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IESs
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IESs and Future Combinations
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• Patient Issues

• Provider Issues

• Social Issues

• Legal Issues
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Ethical & Legal Issues



BIAS, Fairness and socio-economic justice



Regulatory Issues
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Wearable sensors including IESs 
by themselves
• Medical devices (US and Europe)
• E.g., Proteus (US: Class II – De Novo; 

Europe: Class IIa – CE marked)
A drug product is physically 
embedded with an IES 
• Combination product (US)
• Medicinal product (Europe)
• E.g., Abilify MyCite (US: NDA approval)

New FDA proposal: Prescription 
Drug-Use-Related Software



New EU Regulations- Medical Devices
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New: EU Medical Device 
Regulation (2017/745 – MDR)

• Entered into force on 25 May 2017

• With few exceptions, the MDR will 
only apply in each Member State 
from 26 May 2020                                                                     
+                                                                                   
repeal
the Medical Device Directive
(93/42/EEC - MDD)                                                                         
+                                                                                   
the Directive on active implantable
medical devices (90/385/EEC – AIMD)



New EU Regulations – In vitro 
diagnostics

8

New: EU Regulation on in vitro 
diagnostic medical devices 
(2017/746 – IVDR)

• Entered into force on 25 May 2017

• With few exceptions, the IVDR will 
only apply in each Member State 
from 26 May 2022                                                                     
+                                                                                   
repeal, inter alia,                                                          
the Directive on in vitro diagnostic
medical devices (98/79/EC - IVDD) 



Cybersecurity
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Conclusion
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IESs are a promising technology for improving health 
outcomes and making health care more effective.

The ethical issues should be considered at the earliest 
stages of the development process of such products  - the 
goal is “ethics by design.” 

There are new legal developments in the US and Europe 
that are relevant for IESs (e.g., FDA proposal for regulating 
prescription drug-use-related software).

For IESs products to be broadly accepted by society and
markets, it is of vital importance to enhance public trust.



Forthcoming paper by Sara Gerke (HLS/PFC), Timo Minssen 
(UCPH/CeBIL), Helen Yu (UCPH/CeBIL) & Glenn Cohen (HLS/PFC): 

A Smart Pill to Swallow: Ingestible Electronic Sensors, Cutting Edge 
Medicine, and Their Legal and Ethical Issues



Thanks! Questions or Suggestions?

▣E-mail: Timo.Minssen@jur.ku.dk
▣Facebook: CeBIL.Center
▣Twitter: @CeBIL_Center
▣LinkedIn: https://www.linkedin.com/in/cebil-copenhagen-3a0756157/
▣Web: www.cebil.dk 
▣News: http://jura.ku.dk/cebil/subscribe-to-news-from-cebil/ 

▣



sgerke@law.harvard.edu 

timo.minssen@jur.ku.dk

Thanks!


