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COVID19 & Open Source Hardware

Virtuous cases & the law

There are many virtuous cases in
which OSH made a crucial
contribution: (some examples)

Easybreath Decathlon mask
‘Charlotte’ Valve

Intubation box
T
e ..but legal questions or issues may Volunteers produce 3D-printed valves for life- "
arise

saving coronavirus treatments

Volunteers made the valves for about $1




COVID19 & Open Source Hardware -

Our objective: to give legal recommendations:

Public trust towards OSH,
[@ makers and Fablabs is raising

Promoting and respecting the

{@} highest level of safety of
healthcare solutions, and its
responsible use

Ethics and legal requirements for makers in
OSH are not easy to navigate: we are here
to provide some recommendations

Sdur_qe: @hellgimnik on Upsplash
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Navigating the Law.
4 Recommendations



Ethics

1. Do no harm, and be responsible




Medical Device & PPE
2. Evaluate Applicability, Safety & Risks

Source: Careables.org

Some of the items to reproduce (example: face masks, filters, face shields) might be
covered by medical devices (MD) or personal protective equipment (PPE) laws. Makers
should check carefully if it is the case. If so, safety requirements must be followed.



Intellectual Property Rights

3. Keep calm and choose a license

Makers should ensure that there will
be no intellectual property rights
infringements (example: copyright,
patent)

(CHoE
When uploading a project to a

platform, makers should decide
whether and how to license it. (note:
in the absence of license, stricter
copyright protection applies by
default).




Other considerations
4. Check local laws, remember global reach

I s Extraordinary circumstances may

‘ .imply new exceptional rules. Makers
should  check new guidance
(example European Commrssron) or
*waivers (the Netherlands, Italy)l ‘e
) F

Collaborative platforms have a global
reach: Makers should evaluate
applicability of other local laws, when g

co-creating or replicating solutions.

l

- !

~

alika.on Unsplash



3

Conclusions



o
Conclusmns " i i )/

* The number of actions of maker & designer
communities have highlighted now even
more the crucial role that OSH may have in
healthcare

EU and national policy-makers are
acknowledging Open Source and 3D-
printing as key technologies to fight
COoVvID19.

Time for new & clear rules for makers,
designers and Fablabs at EU and national
level?

Source: Randall Bruder on Unsplash



Thank you!

These slides are released under the following
Creative Commons Licence

Attribution-NonCommercial-ShareAlike 4.0
International (CC BY-NC-SA 4.0)
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Made4You Careables.org — Ethical and Legal Deliverables

eo Legal and ethical inventory and in-depth analysis (2018) by E. Kamenjasevic, E. Biasin,
eo [mplementation of the legal and ethical requirements (2019) by E. Kamenjasevic, E. Biasin,
eo White Paper on Legal Guidelines (2019) by E. Biasin, E. Kamenjasevic

Made4You Careables.org — Project Posters

== An open and dedicated platform to share and exchange open hardware healthcare solutions, Made4You (Project Poster) by E.
Biasin, E. Kamenjasevic, - 30 years ICRI/CIR/CiTiP: Celebratory conference - Three decades @ the crossroads of IP, ICT and
Law, Leuven, 2019.

Made4You Careables.org — Talks and Presentations

== COVID19 & Open Source Hardware Legal recommendations for Makers (E. Biasin, E. Kamenjasevic) OpenDot Talks, 2020

eo Careables — Open user innovation for DIY healthcare solutions (E. Biasin, E. Kamenjasevic) Open and User Innovation
Conference — The 17th International Conference, Utrecht, 2019

e= ‘Sharing Is Caring”: What Are the Main Legal and Ethical Challenges to Be Looked at When Co-designing DIY Assistive
Technologies? (E. Biasin, E. Kamenjasevic) AAATE 2019 Conference, Bologna, 2019.

== Open Source Hardware in HealthCare, (E. Kamenjasevic) Creative Commons Global Summit, Lisbon, 2019.



https://www.careables.org/resource/d6-1-legal-and-ethical-inventory-and-in-depthanalysis/
https://www.careables.org/resource/d6-2-implementation-of-the-legal-and-ethical-requirements-2/
https://limo.libis.be/primo-explore/fulldisplay?docid=LIRIAS2929160&context=L&vid=Lirias&search_scope=Lirias&tab=default_tab&lang=en_US
https://limo.libis.be/primo-explore/fulldisplay?docid=LIRIAS2861621&context=L&vid=Lirias&search_scope=Lirias&tab=default_tab&lang=en_US
http://www.opendotlab.it/distributed-answer-to-global-crisis-ideas-communities-and-rules/2020-05-21/
https://sites.google.com/view/oui2019/program-oui-2019-at-utrecht-university/book-of-abstracts-oui-2019
https://aaate2019.eu/wp-content/uploads/sites/24/2019/08/AAATE2019_Proceedings.pdf
https://limo.libis.be/primo-explore/fulldisplay?docid=LIRIAS2842090&context=L&vid=Lirias&search_scope=Lirias&tab=default_tab&lang=en_US
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Made4You Careables.org — Other: articles, blogposts, guidance

== COVID19 & Open-Source Hardware: Legal Recommendations for Makers (CiTiP Blog, 2020) E. Biasin, E. Kamenjasevic
== COVID-19 and Open Source Hardware: Legal aspects for Makers (Careables.org, 2020) E. Biasin, E. Kamenjasevic

== Hardware open source in Sanita: se il paziente si fa innovatore (Agenda Digitale, 2020) E. Biasin

e= Stampa 3D in sanita: sfide e opportunita ai tempi del covid-19 (Agenda Digitale, 2020) E. Biasin

Medical devices and Cybersecurity

== Medical devices cybersecurity: a growing concern? (CiTiP Blog, 2019), E. Biasin

* Cybersecurity of medical devices, Ethical concerns and regulatory challenges within the EU legal framework (forthcoming
article, 2020), E. Biasin, E. Kamenjasevic — submission for Harvard Petrie-Flom 2020 Annual Conference: Innovation and
Protection: The Future of Medical Device Regulation (==)

* "What about viruses doctors cannot treat?” Medical devices, cybersecurity and a duty to provide cyber-trainings Transformative
Technologies: Legal and Ethical Challenges of XXI Century International Conference Co-organised by The European Division
of the UNESCO Chair in Bioethics; The Center for the Study of Bioethics; The Law Faculty for the Study of Bioethics


https://www.law.kuleuven.be/citip/blog/covid19-open-source-hardware-legal-recommendations-for-makers/
https://www.careables.org/resource/covid-19-and-open-source-hardware-legal-aspects-for-makers/
https://www.agendadigitale.eu/sanita/hardware-open-source-in-sanita-se-il-paziente-si-fa-innovatore/
https://www.agendadigitale.eu/sanita/stampa-3d-in-sanita-sfide-e-opportunita-ai-tempi-del-covid-19/
https://www.law.kuleuven.be/citip/blog/medical-devices-cybersecurity-a-growing-concern/
https://petrieflom.law.harvard.edu/events/details/2020-petrie-flom-center-annual-conference
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eHealth, health apps and medical devices

== Does EU Medical Devices Directive Apply to Contact Proximity Tracing Apps? (European Pharmaceutical Law Review, 2020) by
E. Kamenjasevic, E. Biasin

== Should We Think of Contact Tracing Apps As Medical Devices? (CiTiP Blog, 2020), E. Biasin, E. Kamenjasevic

== A Commentary on Decentralized Privacy-Preserving Proximity Tracing in the Context of the EU Legal Framework for Medical
Devices (SSRN, 2020) E. Kamenjasevic, E. Biasin


https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3586418
https://www.linkedin.com/pulse/does-eu-medical-devices-directive-apply-contact-proximity-events/
https://www.law.kuleuven.be/citip/blog/should-we-think-of-contact-tracing-apps-as-medical-devices/
https://www.careables.org/resource/covid-19-and-open-source-hardware-legal-aspects-for-makers/

