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....and regulation





Applies  to all risk classes 
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- Calculating market size - is there enough market demand?

- Competitor analysis - who are the major players already out there in the market?

- Market potential - is this the best market for your innovation?

- Market growth opportunities - is the market likely to grow?

- Identifying any barriers to entry - what are the potential pitfalls?

- External environment - upcoming technology updates, policy and regulatory developments or 
social influences that could affect your success?

https://www.innovateukedge.ukri.org/blog/How-to-choose-your-best-market-your-innovation
https://www.innovateukedge.ukri.org/blog/How-to-identify-market-opportunities
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https://www.imdrf.org/sites/default/files/docs/imdrf/final/technical/imdrf-tech-181031-grrp-essential-principles-n47.pdf
https://www.fda.gov/media/123602/download
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32017R0745&from=EN
https://www.fda.gov/media/123602/download






• claims about what the product does (explicit and implicit)

• primary intended purpose of the product

• whether there are any similar licensed or registered products on the market

• how it is presented to the public through labelling, packaging, promotional literature and advertisements



Cooking equipment Hand writing equipment

Medical device Combination product



https://www.imdrf.org/sites/default/files/docs/imdrf/final/technical/imdrf-tech-181031-grrp-essential-principles-n47.pdf
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Class I Class Is, Class IIa, Class IIb, Class III

- Self-declaration of conformity
- Affix CE Mark or UKCA to product
- Register with EUDAMED / MHRA

Quick process
Inexpensive

- Notified Body or UK Approved Body 
undertakes conformity assessment 
(QMS and technical file)

- 34 EU Notified Bodies
- 4 UKABs:  BSI, SGS, DEKRA and UL 
- Affix UKCA or CE to product
- Register with MHRA or EUDAMED

~18-24 months to obtain CE or UKCA 
Mark (for each)

£50K to £100K for CE Mark process







Q&A
Slido

Pre-submitted Qs

From the floor

Join at slido.com  
Code:  #medtech

Michael Kipping

Michael.kipping@element.com


