








[image: Logo ECA]









GMP SEARCH ENGINE








Search in			GMP Database
Training & Conference
On-Demand Training
Guidelines
News & Press

		


Keyword					


		

















Skip navigation
	News
	Current News
	News Sort By Topic
	Analytical Quality Control
	APIs and Excipients
	Aseptic / Microbiology
	Blood / Biologics and ATMP
	Computer Validation
	Counterfeit Medicines
	Drug Safety/Pharmacovigilance
	GMP Inspections/Audits
	Good Distribution Practices
	Herbal Medicinal Products (incl. Cannabis)
	Medical Devices
	Packaging
	Pharmaceutical/Clinical Development
	Pharmaceutical Technology
	Quality Assurance
	Regulatory Affairs
	Validation



	Subscribe Newsletter
	Press Announcements Archive



	Courses & Conferences
	Events Overview
	Events by Topic
	Events by Venue
	Annual Events



	Live Online Events
	Live Online Events by Topic



	Live Online Events by Topic
	GMP Courses & Conferences on Site (in hotels)
	Recordings / On Demand
	Online Training & Webinar Recordings by topic



	Further Information
	Technical Information
	Exhibitions & Sponsoring






	Certification
	GMP and GDP Certification Programme
	GMP/GDP Certificate



	Guidelines
	GMP Guidelines
	GMP Guidelines - Download
	ECA GMP Guides
	Advanced Therapy Guidelines
	Links
	Links - Navigator
	Links - GMP-Newsreader
	Links - GMP-Regulations
	Links - Pharmaceutical Associations
	Links - Regulatory Authorities
	Links - Others






	Services
	What is GMP?
	GMP/GDP Training Matrix
	Inhouse Training Programme
	GMP/GDP eLearning
	Publications
	GMP Reports
	GMP/GDP Publications
	GMP Journal



	Q&A Guide
	GMP Inspection Databases



	About ECA
	About the Academy
	About the Foundation
	Interest & Working Groups
	ECA Membership Opportunities
	Q&As
	Contact



	Members Area


 









Skip navigation

	

News			

	
Current News					

	

News Sort By Topic			

	
Analytical Quality Control					

	
APIs and Excipients					

	
Aseptic / Microbiology					

	
Blood / Biologics and ATMP					

	
Computer Validation					

	
Counterfeit Medicines					

	
Drug Safety/Pharmacovigilance					

	
GMP Inspections/Audits					

	
Good Distribution Practices					

	
Herbal Medicinal Products (incl. Cannabis)					

	
Medical Devices					

	
Packaging					

	
Pharmaceutical/Clinical Development					

	
Pharmaceutical Technology					

	
Quality Assurance					

	
Regulatory Affairs					

	
Validation					





	
Subscribe Newsletter					

	
Press Announcements Archive					





	

Courses & Conferences			

	

Events Overview			

	
Events by Topic					

	
Events by Venue					

	
Annual Events					





	
Live Online Events					

	
Live Online Events by Topic					

	
GMP Courses & Conferences on Site (in hotels)					

	
Recordings / On Demand					

	

Further Information			

	
Technical Information					

	
Exhibitions & Sponsoring					









	

Certification			

	
GMP and GDP Certification Programme					

	
GMP/GDP Certificate					





	

Guidelines			

	
GMP Guidelines					

	
GMP Guidelines - Download					

	
ECA GMP Guides					

	
Advanced Therapy Guidelines					

	

Links			

	
Links - Navigator					

	
Links - GMP-Newsreader					

	
Links - GMP-Regulations					

	
Links - Pharmaceutical Associations					

	
Links - Regulatory Authorities					

	
Links - Others					









	

Services			

	
What is GMP?					

	
GMP/GDP Training Matrix					

	
Inhouse Training Programme					

	
GMP/GDP eLearning					

	

Publications			

	
GMP Reports					

	
GMP/GDP Publications					

	
GMP Journal					





	
Q&A Guide					

	
GMP Inspection Databases					





	

About ECA			

	
About the Academy					

	
About the Foundation					

	
Interest & Working Groups					

	
ECA Membership Opportunities					

	
Q&As					

	
Contact					





	
Members Area					




 




Skip navigation
	News
	Guidelines
	Courses & Conferences
	Members Area


 









	ECA Academy
	Courses & Conferences
	Events Overview
	Detail






            










Live Online Training: Distant Assessments/ Remote Audits - what you need to know    
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Course No 18972



All times mentioned are CET.











Our Service


	Testimonials
	Your Certificate
	Seminar Programme as PDF







Costs
This training/webinar cannot be booked. To find alternative dates for this training/webinar or similar events please see the events list by topic.
For many training courses and webinars, there are also recordings you can order and watch any time. You can find these recordings in a list sorted by topic.
Or simply send us your inquiry by using the following contact form.
Send request


* 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 Rainer Gnibl, District Government of Upper Bavaria, Germany
Katja Kotter, Vetter Pharma-Fertigung, Germany
Jean-Denis Mallet, PhD, Pharmaplan, France
Markus Roemer, Comes Compliance Services, Germany
Edel Ryan, Mylan, Ireland
Dr Anke von Harpe, QProgress, Germany

Objectives

Get a detailed overview of the possibilities and limits of a Distant Assessment/ Remote Audit. Both perspectives will be considered, that of the auditor/ inspector and that of the auditee.

Background

One important part of a supplier qualification process is the performance of an on-site audit. Currently, because of the situation with the worldwide pandemic situation, site visits present a potential risk to all persons involved or might simply not be possible because of travel restrictions.

If an on-site audit is not possible, a risk-based supplier qualification process can be supported by a Distant Assessment. Such an assessment may be conducted through various communication channels such as video calls or other appropriate tools available.
 
Also many inspectorates from EU and other regions of the world have started to utilise Distant Assessment approaches.
 
But it needs to be well-prepared from both, the auditor and the auditee.

Target Group

GMP Inspectors and GMP Auditors from Pharmaceutical and API Industry and those who are involved in preparing and managing Distant Assessments, audits and inspections.


Technical Requirements


For our webinars, we use Cisco WebEx, one of the leading suppliers of online meetings. At http://www.webex.com/test-meeting.html you can check if your system meets the necessary requirements for the participation at a WebEx meeting and at the same time install the necessary plug-in. Please just enter your name and email address for the test. If the installation is not possible because of your rights for the computer system, please contact your IT department. WebEx is a standard nowadays and the necessary installation is fast and easy.


Programme

Approach and Expectations
	What are the regulations saying?
	Which inspectorates are currently performing distant assessments?
	Benefits, limits, risks
	Classification in the overall Supplier Qualification System
	Reliance of QPs on results of remote supplier audits for batch certification,
	Risk-based planning
	Which companies are suitable for a Distant Assessment?

Technical Background
	IT infrastructure
	Set-up of an online Meeting
	How to realise a safe document review
	How to realise a facility tour
	Data integrity

The Auditee’s Perspective
	How to prepare customer Distant Assessments
	Tools needed
	Which documents can be provided upfront – and how
	What problems can occur and possible solutions
	Resources and time requirements

The Auditor‘s Perspective
	Communication upfront
	Document exchange upfront
	Which areas are suitable for a Distant Assessment?
	Integration of remote auditing into the customer‘s QA System
	Experience made and lessons learned

How to Perform/ Host Internal Remote Audits
	Initial preparation and planning
	Fully paper based and hybrid approaches
	How to support a virtual tour
	Sharing of documents

Case Studies: Experiences made with Various Inspectorates
	How to prepare and manage Distant Assessments by inspectorates
	- Russia (FSI SID&GP)
	- Germany

Case Studies: Would you Find This in a Distant Assessment?
	How to make and rate observations
	Examples

Case Study: How to Assess a Site Master File from Distance
	When to ask for the SMF
	What to focus on
	What questions to ask

The Follow-up
	How to reply to report and observations
	Dissent and dispute
	Proof of CAPA effectiveness
	Ensuring that measures are implemented company-wide
	What to do if a target date cannot be achieved
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