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www.leinco.com/recombinant-proteins/

 hormones

 enzymes

 monoclonal antibodies

 fusion proteins…
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Plasmid DNA vaccines

• ZyCoV-D (COVID-19, India)

• vaccines for veterinary use (EU, US)

Gene therapy medicinal 
products

Recombinant proteins
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36 biosimilar
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25* ATMP
authorized in the EU

12-2022

www.goal.com/en-bh/news/putellas-wins-uefa-women-champions-league-best-player/blt5a343deb0d17f28f

*1 pending EC decision
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• 95 initial SciAdv (10 follow up SciAdv)

• 50 initial protocol assistance (20 follow-up protocol 

assistance)

• 110 applications for orphan designation (10 to 

maintain orphan designation)

• 24 PIPs

• 13 applications for marketing authorisation (10 valid)

RNA/antisense oligonucleotides (EMA): 
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 mRNA medicines well included in the current regulatory
framework; definitions may need adaptation

 build from experience; specific guidance under
development

 regulatory support available at any stage of 
development
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www.ema.europa.eu/en/documents/other/laboratory-
patient-journey-centrally-authorised-medicine_en.pdf
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Product classification: ATMP? Medicinal product?

SME?

Orphan indication?

Stage of product development? Future development?

Eligible for PRIME?
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THANKS!
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FIGURE 3 
Proposed flowchart to facilitate the categorization of RNA-based 
medicinal products according to the current EU rules. Guerriaud M and Kohli E (2022) Front. Med. 9:1012497
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FIGURE 4 
Proposed flowchart to facilitate the categorization of RNA-based medicinal 
products according to the ICH rules project. 
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