
Regulatory / Clinical / Real Word Evidence 

Bringing Regulatory and Clinical Vertical integration around the world from start-to-market and beyond 

Market Access Services for Biotechnology 



• Regulatory & Clinical Affairs

• Post Market Clinical Follow Up

• Clinical Evaluation

• Real World Evidence (RWE)  

• European Union Authorised Representative 

& 

• United Kingdom Responsible Person 

• Patient Treatment 

• Real World Evidence 

Leveraging EU strength to support companies enter and maintain products in the EU Market 



Title: Evnia-Nexus, A KSA Biotech accelerator – 
All Care Group for Investment / Saudi Arabia    
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Through Regulatory, Clinical Affairs & Health Economics

We bring biotechnology innovation to the market 



Idea Market



A holistic approach to device lifecycle





Bringing Innovation 
in the market 
Regulatory and clinical excellence 

Working with 
• Start-Ups
• SME
• Multinationals
• Governments
   



Title: Evnia-Nexus, A KSA Biotech accelerator – 
All Care Group for Investment / Saudi Arabia    



Our Team 

Evnia offers centralised CER /PMCF and Clinical services that 
include a cross-functional team:

•  Medical Writers

•  Medical Doctors

•  Usability & Validation Engineers

•  Biocompatibility Experts

•  Risk experts 

•  Regulatory Affairs Experts  

•  Biostatisticians 

• Quality Management System (QMS)

Average Medical Device Industry experience between 15-20 
years 



Access to clinical sites for clinical data and Real-World evidence 



Our Process for Clinical Experience Data 



Our Software Solution

Vigilance data feeding to Risk Management / PSURs / CERs / PMS 

Our Solutions



Contact 

Dr. Efstathios Vassiliadis (Ph.D., MBA, M.Sc., FelC)

CEO 

Email: ev@evnia.dk 

Tel: +45 40 10 77 69 

Inge Lehmanns Gade 10

Aarhus 

8000

Denmark 
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