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The scope

• Ideally 
• balance

• commensurateness

• consensus



The scope of protection for biological 
inventions



Biological inventions

• baseline: art 8 & art 9 
Biotech Dir

• historically…
- ‘specific characteristics 

as a result of the 
invention…’

- protection for process →
(any) product

• interpretative challenges
- absolute? purpose-

bound?

- exhaustion?









Incentive/investment protection rationale







‘U-turn’: EP’s proposal of 7 Feb 2024



‘U-turn’: EP’s proposal of 7 Feb 2024



Dual nature of exclusive rights

• enabling technologies

• policy dilemma

• balance or trade-off?



Underutilisation

• multiple inputs jointly 
required to realise value

• coordination challenges

• ‘too difficult’



Limitations on the exercise of rights 

• systematic solution?

• incentive?

• mandatory aspects of 
new proposal



Outlook 

• Principle- and evidence-
based law making


