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Foreword

The Foundation for Intellectual Property, Institute of Intellectual Property conducted the 2021
Collaborative Research Project on Harmonization of Industrial Property Right Systems under a
commission from the Japan Patent Office (JPO).

Various medium-term issues need to be addressed to encourage other countries to introduce
industrial property right systems helpful to the international expansion of Japanese companies and to
harmonize the industrial property right systems of major countries, including Japan. Accordingly,
this project provided researchers well-versed in the Japanese industrial property right systems with
an opportunity to carry out surveys and collaborative research on these issues with the goal of
promoting international harmonization of industrial property right systems through use of the
research results and researcher networks.

As part of this project, we dispatched Japanese researchers to foreign research institutes to
engage in collaborative research on the target issues.

This report presents the results of the research conducted by a PhD candidate, Hikari SAITO,
at Graduate School of Law, Kobe University, at School of Law, University of Aberdeen.” We hope
that the results of her research will facilitate harmonization of industrial property right systems in the
future.

Last but not least, we would like to express our sincere appreciation for the cooperation of all

concerned with the project, especially Prof. Roy Partain, University of Aberdeen.

Institute of Intellectual Property
Foundation for Intellectual Property
March 2022

* Period of research abroad: From September 1, 2021 until February 27, 2022
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Abstract

It has been more than two years since the pandemic hit the world after the confirmation of
COVID-19 at the end of 2019. While new variants have impacted the society seriously, rapid
development of vaccines have succeeded in avoiding serious conditions. By contrast, criticisms on
intellectual property (IP) regime are claimed in relation to COVID-19 vaccines and they have
supported a proposal to waive IP protections under the TRIPS Agreement. This report is aimed at
examining if mediation can be another effective solution to foster prompt development and
distribution of vaccination in future pandemics. Firstly, the report analyses how mediation has been
used to overcome IP disputes in the UK, the US and Japan. Secondly, the report analyzes the existing
IP frameworks for COVID-19 vaccines. Lastly, the paper discusses on effective use of mediation as
a solution to disputes arising in pandemics to enable prompt development and distribution of

vaccination.

Summary

I. Introduction

Medical pandemics emerge rapidly, as recently occurred with COVID-19 in late 2019. To bring
the pandemic to the end, the pharmaceutical industry has worked immensely on the development and
manufacturing of vaccines and medicines for COVID-19.! Yet, there remains lack of vaccines
supply in low-income countries, particularly in Africa.?

This research is undertaken to enable a more accurate description of how IP mediation
practices are conducted, how COVID-19 vaccines are developed and produced, and was achieved
via comparative law research and empirical methods on interview results. This report stands to report
that voluntary measures are the key to succeed in more rapid and safe development, manufacturing,
and distribution of vaccines during the COVID-19 pandemic and a future pandemic. The report
analyses how to use IP mediation during a pandemic to foster effective conclusion and performance
of contracts in relation to vaccine development, manufacturing, and distribution. Currently, such
practices are gaining attraction and the report provides information of such new practices of
mediation and proposes Japanese pharmaceutical companies to use new ways of engaging mediation

methods in the near future.

1 About 10.6 billion doses of COVID-19 vaccines have been administered. WHO, WHO Coronavirus (COVID-19) Dashboard-
Overview (last updated Feb. 26, 2022) https://covid19.who.int/ (last visited Feb. 28, 2022).

2 Only 18.55 % of adults in low-income countries have received a dose of vaccines. WHO, WHO Coronavirus (COVID-19)
Dashboard — Data Table (1ast updated Feb. 26, 2022) https://covid19.who.int/table (last visited Feb. 28, 2022).



I1. Mediation for IP Disputes in the UK, US, and Japan

The second chapter discusses, comparatively, how mediation for IP disputes are used in the
UK, US, and Japan.

Firstly, the chapter analyses differences among various dispute resolution mechanisms for IP
disputes, especially patents and license agreements, which are covered under the report. Litigation
is proceedings where a party may bring a claim against a national court as long as the court has a
jurisdiction to hear the case following rigid court procedural rules. Arbitration is more flexible
proceedings than litigation, in which parties agree to be bound by arbitrators’ decision. Expert
determination is a short and simple proceeding where an expert provides his opinion on the matter
referred by parties and the parties are able to decide whether the opinion is legally binding on the
parties or not. Mediation is proceedings where parties seek a settlement with assistance of a mediator,
who facilitate discussions between the parties.

The WIPO’s (World Intellectual Property Organization) Arbitration and Mediation Centre has
provided services of mediation, arbitration, and expert determination on IP disputes as well as
commercial disputes between private parties.® In 2020, the Centre began providing new ADR
options for Life Science Agreements as a part of WIPO strategy to work on the COVID-19 pandemic:
contract mediation, mediation during the performance of a contract, and dispute resolution boards to
private entities in pharmaceutical industry.*

In the UK, since the 1990s, solicitors have worked to import modern mediation methods from the
US into the UK and Europe, and the mediation practice developed in a way of the Civil Procedure
Reform®. One of characteristics of mediation practices in the UK is its facilitative mediation.
Especially the Centre for Effective Dispute Resolution (CEDR), the ADR institution in England, has
conducted mediator training programs to promote facilitative mediation.® Moreover, the UK IPO
has offered mediation services for IP disputes with facilitative mediation practices’.

The US’s mode of modern mediation began in the late 1970s and spread across the US by
implementing several legislations and amendments to promote use of mediation for civil and
commercial disputes at the Federal Courts. ® Many corporations which experienced mediation at the

courts, opted to use mediation in commercial disputes. Together with research on negotiation at the

3 WIPO, WIPO Arbitration and Mediation Center, https://www.wipo.int/amc/en/center/background.html (last visited Feb. 28, 2022).

4 WIPO, WIPO’s COVID-19 Related Services and Support - Online Workshop on New WIPO ADR Options for Life Sciences (Oct.
19, 2021) https://register.gotowebinar.com/recording/3751437335417074694 (last visited Feb. 28, 2022).

5> EILEEN CARROLL & KARL MACKIE, THE MEDIATOR’S TALE: THE CEDR STORY OF BETTER CONFLICTS (Bloomsbury Professional,
2021).

¢ Tbid.

7 UK IPO, FOI release: UK IPO mediation service (Aug. 29, 2018) para 4, https://www.gov.uk/government/publications/uk-ipo-
mediation-service (last visited Feb. 28, 2022).

8 AUERBACH, J.S, JUSTICE WITHOUT LAW? RESOLVING DISPUTES WITHOUT LAWYERS 123 (Oxford University Press, 1983).
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Harvard Law School supported mediation practices.” Leading arbitration institutions including AAA
(American Arbitration Association) and the CPR Institute began its mediation services in the 1980s
as well as JAMS (Judicial Arbitration and Mediation Services) has started mediation from its
inception. Comparing to facilitative mediation adopted in the UK, the US mediation practices are
conducted based on facilitative mediation and moved to evaluative mediation if the parties agree with
the role of mediator to provide an evaluation. '

In contrast to the US and UK, Japan has long had a tradition of mediation and the courts
themselves have provided mediation services. One of features of conciliation before the court is a
judge who can be a mediator and provide a proposed settlement based on the likely outcome of
judgment of the case. Therefore, Japanese mediation practices are mainly evaluative mediation
instead of facilitative mediation. Moreover, since October 2019, the Tokyo and Osaka District Courts
began services of mediation specialized in IP disputes. These courts follow the methods of traditional
evaluative mediation and this is a shared practice across institutional mediations provided by the
Japan Commercial Arbitration Centre (JCAA) and the Japan Intellectual Property Arbitration Centre
(JIPAC). JCAA provides Arb-Med practices under its Arbitration Rules if the parties agree to request

an arbitrator to be a mediator.

II1. Medical patents and the COVID-19 Pandemic

The third chapter analyses the issues between COVID-19 pandemic and medical patents,
overviewing medical patent laws in the UK, US, and Japan. In analyzing this part, the report begins
with examination of compulsory approaches and voluntary approaches towards the COVID-19
pandemic. Based on the interview results and scholarly debates, the chapter discusses the
relationship between the COVID-19 pandemic and medical patents.

The UK prepares provisions for both an compulsory license and a crown use, the US only
regulates to obtain governmental use, and Japan may issue an compulsory license. In response to the
COVID-19 pandemic, Canada, France, Germany and Brazil have amended their laws to enable their
governments to easily issue compulsory licenses. By contrast, there has not been any compulsory
license issued on the COVID-19 vaccines. Only in Israel, Russia and Indonesia were compulsory
licenses and governmental use obtained against COVID-19 treatments.

In relation to compulsory license and governmental use, the TRIPS Council received a proposal
from India and South Africa to waive IP protections under the TRIPS Agreement over medical

products for the purpose of prevention, containment, or treatment of COVID-19 for a certain period

® ROGER FISHER & WILLIAM URY, GETTING TO YES: NEGOTIATING AGREEMENT WITHOUT GIVING IN (Arrow Books, 1981) 121.
10" This is regulated under mediation rules of AAA, JAMS and CPR Institute.
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of time.!! The US administration expressed its support on a waiver limiting to vaccines,'? and 62
countries support the TRIPS waiver proposal,'> whereas small number of countries opposed to the
proposal, especially where originator companies are located.

On the other hand, there are many voluntary collaborations by the pharmaceutical industry to
develop, manufacture, and distribute vaccines and medicines. Moreover, there are some international
frameworks to support voluntary approaches.

First, COVAX was established to assist development and procurement of vaccines across the world.
Particularly COVAX adopted two distinguished policies for high- and middle-income countries to
pay costs of vaccines when they joined the COVAX facility and receive vaccines, on the other hand,
for low-income countries to receive vaccines for free.!* COVAX already delivered 1 billion doses
in 144 countries. However, the result is too few amount of doses, not enough for two doses for all
adults in the world, which would require 11 billion doses.

Second attempt was the Medicines Patent Pool (MPP). MPP was established in 2013 for improving
access to medicines in HIV, hepatitis C and tuberculosis. The objective of MPP is to conclude a
license contract with originator companies of medicines to sub-license generic companies at low
loyalty for low-income countries. In 2020, MPP decided to include COVID-19 as its mandate. Merk
and Pfizer concluded license agreements with MPP for their oral medications against COVID-19.

Lastly, the technology transfer pool called C-TAP (The COVID-19 Technology Access Pool) was
established to ‘voluntarily pool knowledge, intellectual property and data necessary for COVID-
19.!> However, until the end of February 2022, there is no activities to be reported by C-TAP.

While various approaches are suggested and conducted during the COVID-19 pandemic, based on
the interviews and literatures, the report clarified the following points.

First, in relation to COVID-19 vaccines, pharmaceutical industry does not see IP rights have been
a main concern of development, production, and distribution of vaccines.!® Therefore, they disagree

that the TRIPS waiver would create a great boost to further production of vaccines. Considering the

" TRIPS Council, Waiver from Certain Provisions of the TRIPS Agreement for the Prevention, Containment and Treatment of
COVID-19, IP/C/W/669 (Oct. 2, 2020) at 12
https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=q:/IP/C/W669.pdf&Open=True (last visited Feb. 28, 2022) (TRIPS
Waiver).

12 Statement from Ambassador Katherine Tai on the Covid-19 Trips Waiver, OFFICE OF THE UNITED STATE TRADE OFFICE (May 5,
2021) https://ustr.gov/about-us/policy-offices/press-office/press-releases/202 1/may/statement-ambassador-katherine-tai-covid-19-
trips-waiver (last visited Feb. 28, 2022).

13 TRIPS Council, Waiver from Certain Provisions of the TRIPS Agreement for the Prevention, Containment and Treatment of
COVID-19 — Joint Statement of Co-Sponsors: Communication from the African Group, the Plurinational State of Bolivia, Egypt,
Eswatini, Fiji, India, Indonesia, Kenya, the LDC Group, Maldives, Mozambique, Mongolia, Namibia, Pakistan, South Africa,
Vanuatu, the Bolivarian Republic of Venezuela and Zimbabwe, 1P/C/W/677 (May 18, 2021) at 93
https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=q:/IP/C/W677.pdf&Open=True (last visited Feb. 28, 2022).

14 Detailed explanation of the COVAX facility can be found in Kato, A., Korona wirusu wakuchin heno akusesu sokushin wo meguru
torikumi (Framework to foster access to COVID-19 vaccines), International Law Academy Expeter Comment No. 2021-5.

15 WHO, Solidarity Call to Action, https://www.who.int/initiatives/covid-19-technology-access-pool/solidarity-call-to-action (last
visited Feb. 24, 2022).

16 Views expressed by industry representatives.
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complex technology required for vaccines production, generic companies would face difficulty in
creating a platform to produce safe and effective vaccines only based on patent information. Even
though license agreements were concluded, in the process of transferring technology, some personnel
were sent by originator companies to licensees to teach how to produce vaccines. IP rights were the
foundation for collaboration between pharmaceutical companies for development of COVID-19
vaccine.!’

Second, the pharmaceutical industry emphasizes on the importance of voluntarily concluded
contracts. Know-how and show-how is inevitable for COVID-19 vaccines. Therefore, cooperation
by pharmaceutical companies to share know-how is necessary for the COVID-19 vaccine production.
Voluntary conclusion of license agreements is the best option. As it requires technology and platform
for production of COVID-19 vaccine, it seems the best to leave pharmaceutical companies to select
which company to collaborate with. '8

Third, the industry pointed out several concerns on the production and distribution of the COVID-
19 vaccines including trade restrictions on vaccines and raw ingredients, and medical infrastructures
(cold supply chain and human resources for production and injection).!® Regarding the trade
restrictions, the WTO Council received a proposal from the EU and 33 countries including Japan to
make a declaration that they will ‘review regularly and promptly eliminate unnecessary existing
restrictions on exports of essential medical goods, including COVID-19 vaccines, therapeutics,
diagnostics, and related vaccine materials, necessary to combat the COVID-19 pandemic; and
exercise utmost restraint in the imposition of any new export restrictions, including export taxes, on
such goods.’%°

Lastly, the industry considered some spaces to improve for a future pandemic. The procurement
system developed by COVAX worked but is not as success as it was expected for. COVAX’s
discretion could be strengthened more to control vaccine nationalism and diplomacy.?' The
production platform needs to be expanded in Africa, currently WHO initiative mRNA platform,
Moderna and BioNTech are planning to establish new platforms in Africa. Further improvements are
needed for smooth trading and administrative procedures across the world to tackle a future pandemic.

Currently, the WHO began its project on the Pandemic Treaty.

17" JENNIFER BRANT & MARK F. SCHULTZ, UNPRECEDENTED: THE RAPID INNOVATION RESPONSE TO COVID-19 AND THE ROLE OF
INTELLECTUAL PROPERTY (Nov. 2021) 27-30 https://www.unpackingip.org/ (last visited Feb. 28, 2022).

18 Reto M. Hilty, Pedro Henrique D. Batista, Suelen Carls, Daria Kim, Matthias Lamping & Peter R. Slowinsk, Covid-19 and the
Role of Intellectual Property: Position Statement of the Max Planck Institute for Innovation and Competition of 7 May 2021 (2021)
2, https://www.ip.mpg.de/en/research/research-news/covid-19-and-the-role-of-intellectual-property-list-of-supporters.html  (last
visited Feb. 28, 2022) (Max Planck Institute Position Statement).

19 TFPMA et al., Five steps to urgently advance COVID-19 vaccine equity (May 15, 2021) https://www.ifpma.org/resource-
centre/five-steps-to-urgently-advance-covid-19-vaccine-equity/ (last visited Feb. 28, 2022) (Joint statement made by pharmaceutical
industry organizations including IFPMA, ABPI, and PhRMA).

20 WTO, COVID-19 AND BEYOND: TRADE AND HEALTH (Dec. 16, 2021) WT/GC/W/823/Rev.6.

2l Views expressed by industry representatives.



IV. Examination of COVID-19 Pandemic and Discussions for a Next Pandemic

The fourth chapter examines whether mediation could be another effective solution for issues
on development, production and distribution of vaccines in a future pandemic. First, the chapter
analyses the importance of voluntary license agreements in a pandemic. Second, the chapter
discusses the role of a mediator in life science agreements in terms of development, production, and
distribution of vaccines in the next pandemic and demonstrate its effectiveness.

In relation to the COVID-19 vaccines, the disruption of development, production, and distribution
by intellectual property are not confirmed. Each company has its own discretion to decide with which
company to collaborate. There are some reported cases where negotiation failed.?> However, in order
to make safe and effective COVID-19 vaccines within a short period, the selection of collaborators
by pharmaceutical companies needs to be respected unless there are unreasonable refusals.

However, sharing trade secrets including research data and clinical data has been discussed as the
key to further development of medicines. In this sense, balancing the information sharing for the
public goods, with securing competitiveness of originator companies and maintaining investment
incentives, these points need to be researched and further discussed.

The negotiation to conclude a collaborative contract could be assisted by a mediator, who is
specialized in medicines, IP law, and specific type of contracts related to this industry. Such practices
were successfully conducted at the WIPO Arbitration and Mediation Centre, and these experiences
have led the WIPO Centre to develop new ADR options for life science agreements: contract
mediation, mediation during performance of contract, and dispute resolution board.

In addition to contract mediation, mediation during a performance of contract could be worth
considering. Danger of disputes of life science contracts during a pandemic may impact on vaccine
production at the global level. For example, a dispute between Moderna and National Institute of
Allergy and Infectious Diseases (NIAID). This case could be resolved earlier stages. Considering use
of mediation between Moderna and NIAID would be essential way to resolve the dispute more
speedy and efficiently.

More discussions are required for who would be the best neutral for each contract. However,
it has been confirmed the effectiveness of mediation in reaching a contract or revision of contract if

the parties are not able to reach an agreement by themselves.

22 Siva Thambisetty, Aisling McMahon, Luke McDonagh, Hyo Yoon Kang & Graham Dutfield, The TRIPS Intellectual Property
Waiver Proposal: Creating the Right Incentives in Patent Law and Politics to end the COVID-19 Pandemic (LSE Legal Studies
Working Papers No. 6/2021) 18-21, https://papers.ssrn.com/sol3/papers.cfm?abstract id=3851737 (last visited Feb. 28, 2022).
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V. Conclusion

This report examined the future of IP mediation in relation to a future pandemic, based on the
understanding of how COVID-19 vaccines were developed, produced, and distributed based on the
interview results and literatures. Firstly, the report explained the current practices of IP mediation in
three jurisdictions and the WIPO Arbitration and Mediation Centre with reference to five arbitration
and mediation institutions. Regardless of some different practices, the report concludes that the IP
mediation is widely used in these jurisdictions and internationally.

Examining the issues of IP regime in relation of COVID-19 vaccines, the report demonstrated
IP rights did not impact hugely on the development, production, and distribution of COVID-19
vaccines. It does not conclude that discussions on compulsory approaches are not necessary for a
future pandemic.

The report emphasizes on the importance of voluntary license agreements and technology
transfer agreements, IP mediation could be used for negotiation of such contracts and as dispute
resolution mechanism during a performance of the contract. The report strongly encourages

pharmaceutical industry to consider use of mediation in such occasions.
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