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Get blood with T-cells from patient

Insest gene for CAR
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Why this Kymriah patent opposition?

* With Médecins du Monde, building on sofosbuvir experience
* Anyone can oppose a patent within 9 months post-grant
* Questioning the patentability of Kymriah (tisagenlecleucel)

* Alert European public opinion & policy-makers on excessive
price of Kymriah => EUR 320,000 per injection

* Price tag cannot be justified by production nor by trial costs,
substantial public investment (US + EU)

* Enabling governments to negotiate lower prices

* Favouring public competition:
initiative of leading university hospitals in Switzerland, Spain,
etc. to develop better & considerably cheaper CAR-T
therapies

Public E’ve

3 Pharmaceutical Accountability Foundation event, 27 January 2022



https://nzzas.nzz.ch/wirtschaft/unispitaeler-machen-novartis-therapie-ueberfluessig-ld.1653947?kid=nl149_2021-11-7&mktcid=nled&ga=1&mktcval=149&trco=&reduced=true

Grounds for opposition to patent EP3214091

* No data presented to disclose the suitability of the
claimed CAR T cells for treating other types of
cancers than leukemia (insufficient disclosure)

* Lack of novelty & inventive steps (claims rely on
already published material known in state of the art)

For details see press release (with link to opposition file)

"Arguing that patents are essential for the progress of medicine is not pertinent in the
field of cell therapies. Modern transfusion & transplantation medicine has clearly

1]

.................... shown.that.success.and.progress.can.be.achieved.without.patents.....cc.e..
Prof A Gratwohl, Hematology & stem cell transplant, University of Basel (in Higgs A®iBlic Eye
! 7
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https://www.publiceye.ch/en/media-corner/press-releases/detail/novartis-cancer-treatment-for-chf-370000-public-eye-opposes-kymriah-patent
https://www.higgs.ch/patente-auf-menschlichen-zellen-chance-oder-bedrohung-fuer-die-personalisierte-medizin/23352/)

Outcomes & lessons learnt

* Opposition filed at EPO by MdM & Public Eye on July 2, 2019

* On Nov 29, 2019, Novartis/lUPenn requested to the EPO the
revocation of patent EP3214091 before the proceedings had
actually started (no confrontation)

* End of Sept 2019, Novartis/UPenn also requested the
withdrawal of another patent application with similar claims

* The therapy is still covered by other patents granted earlier =>
opposition does not end the monopoly but weakens it

* Volte-face confirms that the patent should never have been
granted in the first place (see press release for more details)

* Much more oppositions needed at EPO (lax patentability
standards) but monitoring, costs & reactivity are a challenge
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https://www.publiceye.ch/en/media-corner/press-releases/detail/novartis-drops-the-kymriah-patent-that-was-opposed-by-public-eye
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