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The 
Pharmaceutical 

Innovation Cycle

Source: Report of the Commission on Intellectual Property Rights, Innovation and Public Health, WHO 2006:. 

https://iris.who.int/bitstream/handle/10665/43460/a88438_eng.pdf?sequence=1

https://iris.who.int/bitstream/handle/10665/43460/a88438_eng.pdf?sequence=1


Incentivizing 
Innovation

• Patents

• Market exclusivity

• Data exclusivity

• Grants

• Prize funds

• Market commitments



Patents and other market exclusivity in the EU

Source: https://technopolis-group.com/report/effects-of-supplementary-protection-mechanisms-for-pharmaceutical-products/

See also: https://medicineslawandpolicy.org/2019/06/eu-review-of-pharmaceutical-incentives-recommendations-for-change/

https://technopolis-group.com/report/effects-of-supplementary-protection-mechanisms-for-pharmaceutical-products/
https://medicineslawandpolicy.org/2019/06/eu-review-of-pharmaceutical-incentives-recommendations-for-change/


Are we over-
compensating 

the pharma 
sector?

• Market exclusivity is generally used to 

impose high pricing unrelated to the 

actual development and production cost.

• Market exclusivities are granted without 

assessment of need or control of their use.

• This may lead to excessive awards for 

pharmaceutical innovation. 



The case of 
cystic fibrosis 

medicines

• Cystic fibrosis (CF) is a genetic disease which impedes the 
production of a protein which controls the body’s ability to 
move salt and water between cells. This causes a build-up of 
mucus in the lungs and other organs .

• Respiratory failure is the most common cause of death in CF 
patients.

• The median age of the people in the UK who died of CF in 
2021 was 38. The current life expectancy for US CF patients 
born between 2017 and 2021 is 53 years.

• Without diagnosis and treatment, most babies born with CF 
will not survive their first year, and life expectancy is much 
lower in many countries around the world where treatment 
options are limited.

• Trikafta (Kaftrio) increases life expectancy to 70-80 years.



Market 
monopoly 

leads to high 
pricing

Source: https://www.sciencedirect.com/science/article/pii/S156919932200090X



Example of 
excessive award

Source R&D expenditure: SEC filings. With thanks to Jonathan Guo, MBBS, BSc



Worldwide access to Trikafta, Jan 2023



Using IP tools
for ensuring 

access: 
Licensing

• Voluntary Licensing 

• Bilateral

• Medicines Patent Pool

• WHO Health Technology Access Pool

• Public policy measures: Provisions in TRIPS / Doha 

Declaration on TRIPS and Public Health

• Compulsory licensing / government use

• LDCs : postpone granting/enforcing 

pharmaceutical patents

• Parallel import



Drawbacks of 
voluntary 
licensing

• Well … It's voluntary …

• It is not an industry-wide practice

• Bilateral licensing not always transparent

• Voluntary licensing has delivered results for 

several communicable diseases (HIV, HCV, TB, 

COVID-19 therapeutics), but not for essential 

medications related to non-communicable 

diseases like cancer.

• It is challenging to achieve extensive 

geographical coverage; for instance, UMCs in 

Latin America and Asia are frequently 

excluded.



Drawbacks of 
compulsory 

licensing

• Less suitable for more complex technologies 

that require access to undisclosed information or 

know-how. (e.g. Covid-19 vaccines)

• Challenging to use for products for small 

patient population such as orphan diseases

• Challenging for countries that rely on 

importation  through the use of TRIPS Art 31bis

• May provoke trade/political pressures 



http://tripsflexibilities.medicineslawandpolicy.org

http://tripsflexibilities.medicineslawandpolicy.org/


http://tripsflexibilities.medicineslawandpolicy.org

http://tripsflexibilities.medicineslawandpolicy.org/


• AI has potential to reduce cost of drug discovery 
and development by turning a slow, expensive and 
uncertain process into a rapid and less costly 
process.

• Patents are supposed to reward human inventors –
will AI created innovations qualify for a patent?

• Are regulatory patent extensions and data 
exclusivity justifiable when AI is making clinical 
trials more efficient, saving time and money?

• Given AI’s potential to radically change the way 
medicines are developed, the system of innovation 
incentives should be up for review.

• This will likely affect the patent system.

Full paper available here: https://medicineslawandpolicy.org/2025/04/pharmaceutical-patents-and-data-exclusivity-in-

an-age-of-ai-driven-drug-discovery-and-development/

https://medicineslawandpolicy.org/2025/04/pharmaceutical-patents-and-data-exclusivity-in-an-age-of-ai-driven-drug-discovery-and-development/
https://medicineslawandpolicy.org/2025/04/pharmaceutical-patents-and-data-exclusivity-in-an-age-of-ai-driven-drug-discovery-and-development/


Thank you!

For further information see:
https://medicineslawandpolicy.org

TRIPS Flexibilities Database:
http://tripsflexibilities.medicineslawandpolicy.org

Ellen ‘t Hoen
ellenthoen@medicineslawandpolicy.net

https://medicineslawandpolicy.org/
http://tripsflexibilities.medicineslawandpolicy.org/
mailto:ellenthoen@medicineslawandpolicy.net
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