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Studio Torta was founded in 1879.

For almost a century and a half the firm has supported its national and overseas clients in
protecting their intellectual property across Europe and the world.

We have been involved for more than 20 years in the protection of the IP rights of
Japanese clients in Europe.

Our services cover patent, trademark, design and other IP related matters, from filing to
registration. We also handle enforcement of rights and IP disputes.

We are registered as an observing member of the Japan Intellectual Property Association
and of the Japanese chamber of commerce and industry in Milan.
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Studio Torta is an IP Firm
with 59 professionals, 39 Chemistry
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STATISTICS

Cases handled by Studio Torta — 2020

- 757 Patent applications filed at the European Patent Office (EPO)

- 66 Oppositions & oral hearings before EPO

- 217 Patent applications filed at the World Intellectual Property Organization (WIPO)
- 712 Direct patent filings at the Italian Patent and Trademark Office (UIBM)

- 2269 Validations in Italy from granted EP Patents

- 157 Design applications fled at the European Union Intellectual Property Office (EUIPO)
- 866 Trademark applications filed at WIPO, EUIPO and national and foreign PTO

- 365 Worldwide oppositions, cancellation actions and out-of-court disputes related to trademark matters

- 13  Litigations in Italy
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COVID-19 Vaccines
EaO0FIoFY

e COVID-19 vaccines are currently the only effective
tool we have to counteract the pandemic

e Several vaccines have been developed and tested
incredibly quickly (1 year)

* In May 2021, 80 vaccines were in clinical trials and
70 more in clinical development
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The S stages of vaccine development
A vaccine usually takes more than 10 years to develop and costs up to $500 million

Phase lll Does it protect against the disease?

4. Regulatory review and approval
1-2years -~ 1vaccine ‘

5. Manufacturing and delivery

M: g qui ialist facilities
that are highly regulated and to p.

It usually starts following Phase Il clinical trials to develop
the thousands of doses needed for Phase Il trials.




COVID vaccination in the world
HRIZBIFAHB a0 HFERER

Ehe New Hork Eimes

At least one dose Fully vaccinated Additional dose

Share of population receiving at least one dose

20% 40% 60% 80% No data

SUBSCRIBE NOW |

https://www.nytimes.com/interactive/2021/world/covid- vaccinations-tracker.html



COVID vaccination in the world

HRICETEFE 0TI OFEEK]

€he New York Times

WORLD Tracking Coronaviru

Where each vaccine is being used
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Sinopharm-Beijing
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Gamaleya (Sputnik V)

48 COUNTRIES

CanSino
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Sputnik Light
3 COUNTRIES

vaccinations-tracker.html

...other 6 vaccines used in the world
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COVID vaccines and patents
HEROOFIOFU L

* Technologies at the basis of COVID vaccines were developed well before the
pandemic

* In particular, technology for mRNA vaccines

- for Moderna, the publication dates of the patent applications are
between 2013 and 2015

- for BioNTech, the publication dates of the patent applications are
between 2016 and 2018

- for Janssen, the publication dates of the patent applications are
2019

Is all information for making vaccines in patents?
* Patent documents -> preliminary data (cell or animal models)
* Scientific publications and health authority documents -> clinical information

* Confidential know-how, which is particularly important in the production of
biosimilars '

either secret or subject to license agreements!
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Patent available does not mean
vaccine available!
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Patent waiver
RFEFETNEE

In a communication of 2 October 2020, India and South Africa
proposed that members of the World Trade Organisation (WTO)
should

“work together to ensure that intellectual property [IP]

rights such as patents, industrial designs, copyright and protection of
undisclosed information do not create barriers to the timely access to
affordable medical products including vaccines and medicines or to
scaling-up of research, development, manufacturing and supply of
medical products essential to combat Covid-19 “

In other words, they requested waivers from the obligations of the
Agreement on Trade-Related Aspects of Intellectual Property Rights
(TRIPS Agreement)

US followed

In Europe: France, Spain and Italy were in favour, but Germany
disagreed

After one year of negotiationsand many many meetings, the proposal
remains stalled

100 members / 164 support the waiver, but all members must agree

Procedures to reach the waiver are complex and time-wise lengthy
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Are we sure that a patent waiver on COVID vaccine

patents would make vaccines accessible to everyone?

B OOFIOFUBERFERETHILISRY,
LRI F RIS EVSDIXEN DI ?




IP rights are the basis for collaborations and contracts ()
HREIHR ORI DO ERE LGSR EHE

Arcturus Therapeutics

Tesla(

Development agreement

Joint patent app.

AR\ 7
CureVac
License 4

agreement

Joint ownership of COVID vaccine Spike protein patent app

mRNA RiboTherapeutics

GlaxoSmithKline
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Patent network analysis of mRNA-based vaccine candidates for COVID-19 (Nature Biotechnology'| VOL 39 | May 2021 |

546-549 [)
MRNAZ V=30 F T O F Nt DIFF7 T —O#E#T (Nature Biotechnology | VOL 39 | May 2021 | 546-549 |)



IP rights are the basis for collaborations and contracts ()
HREIHROCZN DO ERE LT DA EHE

* Cooperation throughout the development (from o ¥FEIOOFIHFUDORR (BIEMNETEURERET).
discovery to authorization safety studies), production B BRECHMFABHEE L. ADOTHLLAILIC
and distribution of vaccines for Covid-19 has reached ZELTULNS
an unprecedented level « H[EIRBHF (BioNTech/Pfizer. CureVac/GSKZL E ) A E

* Examples include partnerships for joint development (BioNTech/Pfizer/Sanofi/Novartis. CureVac/Bayer.

(e.g. BioNtech/Pfizer; CureVac/GSK) and production Moderna/LonzaZi &) 1 S\—kF—w T iEkE 1 E DI

(e.g. BioNTech/Pfizer/Sanofi/Novartis; CureVac/Bayer; - EEESBTONHIL. — M2 OERLTS
Moderna/Lonza) HIRBA EAE(CE S THibh 5

 Cooperation in the pharmaceutical sector is typically o HMBIEEZNET HE. XD HERIZHFIL
based on IP rights, which serve as the basis for 2E8A 5 Z A0[EMENH S

contracts

* Waiving IP rights may have detrimental consequences
for the companies’ willingness to cooperate



Vaccine technology is very complex!
DOFBINIEIEE IR !

claims of the patents relevant to mRNA vaccine technology (Nature Biotechnology | VOL 39 | May 2021 | 546-549 |) g e

BHICAZSINBEZDHEEHIFETE -mRNA TOF G- & T BIFHFD T NTDEHEERBIZESNBEEZFEZDSRFI 77 | \
(Nature Biotechnology | VOL 39 | May 2021 | 546-549 [)



Voluntary patent licences are usually accompanied by a contractual transfer of

the know-how

(]

BRENGHFIM U RFFEE. ZNICKED/0NVDRBEREFESCEAN S

* In the course of research and development (R&D),
vaccine developers accumulate considerable know-
how necessary for vaccine manufacturing

e Such know-how is usually not disclosed in patents
or patent applications, related scientific
publications or assessment reports of drug
authorities

 When voluntary patent licences are concluded,
know-how is transferred under non-disclosure
agreements

* A patent waiver, however, would remove an
incentive of the developers of the original products
to provide such information to manufacturers of
biosimilars
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Would waiving IP rights scale or speed up vaccine manufacturing and <
distribution?
M EEOBFEICELY., 7IF o DOHECTBDREMNMERLIZYRE—FTYTILIZYTHE55H0 2

e The holdups in vaccine manufacturing and distribution have « DIVFUDOREPRBEDFYIE, EITLLTD

been caused mainly by: FORRAICLH>TEIFTEIESNTLNS
. . -EMHEORE
- shortage in raw materials, A EEEHRR
- insufficient production capacity and -ERICEMGHETE
. . o INLERITHEIEESITEE R
- highly complex manufacturing process . 2IRELT. MBHEE LBz S—hF—
* These factors are independent of IP f/“i?o’éﬁﬁb\ BEIDHETZ7M o —ITHE
EIA U REFELTLNS, mRNATOFY
e Overall, IP holders have been actively entering into DI ERETO—DTHBModernald. B
partnerships and granting manufacturing licenses to capable - wtid B0, HEaOF Y94 )L RE
licensees. One of the main manufacturers of mMRNA vaccines, EOEHEEE MO I IF RS E (I TELA

Moderna, pledged not to enforce their Covid-19-related WNZEERELE
patents against other manufacturers of vaccines to combat
the pandemic




A waiver of IP rights will not waive regulatory requirements for £

vaccine authorization

MM EEROBFE. 70T BRI D=HDORFEHZRFET 5D TIIELN

Obtaining marketing authorisation from drug authorities is
a lengthy and burdensome procedure

Regulatory requirements for biosimilars need to be
complied with not only in the EU or US, but in developing
countries, including India and South Africa

Current vaccine developers can either transfer their
marketing authorisation licence or assist their local
partners in obtaining marketing authorisation (by sharing
required data and know-how).

Yet they may not be willing to cooperate in this regard as a
result of the IP waiver

EERIRMoDIRFEEADOIRRFIE, R<AHE
DHIANDFHRETHD
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ED MM EEREOHER. BoNZD R
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Would a waiver of IP rights significantly reduce prices for vaccines? o

M EEDMZEICES T, DI9F 0 DI EIIKIBICT RS, ?

* Some current vaccine developers and manufacturers have e IMEDIVIFURFKEA—HD—PEEEZFDOD(IZITL.
publicly announced ‘not-for-profit’ commitments IEEFIDAZVRAVMEARL TS ESALH D

. Astrazeneca*iéiz'777'./0)1|§l D& IE2~3KIL

o NAFIEIT—(N\AMF#EEEmDEE (L. EHLTH

* Each dose of Astrazeneca vaccine cost 2-3 S

* Production of biosimilars has high costs compared to MHEHICKY B FEESGODOIR)YIEE
generic versions of small molecule drugs due to complex ICHARTIARMIGEW =, BT LED IR VY
technological requirements, thus - not necessarily - TENF)OR—EF—KYLEWNIRNTTIFUE
generic companies would produce vaccines at a lower cost HETHEIIPRESEL
than originators o HWEIRMEEFLEWVWIIFUREIRAMRVEE

. . . . 'CZ?)U DOFOoDEBZTDEDKIYEIRXMNIKE

* The cost of vaccine delivery alone — not including HEBEE 2 2
manufacturing —is most relevant and affects costs to a . THFL DUIETTRENE (T . & EBT A R
greater extent than the provision of vaccine doses wEnEE L T Y4 R

themselves

* Affordability of vaccines should be approached as a matter
of global solidarity by governments
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Will waiving patent rights be enough for increasing access by poor

countries?
HHFIEOHERTT. R EENMSDT7ICREHOTENTEZTLHDEA50?

 Will poor countries be able to produce their own - BREETHLEEDIIFUEHETELLIILELIDOM?
vaccines? o HENTOFUEBRETLHIDOM?
* Who will produce the vaccines? ) EEh‘“'?O?‘-‘/d)ﬁﬁ{—;ﬁjﬁj’éd)b\ i
: « DOFUDBREERILHENEIETLIOMN?

* Who will pay for the vaccines?

* Who will pay for the administration of the vaccines?




A comprehensive waiver of IP rights will likely have a detrimental effect on #e

incentives for drug innovation
MMM EEDOAENLTHRER. ERRA/R—2a0 D10t T4 ICERBE S A5 HEMA =L

* Which are the potential effects of a waiver on innovation . '779’-‘/55]%‘@%_0)11@0)Eﬁﬁﬁ%ﬁﬂﬂiﬁlﬂ_’é’(/&— i
incentives in vaccine development and other field of medical AV DAV B TAD I BRI EDLIGEEEER
research? 25MNDM?

© FBEDAMINADREICHEIAN/ R—2a0BRBEITEDS
* Innovation will be needed with the development of new TEBEFELDTENFLNTIFUEERT ZNES
variants (100D AIREED®HETVIF>1DDERILI=ZTIF)

EFNEOHDHEIIEDIEEMN?

HEFICRE T DD ? ENELT N TOIMIIEE ?
TOFUICRET DN ? ENELZMBELCERERL?
YATOANIERBFLGEEDHREIIEIGLDOMN?
WTONDIRZEIE, Thod RIS DWW THAETIRG

* We need as many companies as possible developing new
vaccines (100 potential vaccines -> 1 successful vaccine)

e How broad should a waiver be?

* Limited to patents? Or all IP rights?
* Limited to vaccines? Or also diagnostics and drugs?
 What about devices such as face masks and ventilators?

* The proposal to the WTO is not clear on these aspects



Global governance could provide better support to developing countries <
TA—NIL-HNRFIRZEBELEE~DLYBRNKER

Global herd immunity within a reasonable time can
only be achieved through ensuring global equitable
access to Covid-19 vaccines

Since no country is fully independent with the
development, production and supply of Covid-19-
related vaccines and therapeutics, it is a matter of
international solidarity to improve adequate access to
them

Governments should be the sponsors or R&D in the
field of vaccines and should then take decisions on the
pricing and distribution

Transparency should be at the basis of this process
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European

Patent Office

COMPULSORY LICENSING IN EUROPE
BRI [ &5 (1 B 5k il SE A

*  Paris Convention ComPUIsory IicenSing in Europe

+  TRIPS Agreement among WTO countries A country-by-courtry overview

* Onan EU level, legal bases for granting compulsory licences are provided for, in view of implementing Art. 31 bis
TRIPS, in the EU Regulation No. 816/2006 with regard to the manufacture of pharmaceutical products for
export to countries with public health problems

*  Most European countries have integrated the regime of granting compulsory licences into their IP legislations,
although possible grounds for grant may differ between them

* The competent authorities vary as does the procedural framework leading to the grant of a compulsory licence
as this depends on the national civil or administrative procedures

(https://www.epo.org/learning/materials/compulsory-licensing-in-europe.html)

AUE-35|
“WTOMN R E R DTRIPSIHE

BRI L ARJLTI, TRIPSILE D22 E T HE A 5. EUFREINC.816/2006IZH L T, NEHAE L DORIEZIAZ E~DEHEH AESR
D BECBIL T, SAFIEMIED 2R T 2AMIRIARESA TLND

(FEAEDRINERE T, SRHIEIEE S ORIEZMMEEFISRELTOSD, F5AIRGERHEEICL - TELRSEHEELNHD

SEHREEDTSICELSFHREORMAA L. FEDRBFIITHRFREIKEFS 510, EELRLBRKIH=S

(https://www.epo.org/learning/materials/compulsory-licensing-in-europe.html)

European Patent Academy
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