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Software
EXTEDOpulse Overview


Document Management Hub
eDOCSmanager
eDOCSmanager Regulatory
eDOCSmanager Quality
eDOCSmanager Clinical
eCTDtemplates

Registration Management Hub


Submission Management Hub
eCTDmanager
eSUBmanager
EURS
EURSvalidator

Safety Management Hub




Services
Regulatory Publishing Services


Business Process and Regulatory Consulting
Pharmacovigilance
eCTD Services
EURS Services
IDMP Services

Technical Consulting


Education and Training


Validation Services


Extended Support Services




Support
Blog
Events
Resources
Company
About EXTEDO


Locations and Contact


Careers

EXTEDO Partners


Subscribe for EXTEDO Mailings
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eRA is, where companies and authorities come together to shape the future of the regulatory landscape. 

At eRA, we exchange ideas across national borders, discuss, and laugh. 


See you next time in 2025! 



































  
    
    
    
    
    
  



  
  
  
  
  
  Perfect networking opportunity for industry and agency experts







    


  
    
    
    
    
    
  



  
  
  
  
  
  

    
    
    
    
    








  
    
    
    
    
    
  



  
  
  
  
  
  2 Days full of presentations, break-out sessions and user group meetings







    


  
    
    
    
    
    
  



  
  
  
  
  
  

    
    
    
    
    








  
    
    
    
    
    
  



  
  
  
  
  
  Exklusive evening event as part of the conference ticket
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Meet global industry and agency experts at our bi-annual eRA conference







Join us for eRA, a unique learning and networking opportunity for regulatory, safety and quality professionals from around the globe.





Our packed program offers insights and the latest developments in the global regulatory landscape, with presentations from industry and authority thought leaders. Discover more about how new standards help connect the world and foster collaboration between industries as well as authorities.

Subjects covered include the latest updates on IDMP, eCTD 4.0, and R3 worldwide, the importance of structured and controlled data to improve patient safety, the transition towards a data-driven world, the latest developments in regulatory information management from an industry and authority perspective, and much more.

As always, attending eRA offers a unique opportunity to network with industry and agency experts, create meaningful connections and work together to improve the life sciences industry for everyone.


































    


  
    
    
    
    
    
  



  
  
  
  
  
  
    
    
    
    eRA 2023 Sponsors and Exhibitors
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Read more about Asphalion
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Read more about Epista
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Read more about Gens & Associates
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Read more about InfoCert
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Read more about MAIN5

































    


  
    
    
    
    
    
  



  
  
  
  
  
  
    
    
    
    Who should attend?


At eRA, we don't limit who can attend our events. Our hope is that anyone with a serious professional interest in regulatory standards and industry implementation will benefit from our shared knowledge. Typical roles of individuals who have attended previous conferences include:


	Regulatory Affairs Managers, Directors, VPs
	Drug Safety Managers, Directors, VPs
	Pharmacovigilance Managers, Directors, VPs
	Quality Assurance Managers, Directors, Associates
	Clinical Development Directors, VPs
	Lifecycle Management Directors, VPs
	Document Control Managers, Associates
	Chief Compliance Officers
	IT / System Administrators, Chief Information Officers
	Regulatory Authorities Managers, Directors, VPs
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  Asphalion (Spain)


Asphalion is a leading international Scientific, Regulatory and Safety Consulting in Life Sciences founded in 2000. 

We offer strategic advice, expert consulting, operational support, and full outsourcing services for all types of products in every therapeutic area, covering non-clinical and clinical development, CMC, dossier writing, regulatory procedures, vigilance, eSubmissions and data management for pharma, biopharma and medical devices clients.

Asphalion has a team of 20+ members devoted to Data Management and eSubmission that uses the latest regulatory intelligence technologies to help Pharma and MedTech companies align internal processes and information. Our experts work together with key stakeholders, delivering successful, high-quality results. 

Visit Asphalion Website
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  Epista Life Science (Europe)


Epista Life Science is a team of experts working at the intersection of business priorities and compliance requirements. We pioneer new methodologies and help companies find, select, implement, validate, and maintain software solutions so that they can balance risk and efficiency to achieve more.

 

Since 2009, Epista has grown to include more than 100 colleagues in Denmark, Sweden, and Germany and operates across Europe. We are dedicated to continuously improving compliance and business. By turning compliance obstacles into business opportunities, we believe we can help increase the contribution of Life Science to society.

 

Visit Epista Life Science Website
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  Gens & Associates (U.S.)


Gens & Associates is a boutique Life Science benchmarking and advisory firm specializing in operational performance improvement, benchmarking, World Class RIM℠, and organizational transition. Our focus is the regulatory domain and how it connects with clinical, commercial, safety, quality, and health authorities.
Our mission is to help the regulatory eco-system improve their performance through our recognized research platform that bring precision to the most effective changes and investments.

Visit Gens & Associates Website
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  InfoCert (Italy)


InfoCert is the largest Qualified Trust Service Provider and European leader in digital trust solutions, which enable the digital transformation of all critical and high-value business processes. With a presence in 31 countries, InfoCert is the trusted partner of over 5,000 large enterprises in the Banking & Financial Services, Pharma, Telco & Utilities, HealthCare and Insurance sectors.  

The company develops sustainable and innovative solutions for digitalization that are customized to meet the needs of the customers and that guarantee the highest standards of security and compliance, an intuitive user experience and full legal value. Thanks to this approach, InfoCert applications simplify the work of over 8 million users every day. 

Visit InfoCert Website
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  MAIN5 


Established in 2013, MAIN5 is a leading Management Consulting firm specializing in Life Sciences. Our focus is on strategy, processes, and solution consulting for international life science companies in regulated R&D, with an emphasis on Regulatory Affairs, PV, and Quality Management.

Our highly skilled team combines a methodical approach with extensive industry experience. We provide comprehensive guidance to clients, leveraging our expertise to deliver exceptional results.

Our holistic approach prioritizes the digital future and the involvement of people. We excel at implementing complex visions and ideas for leading pharmaceutical companies, ensuring their success in an evolving industry.

At MAIN5, we're committed to excellence and offer tailored solutions to meet each client's unique needs. With our deep industry knowledge, we're the trusted partner for sustainable growth and success in life sciences.

With ten years of top consultancy, MAIN5 has established a stellar reputation in the Life Sciences sector. We continue to empower clients, integrating cutting-edge technology and fostering collaboration to overcome challenges and seize opportunities.

 

Visit MAIN5 Website







    


  
    
    
    
    
    
  



  
  
  
  
  
  
    
    
    
    [image: Main5]


[image: Main5]


[image: ]





























[image: blobby-right][image: blobby-right]



    


  
    
    
    
    
    
  



  
  
  
  
  
  Rote Liste Service GmbH (Germany)


The accessibility of high-quality healthcare is contingent on the accessibility of reliable medical information. Rote Liste® Service GmbH represents 90 years of reliability in medicinal product information. In a world of information overflow, medical and pharmaceutical professionals as well as patients turn to our various offers to receive precise and trustworthy information for their specific needs. We enable all healthcare stakeholders to approach complex questions from a foundation of certainty.

The complexity of medicine and healthcare has long reached patients. The common form of product information aimed at patients - the leaflet - is inconvenient and outright inaccessible for many patients. To us, the accessibility of patient information that is searchable and handicap friendly is a matter of course. Our “Patienteninfo-Service” and GI 4.0® lead the way in electronic product information (ePI). 
Added to the above, we are developing new tools and technologies for patients, healthcare professionals and the industry.

Visit Rote Liste Website
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    Get in contact
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    Book a meeting
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  EXTEDO makes pharmaceutical compliance an effortless process. We provide solutions and expert knowledge that help life science organizations worldwide to reduce the time and effort required to create and submit regulatory applications for medicinal products and maintain them throughout their lifecycle.






    


  
    
    
    
    
    
  



  
  
  
  
  
  
  EXTEDO Germany:
  +49 89 189454-0




  EXTEDO US:
  +1 (855) 328-3500
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