
EXOTHERA 

Exosomes for 
regenerative, immunosuppressive, 

neuroprotective and 
oncosuppressive therapies 

www.interreg.net 

http://www.interreg.net/


Trieste, Kickoff Meeting 16-17/03/2017 

The GMP unit @ PMU:   who we are 
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Layout of the GMP Lab: class B environment 
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Issues to solve before  

EVs turn into a therapeutic product 
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TERMINOLOLOGY 

 

EVs    
or 

vesicular paracrine factors  
  or 

the particulate secretome 
or 

vesicular secretome fraction (VSF)  
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Safety  - Shelf life 

  - Overall product stability  

  - Toxicity 

 

Identity  - Which EVs are therapeutically active in the heterogeneous preparation 
   (secretome) 

 

Potency   - Dose 

  - Mode-of-action 

  - Bioavailability 

 

Purity   - Co-purifying components  

  - Excipients in the final product 

      

Quality   - Quality control (producer cells and EVs) 

  - Product release criteria 

Issues for future EV therapy  
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Availability   -  Considerable benefit and advantage of EVs over cells 

  -  Prototype allogeneic therapeutic substance 

 

Route & mode of  -   Dependent on disease model 

administration            Many possibilities - more than live cells 

 

 

Production   -   Growth conditions 

& Upscaling  -   Bioreactors  

  -   Stable cell lines 

  -   Scalable enrichment / purification 

  -   Aseptic filling 

  -   Container closure  

  -   Overall GMP compliance 

Issues for future EV therapy  
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Determining identity, quality and quantity of EVs for release criteria 

 

- NTA (number & size) 

- tunable resistance pulse sensing, image flow  

- microfluidics  

 

- EM (shape) 

 

- miRNA analysis and profiling  (characterization of the cargo) 

- Proteomics, Lipidomics, Metabolomics & Mitomics  

- Domainome analysis  
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Determining purity and quality of EVs for release criteria 

 

- Identity markers   

- Westen blotting, ELISA or AFM 

 

- Non-EV particles present in the final product 

- Lipids, soluble proteins 

 

- In vivo efficacy 

- Preclinical animal studies 

- Large animal models & First -in-man studies 

- Controlled phase II clinical trials 
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