the Scope
	A data integrity violation has been found during a data integrity audit and an investigation is to be launched
	In a facilitated discussion, the course will define the scope and boundaries of the Investigation

Case Study 6: Data Integrity
	Investigation – Findings, Root Cause and CAPAs
	A list of findings from the investigation will be given and attendees must determine if they are poor data management errors or falsification
	Identification of the root cause
	What are the CAPAs: immediate fixes and long-term remediation actions?

Post Live Online Training: Case Studies Audit Trail Review for CDS/Laboratory Systems
 
What Is An Audit Trail and Why is Its Review Important? 
	Part 11 and Annex 11 / Chapter 4 requirements for audit Trail
	Regulatory requirements for audit trail review
	Guidance documents for audit trail review
	Do I really need an audit trail? 
	Static data and dynamic data impacts on audit trail functionality

When is an Audit Trail not an Audit Trail?
	What do we look for in an application for auditing?
	Pros and cons for event logs and audit logs?
	Audit trail(s)?
	Part 11 compliant system – does this help data integrity?

Case Study 1: Which Audit Trail to review?
	Attendees will be presented with an overview of the audit trails within an application and the content of each one. Which audit trails should be reviewed and when in the context of the work performed by the laboratory data system?

What are GMP-Relevant Data?
	Annex 11 requires that audit trails monitor GMP-relevant data – what are GMP relevant data?
	What are critical data?

Case Study 2: Identifying GMP-Relevant Data 
	Attendees will be presented with a list of records to identify if they are GMP records and how critical they are to help focus the second person review of audit trail data.

Review of Audit Trail Entries
	What are we looking for in an audit trail review?
	Process versus system: avoiding missing data integrity issues
	Regulatory requirement is “frequent review” of audit Trails
	What do we need to validate and what to check?
	Suspected data integrity violation - What do we need to do?

Case Study 3: Reviewing Audit Trail Entries
	Attendees will be provided with the output of an audit trail to review and see if any potential issues are identified for further investigation.

Controls to aid Second Person Review of Audit Trails
	Procedural controls for data review
	Technical considerations for audit trail review e.g. identifying data that has been changed or modified – how the system can help documenting the audit trail review has occurred
	Review by exception – how technical controls can help
	Have you specified and validated these functions?




    

  









      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

             
          
        

          * auch unkompliziert per Kreditkarte bezahlbar
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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
	Zertifikat zu GMP/GDP Weiterbildung
	Seminarprogramm als PDF
	Sonderkonditionen DB Bahn
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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
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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
  
  
  








  
            

          
              
    


      
  







  
