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ABSTRACT

The unprecedented coronavirus disease 2019 (COVID-19) pandemic is
a solemn reminder of the need to accelerate pharmaceutical innovation.
The desire for fast access to vaccines triggered discussion of unrestricted
access to research findings with the hope of facilitating the drug discovery
process to combat COVID-19. Increasingly, abolition of the patent system
is being discussed in connection with the fight against the pandemic. This
may accelerate discovery of and increase access to medicines.

However, society’s desire for immediate disclosure of research findings con-
flicts with the inventor’s legitimate interest to protect his or her invention
as well as the need to recover investments made to develop the drug. The
call for immediate disclosure of research results contradicts the interest
of the inventor, whose primary goal is to secure his intellectual property
rights, usually by applying for patent protection. In Europe, where patent
law is based on the principle of absolute novelty, disclosure of the results
reduces novelty and prevents subsequent patenting. Consequently, patent-
ing remains the top priority for pharmaceutical companies in Europe, while
disclosure of the results is secondary.

The following article looks critically at the idea of using the grace period
in European patent law to reconcile the conflicting interests of society and
inventors in times of pandemic. In this paper, we investigate whether the
implementation of a grace period in European patent law like that known
in the USA, Japan, or Korea benefits the disclosure of results and increases
the flow of information, ultimately leading to the promotion of innovation
and rapid drug discovery. This article questions whether the use of a grace
period provides a sufficient incentive to the inventor for rapid disclosure.
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I. INTRODUCTION

Traditional R&D approaches to drug development are costly and lengthy processes. It
typically takes several years to develop a new drug and bring it to market. The current
rapidly evolving and changing coronavirus disease 2019 (COVID-19) pandemic has
demonstrated that these drug development models are not always adequate. Open
Innovation (OI), which broadly refers to opening the boundaries of a company to
external innovation, ! is an alternative approach that has been studied extensively in the
context of drug discovery.” Today, OI, in its many variations, has taken a permanent
place in the pharmaceutical industry as a complementary method to traditional R&D
development models. Compared with conventional downstream development models,
OI can drastically decrease development time.> Leveraging OI accelerates medical
research that promotes sharing results (including protocols, registering studies, report-
ing results, disseminating results, sharing data, sharing bio-specimens, and sharing
code) from government-funded studies.*

A key component and essential part of Ol is the concept of ‘open source’, which is
understood as ‘unconditional access to otherwise and traditionally restricted resources,
tools or knowledge’ including access to data, science, test protocols, etc.” The ‘uncon-
ditional’ access to information in the context of OI has been shown to stimulate inno-
vation and shorten development time.® At the same time, open access poses important
challenges for interpreting, managing, and appreciating the owner’s intellectual prop-
erty rights (IPRs).” Many misinterpret OI, believing it involves a free transfer to the
underlying IPR.% However, voluntary access to disclosed information does not mean
that the owner relinquishes ownership of IPRs. Unjustified claims to the unrestricted
use of IPR raise questions about the compatibility of OI and IPR. Increasingly, IPRs,
including basic principles of the patent system and their justification for their presence

in OI space, are being questioned.”’!°
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The current COVID-19 pandemic challenges the IP system in which society’s inter-
ests for rapid disclosure of innovations conflicts with the inventors’ primary interest to
secure IP protection. In Europe, where Art. 2(1) of the European Patent Convention
(EPC)!! presupposes absolute novelty as a condition for patentability, disclosure, with
certain exceptions, has a destructive effect on novelty and prevents subsequent patent-
ing. As patenting is an essential part of company strategy, companies are unwilling to
disclose their inventions until the protection of the invention can be secured. Rapid
disclosure of the results therefore plays only a secondary role. This paper examines the
use of a grace period to reconcile the conflicting interests of society and inventors in
times of pandemic. Moreover, this paper aims to determine whether the use of a grace
period can be considered an incentive to the inventor to promote rapid disclosure of the
results by safeguarding the novelty of the invention. The debate about whether more
transparency is required is not new. More transparency would not only create more
trust and allow third-party companies to gain insight into and take advantage of the
information disclosed to regulators, but also avoid scientifically incorrect results which
might have been disclosed.'”

The idea that a grace period favors the quick circulation of inventions that would
otherwise be kept secret was formulated by Franzoni and Scellato.'® Recently, the use
of a grace period to promote disclosure of inventions during national emergencies
was introduced in Art. 24(1) of the amended Chinese patent law.'* In light of the
ongoing COVID-19 pandemic, Art. 24(1) expands the scope of the grace period to
invention-creations made public for the purpose of public interests during national
emergency or exceptional circumstances.'> Referring to the amendment of Chinese
patent law, we test whether the implementation of a grace period in European patent
law and that similar to those of the USA, Japan, or Korea increases the disclosure of
results, ultimately leading to the promotion of innovation and rapid drug discovery. To
verify this, we analyze different grace periods in selected countries and the grace period
proposals discussed within the context of patent harmonization.'® More precisely, we
examine the terms of duration of the disclosure, the scope of protection given, and
the expected incentives for the inventor. Finally, we analyze the different arguments in
favor of and against the implementation of a grace period, and then relate them to the
introduction of grace in European patent law with the overall goal of accelerating drug
discovery.
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II. THE GRACE PERIOD IN PATENT LAW

A. Grace period in the context of international treaties
A grace period is the duration of time provided to an inventor after disclosure of a
novel invention with an allowance to still apply for a patent without terminating their
right to a grant of patent.” One of the basic principles of patent law is a novelty
requirement, which states that an invention is patentable if it is new.'® Public disclosure
of the invention prior to filing a patent application (with some exceptions such as
confidential disclosures to outsiders) and disclosures that could not have been fore-
seen in the ordinary course of business to people skilled in the relevant field in the
European Economic Area invalidate the novelty requirement and renders the invention
not patentable.'” In addition, disclosures not included in the set of exclusions where
disclosure should be disregarded invalidate the novelty requirement and render the
invention not patentable.20 However, not all public disclosure results in destruction of
the novelty of the invention. A grace period is defined as a period prior to filing a patent
during which disclosures of implemented inventions do not constitute prejudicial prior
art against the patent application in question.21 Until the 1970s, the concept of a grace
period was more widespread than now. In most countries, its abolition came with the
switch from a system in which the ‘first to invent’ holds the right to patent to a system in
which the right to patent is given to the ‘first to file.””> The ‘first to file’ policy dates back
to the Paris Convention in 1883, which was the first effort by several countries to adopt
a common approach to intellectual property.>? Article 4 of the Paris Convention allows
an inventor who has filed a patent application in a member country 12 months to file a
subsequent application in another member country.>* In addition to the opportunity
to file subsequent applications under the Paris Convention, an inventor can also file
a single application under the Patent Cooperation Treaty (PCT), which permits him
or her to claim priority to an application filed in another contracting state during the
preceding 12 months if no disclosure has been made previous to the first filing.”*
According to Art. 27 of the TRIPS Agreement (1994), patents shall be available for
any inventions proven to be new and involve inventive steps.”® This does not mean
that WTO members may never grant patents for inventions that have already been
made available to the public before the date of the patent application.”” This is possible

17  Franzoni and Scellato, supra note 13.

18 PauL TORREMANS, HOLYOAK AND TORREMANS INTELLECTUAL PROPERTY LAW (2019).

19 Id.

20 Id.

21 INTELLECTUAL PROPERTY OFFICE, Patent Harmonisation: US & UK Study on Grace Periods (2015),
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/fi
le/561620/Patent- Grace-Periods.pdf (accessed Apr 27, 2021).

22 Id.

23 The USA shifted from a ‘first to invent’ system to a ‘first to file” system with the enactment of the Leahy-
Smith America Invents Act, which was signed in 2011 and fully made effective on September 16,2012, and
March 16, 2013.

24 WORLD INTELLECTUAL PROPERTY ORGANIZATION (WIPO), Paris Convention for the Protection of Indus-
trial Property (1883), https:/ /wipolex.wipo.int/en/text/287556 (accessed Apr 28, 2021).

25 WORLD INTELLECTUAL PROPERTY ORGANIZATION (WIPO), Patent Cooperation Treaty (PCT) (2001).

26 AGREEMENT ON TRADE-RELATED ASPECTS OF INTELLECTUAL PROPERTY RIGHTS. PART II STANDARDS
CONCERNING THE AVAILABILITY, SCOPE AND USE OF INTELLECTUAL PROPERTY RIGHTS, (1994).

27 JUSTINE P1LA & PAUL TORREMANS, EUROPEAN INTELLECTUAL PROPERTY Law (2019).
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because of the existence of the ‘Grace Period. It goes without saying that the ‘grace
period’ constitutes a controversial feature of the patent system and has long been the
object of disagreement among different countries.

B. Implementation in national patent law: examples and current trends
The World Intellectual Property Organization (WIPO) does not provide for a grace
period in the patent application process. However, it does recognize that the patent-
ing process is largely guided by national/regional law and varies from one country
to another.”® The organization recognizes that various countries allow for a grace
period during which an application can still be submitted even after disclosure of the
organization which is usually between 6 and 12 months from the date of disclosure.”’

In the USA, the Leahy-Smith America Invents Act of 2011, also known as the
America Invents Act (AIA), shifted the United States Patent System from a ‘first-to-
invent’ to a ‘first-to-file’ rule.>* This constituted the first major patent reform in the USA
since the 1952 Patent Act.>! The AIA transformed the USA landscape on patentability
and patent enforceability. The pre-AIA system typically protected the right of an earlier
inventor’s right to obtain a patent, even if a later, independent inventor first filed a
patent application on the same invention.”” The ‘first-to-file’ is a measure which is
indicative of the novelty of the patent application. This means that after the enactment
of the AIA, the ‘first-to-file) on or after March 16, 2013, is awarded the patent. The
advent of the ‘first-to-file” system with the enactment of the ATA brings US patent law
closer to the regimes of most other industrialized countries in the world. This new
system preserves key features of the old system, including aspects of the one-year grace
period that protects inventors who file a patent application within one year of the public
disclosure of their invention.?

Like the USA, South Korea is another country that provides a one-year grace
period. In South Korea, the exclusions of public disclosure are limited to the following:
applicant-derived disclosures, except for information disclosed in Korean or foreign
patent publications, and disclosures that occur ‘against the intention” of the person
having the right to obtain the patent. Inventor- or applicant-derived disclosures do
not include patent publication disclosures unless the disclosure is made ‘against the

inventor or applicant’s intention’**

28 World Intellectual Property Organization (WIPO), Obtaining IP Rights: Patents, https://www.wipo.int/
sme/en/obtain_ip_rights/patents.html (accessed Apr 28, 2021).

29 Id

30 Erika Harmon Arner et al,, America Invents Act (AIA), IP UPDATE (2011), https://www.finnegan.com/e
n/insights/ip-updates/america-invents-act-aia- 1.html (accessed Apr 27,2021).

31 Shuba Haaldodderi Krishnamurthy, U.S. Patent Reform Act of 2011 (‘America Invents Act’): The Transi-
tion from First-to-Invent to First-to-File Principle, S JIPITEC (2014), https://www.jipitec.eu/issues/jipite
c-5-1-2014/3906 /jipitec_S_1_krishnamurthy.pdf (accessed Apr 28,2021).

32 Toshiko Takenaka, Has the United States Adopted a First-to-File System Through America Invents Act?: A
Comparative Law Analysis of Patent Priority Under First-Inventor-to-File, GER. AssoC. PROT. INTELLECT.
Prop. INT. FORTHCOMING. (2012).

33 SmithaB. Uthaman, Summary of the America Invents Act, NaTL. Law REv. (2012), https:/ /wwwjipitec.eu/i
ssues/jipitec-5-1-2014/3906 /jipitec_S_1_krishnamurthy.pdf (accessed Apr 28,2021).

34 Paul A Calvo, Worldwide Public Disclosure Grace Periods—May 2017 (2017), https://www.sternekessle
r.com/news-insights/publications/worldwide-public-disclosure- grace-periods-may-2017 (accessed Apr
27,2021).
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In Japan, a new shift came into force in June 2018 that guarantees 12 months of
protection of an invention after disclosure.® In 2012, Japan had made a step ahead,
guaranteeing six months of protection.36 Prior to this revision, Art. 30 of the Japan
Patent Act listed a numerus clausus of disclosures held to be non-prejudicial to the
applicant’s entitlement to patent protection, such as publications made against the will
of the inventor, experiments conducted by the inventor or with the inventor’s content,
and displays made for fair or exhibitions.3” Decisions are made on a case-by-case basis
in accordance with Japanese law.

Australia is another example of a country which expands protection by using a
grace period. Previously, Australia’s grace period protected disclosures in the form
of a publication made in ‘prescribed circumstances. Regulation 2.2 of the Patents
Regulations 1991 explained that these circumstances are related to ‘disclosure in an
official exhibition’ or ‘disclosure in a paper written by the inventor or with the inventor’s
consent’3® Currently, Australian patent law now offers a grace period to the applicants,
enabling a complete patent application to be made within 12 months of the initial
publication.®’

The same implementation of the national patent system in this regard has been seen
in New Zealand, where, under section 9 (1)(f) of the Patents Act of 2013, one year of
grace period is allowed for patent applications.*’

In the UK, a patent application may be filed within six months of disclosure at an
officially recognized exhibition or when such a disclosure was made in bad faith by any

third party.41

C. Grace period in European patent law: long overdue?
European law, apart from very narrow exceptions provided in the EPC, does not allow
a grace period despite the fact that the absence of a grace period in Europe has been
mentioned as being ‘very hard on particularly innovative sectors such as researchers
and small and medium-sized businesses.*” This means that an inventor who has made
a discovery available before filing the first patent application cannot be protected in
Europe.43

35 Rohan Williams & Adam Denley, Generous patent grace period changes in Japan (2019), https://fpapatents.
com/resource?id=502 (accessed Apr27,2021).
36 Id.

37 HErE (Parent Act), (1959), https://www.wipo.int/edocs/lexdocs/laws/en/jp/jp206en.pdf
(accessed Apr 28,2021).

38 OFFICE OF PARLIAMENTARY COUNSEL, Patents Regulations (1991).

39 Id

40 INNOVATION, AND EMPLOYMENT MINISTRY OF BUSINESS, Patents Act (2013), https://www.legislation.
govt.nz/act/public/2013/0068/latest/whole.html#DLM1419043 (accessed Apr 28,2021).

41 INTELLECTUAL PROPERTY OFFICE, The Patents Act 1977 (2021), https://assets.publishing.service.gov.u
k/government/uploads/system/uploads/attachment_data/file/950221/consolidated-patents-act-1977.
pdf (accessed Apr 28,2021).

42 WiLLt ROTHLEY, Report on the introduction of a grace period for innovations in national patent laws (A4-
0037/99) (1999), https://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//NONSGML+RE
PORT+A4-1999-0037+0+DOC+PDF+V0//EN (accessed May 3,2021).

43 Bruno Van Pottelsberghe De La Potterie, Patent fixes for Europe, 467 NATURE (2010).
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However, a limited number of the EPC member states guarantee a sort of ‘grace
period’ by providing a non-prejudicial disclosure defined in Art. 55 of the EPC.** This
article specifies that a disclosure of the invention shall not be taken into consideration
for the application of Art. 54 of the EPC if it occurred no earlier than six months preced-
ing the filing of the European patent application and if it was due to, or in consequence
of: (a) an evident abuse in relation to the applicant or his legal predecessor, or (b)
the fact that the applicant or his legal predecessor has displayed the invention at an
official, or officially recognized, international exhibition.*> The provision is reflected
in several national legislations. In Germany, for example, Article 3(S) of the Patent Act
states that the disclosure will not be taken into consideration if the disclosure happened
six months before the filling of the application or if it was due to or in consequence of
an evident abuse in relation to the applicant or if the applicant shows its discovery in
a recognized exhibition.*® The same legal context is present in Austria and Bulgaria,
where disclosure is allowed within six months before the filing date, if they enter in
the same exception seen in the German patent law.*” In Austria, if disclosure happens
without impactful change to the novelty of the invention, the applicant has to specify
the exhibition where the disclosure happened within four months after the filing date. In
Bulgaria, the applicant must do so within three months.*® Estonia and Turkey offer 12
months of grace period with no specified exceptions.*” Based on the great differences
in patent law across the European Union, a sort of harmonization of patent law in terms
of grace period is required.>

D. Grace period in the context of patent law harmonization

Variation in the application of patent law among different countries arises from the
different interpretation of which criteria to adopt when determining the grounds for
allowing patenting.’! The European patent model is meant to create a unified set
of protocols that guide the member countries in achieving a harmonized system of
protection.>? This patent system was created by the EPC and can be traced back to the
mid-20" century. At this time, various countries had their own national patent systems,
posing a danger to the establishment of a harmonized patent system due to competing
national interests. An alternative proposal was made to have a European system that
would coexist with the national systems.

44 2EPO, supranote 11.

45 Id

46 BUNDESMINISTERIUM DER JUSTIZ UND VERBRAUCHERSCHUTZ, Patentgesetz, PatG (1980), https://www.
gesetze-im-internet.de/englisch_patg/englisch_patghtml (accessed Apr 28, 2021).

47 Mewburn Ellis, Grace Periods for Disclosure of an Invention before Applying for a Patent, MEWBURN ELLIS,
https://www.mewburn.com/law- practice-library/grace-periods-for- disclosure-of-an-invention-be
fore-applying-for-a-patent (accessed May 3, 2021).

48 Id.

49 Id.

S0 Karsten Koniger, A friendly reminder 25 years after TRIPs: an international harmonisation of the grace period
in patent law remains preferable, 14 J. INTELLECT. PROP. Law PrACT. (2019).

51 Randy Campbell, Global Patent Law Harmonization: Benefits and Implementation, 13 INDIANA INT. ComP.
Law Rev. (2003).

52 European Patent Office (EPO), Unitary Patent, https://www.epo.org/law-practice/unitary/unitary-pate
nt.html (accessed Apr 28,2021).
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By the year 2000, numerous conferences and meetings had been convened to
establish a more solid protocol. Some of the topics of discussion included the use of a
grace period and criteria for determining which inventions to protect.>® The EPC opted
to negate the use of the grace period that allowed the filer of an application to make an
invention public before seeking a patent. Under this model, an application for a patent
must be filed before the disclosure of the invention. Any patent application that is filed
after the disclosure is not covered by the law since it is no longer novel. However, a few
exceptions are permitted, including exceptions in which the disclosure is done without
the inventor’s consent or foreknowledge (breach of confidentiality by a third party).>*

The harmonized policy, as adopted and ratified by member states of the EPC, is
significantly different from the models adopted by the USA and Japan, whose laws
provide for a grace period. From an international perspective, the discrepancies in
the regulation of the general grace periods among the world’s three most prominent
patent offices—the United States Patent and Trademark Office (USPTO), the Japanese
Patent Office (JPO), and the European Patent Office (EPO)—complicate the issue
for inventors. The USA, Japan, the Republic of Korea, Mexico, Argentina, China, and
Australia have implemented grace periods, leaving the EPC as the treaty which has not
implemented a grace period.>

A uniform patent protocol at the global level would be a more efficient system, low-
ering the cost of filing for protection across the world. The unified system undoubtedly
confers a sense of collective protection through a global arbitrator, meaning cases of
infringement can be handled through the international justice system.

International attempts to unify laws related to intellectual property are influenced
by the desire to achieve a globally acceptable norm that addresses variations in national
property systems. The move toward harmonized intellectual patent law is inevitable
considering the unstoppable wave of globalization. The most cited attribute of discrep-
ancy in patent law between nations is regulation regarding a grace period.

The history of patent law harmonization started with the Paris Convention to Pro-
tect Industrial Property in 1883. In 1967, the United Nations established the WIPQ.%
The organization’s primary mandate is to promote and protect intellectual property
by developing sustainable policies to encourage and facilitate global efforts to create
an environment that enables patenting. By the late 1970s, the USPTO, the JPO, and
the EPO were looking for ways to harmonize their operations. At this time, a wave
of change was sweeping across Western Europe. The European community was being
formed; member countries were aligning their national patent laws with the Strasbourg
Convention (1963), and, later, the EPC in 1973.> This led to changes in various
national laws. For example, Germany removed the provision for a grace period from
its national patent laws through the Patents Act of 1980.%® However, some interested
parties were unhappy with the new changes in German Patent Laws. There was a new
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initiative to reinstitute a grace period for the German Patent System.>” Therefore, the
WIPO decided to convene a committee of experts to evaluate the need for a multilateral
treaty that would introduce the use of a grace period.°" The multilateral treaty would
involve countries beyond the European Community, and then amend the EPC. In 1983,
discussions on the legal effects of an international grace period on patent law via the
Patent Harmonization Treaty began.61

However, discussions from the committee of experts revived other procedural and
substantive issues regarding patent law. These issues had to be included in the discus-
sions. Therefore, the WIPO concluded initial committee expert discussions after just
one session.’> The WIPO formed a second committee to not only harmonize provi-
sions as to a grace period, but to also harmonize provisions with regard to patent law
generally.53 In 1990, the committee’s efforts were realized when the WIPO published
the Draft Patent Harmonization Treaty.®*

A review of the Draft Treaty was performed in June 1991 at the first session of
the WIPO Democratic Conference held at The Hague.®® The harmonization treaty
was discussed in two other sessions. The last of these sessions was held on July 30,
1993. As a consequence of a US initiative, the Draft Treaty required its members to
adopt a 12-month grace period before an applicant files for a patent.’® The Draft
Treaty only protected disclosures made by inventors to third parties.’” The Patent
Harmonization Treaty was largely not adopted by members; it came to be known
as a Special Agreement under the Paris Convention.® Notably, the ‘Basic Proposal’
discussed at the Diplomatic Conference was not adopted.

Starting in 1995, discussions in the WIPO focused on requirements under patent
laws. The Patent Law Treaty (PLT) was adopted by the Diplomatic Conference in
June 2000, harmonizing the formal procedures concerning national and regional patent
applications and laws.®” Starting in November 2000, the need for patent law harmo-
nization became more urgent. Therefore, WIPO began to work on this topic with the
idea of concluding a Substantive Patent Law Treaty (SPLT). This was decided at the
fourth session of the Standing Committee on the Law of Patents (SCP). The committee
discussed several issues, namely, novelty, inventive steps, definition of prior art, and
industrial applicability as well as the drafting and interpretation of claims.

However, it was not until May 2001, at the fifth session of the SCD, that the first draft
of the SPLT came into being. The first draft included draft Regulations and Practice
Guidelines. In November 2001, at the sixth session, a new approach was adopted
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which sought to integrate the PCT, PLT, and SPLT. The Working Group on Multiple
Invention Disclosures and Complex Applications was formed and tasked with working
on multiple issues raised at the fourth session. Several meetings continued to increase
the scope of the draft SPLT. As the draft SPLT was progressively widened, several
concerns were raised as to the feasibility and flexibility of the draft SPLT in relation to
national patent laws. The main feature of this proposal was to eliminate national policies
that mediate the patent systems and focus all effort on a unified approach under the
watch of the WIPQ.”°

For less developed countries, this prospect erodes the little leverage they possess in
aligning patent laws with their development agenda. This model benefits the triad of
the most influential nations—the USA, Japan, and the EPC—in regard to knowledge
creation.”! The hegemonic nature of the triad has, however, failed to produce a united
front on the issue of grace period with the EPC sticking to the status quo of adopting an
absolute resolve.

Another impediment to this strategy is the requirement that policy should only
cover technological innovations as opposed to all spheres of innovation.”” The USA
encourages all forms of innovations and is reluctant to cede ground on the exceptions
created by SPLT.”® This can be attributed to a lack of consensus on the harmonization
of the grace period. The uncertainty arising from disclosure before application for grant
of patent places an undue pressure on inventors as they eagerly await confirmation of
the application. This scenario also opens the possibility for third parties to exploit such
information, decreasing the incentive to innovate. However, an argument against this
thesis can be developed on the basis that such arrangements have worked in favor of the
grace period.

Grace period negotiations have primarily been focused on adoption of a treaty
with a general grace period. The quid pro quo requirement of exchanging first to
invent for European adoption of an available grace period allowed the negotiations and
discussions between patent offices and non-governmental organizations to remain both
abstract and unnecessarily focused on showing the strength of their respective patent
systems.”* This process failed because of arguments against the grace period which are
discussed later in this manuscript.

To overcome these hurdles, Group B4 was formed with the objective of harmoniz-
ing the administration of Patent Law.”> The goal of this framework is to create a level
playing field for both inventors and third-party entities. Harmonization also provides a
uniform legal framework that is fair and certain. The policy is geared toward affording
a grace period to inventors who suffer when their works are wrongfully disclosed.
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Harmonization guards against usurping patent rights through irregular methods. The
grace period harmonization strategy should not be complicated and should equally
accommodate all stakeholders. The harmonization plan recommends the application
of an unbiased grace period under circumstances that predispose the author to infringe-
ments of their copyright. For any harmonization policy to succeed, countries are
encouraged to forego their national interest and embrace a more global perspective.

The concept of applying a grace period to applicants raises the complex issue of
double patenting, in which there are more than two applications for the same patent
in the same country.”® Under the EPC, there is no provision that bans this type of
patenting. Issues arising from such circumstances are left to the discretion of individual
member states. The Federation of Attorneys Specializing in Patent Matters (FICPI)
is against the development of a harmonized system that excludes double patenting.””
They observe that the general benefit from such issues far outweigh the setbacks. They
assert that the time limit placed on a patent offers the possibility of a third party applying
for the same patent.”® Additionally, the federation fully supports the introduction of a
grace period in future harmonization strategies. They advance the argument for the
introduction of a broader concept of novelty to replace the prior art concept that
is applied by the proponents of absolute novelty such as the EPC.”? Therefore, any
attempt at achieving a uniform patent protocol must resolve all controversial issues and
promote a policy that will take care of all stakeholders.

III. KEY ASPECTS IN THE CONTEXT OF THE IMPLEMENTATION
OF A GRACE PERIOD IN PATENT LAW
The discussion of implementing a grace period in national legislations demonstrates its
role as a key element of innovation-friendly patent law. At the same time, the analysis
of existing models and approaches to a grace period in different national legislations
as well as the lack of harmonization demonstrate that no uniform model exists. The
following chapter analyzes two relevant aspects of the grace period: the duration and
the scope of protection in view of their expected effects on promotion of drug discovery.

A. Duration of grace period
At the 10th session of the SCP, the USA, Japan, and the EPO made a proposal
concerning several issues, among which was a grace period.®’ Before negotiations on
the draft SPLT were put on hold, the focus of the proposal with regard to a grace period
was its duration. The SPLT claims that the patentability of an invention should not be
affected if data were disclosed during, or under the effect of Article 9.81 Article 9 of the
draft SPLT provides for prior disclosure of information. The draft SPLT continues to
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state that information disclosed 12 months preceding the filing date or, where priority
is claimed, the priority date of the application will not affect patentability.®>

There are different possibilities for the scope of this definition. The duration of
12 months preceding the filing date or—where priority is claimed—the priority date
of the application can cover any prior disclosure at the time the item was at the patent
office.%? This accommodates disclosures made at the office even 18 months prior when
priority is claimed.

Since the clause was not repealed, other organizations have taken up the task of
promoting substantive law harmonization. The Tegernsee Group agreed that the grace
period’s duration should be adjusted depending on the policy goals pursued. In field
trials, 12 months was found to be the ideal length for a grace period. For academia,
3 months was found to be an appropriate grace period to first publish, then patent.84
The Fédération Internationale des Conseils en Propriété Intellectuelle (FICPI) contin-
ued to discuss the grace period. They believed that an international, widespread, largely
uniform grace period of 12 months is justified without any requirement for an inventor

declaration.3®

B. Scope of protection

Concerning the scope of protection, the US patent system has never limited the
disclosure of inventions. This policy is particularly popular in universities, public
research institutions, small entities, independent inventors, industry, and the legal
community. On the contrary, all types of disclosure are limited in Europe.®® However,
the EPO reports that too little may be known about the needs of SMEs for a grace
period in Europe. Therefore, during the Tegernsee meeting, scope of protection was an
important issue to discuss, considering user experiences in each country or region.87

The scope of protection offered by grace periods is limited in Europe. Few organi-
zations and businesses in Europe have ever effectively utilized grace periods. The same
applies to businesses in the UK. However, when a uniform patent model is adopted,
most businesses in Europe and the UK will have to use a system with a grace period.
Europe and the UK will likely require clear, consistent, and easy interpretation of guide-
lines for grace period implementation. However, businesses in the UK and the USA
state that the ATA is ambiguous regarding guidelines for grace period implementation.
Businesses in the UK and the USA need future evaluation to increase its scope for grace
period protection.

The EPC allows a very limited grace period of six months. This disclosure is limited
to disclosures in a recognized international exhibition and not willful disclosure by an
applicant. Article 55(1) of the EPC provides for non-prejudicial disclosures by a third
party as per article 54 of the EPC. However, disclosure is not protected if the disclosure
was due to an abuse by the inventor or his legal predecessor. Furthermore, disclosure is
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not protected if the disclosure was made at an internationally recognized exhibition in
accordance with the Paris Convention.

With the revision of the Japan Patent Law in 2011, the scope of protection provided
by a grace period has been extended also in Japan. Now, the type of disclosure covered
by a grace period includes all inventions disclosed by an inventor, excluding material
made public by gazettes, design, utility models, and trademarks. No limitation applies
to the type of invention that can be disclosed in Japan. Japan accepts that disclosure can
happen in many ways, including gazettement, printed publications, and the internet, as
well as through academic conferences and seminars. Inventions displayed at exhibitions
and on national TV, along with those disclosed without the express consent of the
inventor, are also protected. Therefore, the scope of a grace period in Japan covers all
disclosures that may have been a result of acts of the inventor.

In the context of international harmonization, the scope of protection has been dis-
cussed by the SPLT with the aim of the harmonization to produce beneficial results for
the users of the patent system worldwide. The TRIPS Agreement allows its members
to customize their legislation to meet local needs. States, for example, might provide
their own definitions of ‘inventive step’ and establish the technological extent of patent
protection for themselves. These flexibilities give developing countries a lot of policy
leeway to reap the benefits of international minimum standards while minimizing their
social costs. However, dealing with these flexibility issues is costly and necessitates
a sophisticated legal architecture. This is the reason why SPLT has been in favor of
expanding the scope and power of the patent system by, for example, reducing the
exceptions to patentability or removing the ‘technical character’ requirement.®®

IV. GRACE PERIOD: USEFUL OR HARMFUL?

A. Main arguments in favor of the grace period
i. Grace period as a key element of an innovation friendly patent law

Patent law provides a huge step in innovation-friendly patent law. Recent developments
in health, climate change, environment, and genetics have come as a result of the role a
grace period plays in promoting innovation.®” Grace periods favor innovation by giving
the invention a chance for interaction between the inventor and the collaborators in the
industry and in corporate science.”® Patenting and intellectual property systems are put
in place to protect innovation and promote invention. The balance of rights in patenting
is between promoting innovation and trading the exclusive rights for an invention.”!
The owner of the patent is given exclusive rights to the monopoly. At the same time,
the invention is made public for the good of society.

Where an innovator creates an invention, patents allow them to have a monopoly
over the investment resulting from their invention. Patenting allows innovators to
earn high rates because of their innovation as opposed to imitations devaluing their
innovation.”” Innovators are often unsure of the value of their innovation. Innovators
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find it hard to value inventions due to internal factors such as cost of production and
external factors such as competitiveness. Grace periods provide inventors with a time
in which they can attach value to their innovation. Grace periods also extend the period
in which patent innovations can be accessed. The main reason for a general grace
period is the fear that inventors would be tempted to become careless, which would
be detrimental to the patent system.”>

Sometimes, innovative research in academia and industry interactions can result in
patenting as a secondary motive.”* A grace period is useful in this instance, as it helps an
inventor to disclose an innovation publicly without risking loss of novelty. As such, in
the case of inventions made in laboratories and as a pursuit of academic fulfillment, such
innovators and their inventions are afforded the same rights and protections as those
of owners of patented inventions.”® Therefore, a grace period accelerates academic
disclosures which have led to the invention of patentable products.96 As a result,
academic competitiveness thrives as the search for industry collaborators increases with
inventions.

Not only does a grace period protect academic disclosure, but it also protects acci-
dental disclosure. Ineligibility for grant of patents because of accidental or premature
disclosureled to loss of novelty for about 50 per cent of European innovations.”” Finally,
a grace period offers inventors and innovators sufficient time to defer their patenting
to a later time as they evaluate the merit of patenting.”® Grace period therefore can
be considered as an element of innovation-friendly patent law to accelerate academic
publishing and promote knowledge spillover.

An important exception to the empirical analysis often conducted related to the
grace period is made by Franzoni and Scellato (2010).”” The authors analyzed a data
set of patent and publication pairs (299 for the USA and 62 for Europe) to assess how
often grace period exceptions are used in the USA and how significantly the patent
publication lags varies between the USA and Europe. The authors discovered that
grace period exceptions are used by nearly one-third of academic inventors in the USA,
despite the significant risk of international extensions being denied. The authors further
state that extensions outside of the USA, as well as the presence of firms among the
assignees, increase publication delays for patents that do not use the grace period.
Furthermore, they note that the publication lags are shorter when priority of the patent
is claimed in the USA than in Europe, which shows that the absence of the grace
period in Europe makes Europe-based researchers less competitive in getting scientific
priority, according to their interpretation.
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ii. Evidence for promoting innovation by encouraging innovation disclosure

Given the differences in national patent laws with respect to the existence of grace
periods as discussed above, the impact on innovation is of special interest. Research
supports the idea that the existence of grace periods accelerates the disclosure of the
invention and increases knowledge flow.'% In the context of promoting innovation and
O], increased flow of information contributes to promoting innovation.'! The role
of knowledge flow in promoting industrial innovation and economic development has
been recognized.!%>1%3

It seems plausible to assume that the inventor is more likely to disclose an invention
if the inventor has the confidence that IPR will be retained. The possibility of disclosing
the invention without the risk of destroying its novelty provides the confidence to
disclose information. The protection offered by a grace period seems particularly
important in the context of OI, which relies on the open exchange of and free access
to information. It is even more important in relation to speeding up drug discovery
in the context of the COVID-19 pandemic. In this context, a grace period is key to
encouraging rapid disclosure.

In addition to the impact of a grace period on the flow of information and promotion
of innovation, the duration of a grace period also affects the degree of innovation
disclosure. A longer duration is expected to favor disclosure of the innovation by
providing a longer time for the inventor to apply for patent protection. A shorter
duration reduces the incentive for the inventor to disclose the invention by increasing
the risk of missing the deadline for the application and potential loss of IPR.!%* The
recent trend toward extending the duration of the grace period in several national patent
legislations—including Australia, Japan, UK!'% _—and policy discussions support that
a longer grace period duration is beneficial to promoting innovation.

iii. Knowledge Flow Effect
A grace period offers innovators protection despite their invention not being patented
yet. This is a private benefit to the inventor as well as a social benefit to society
as a result of knowledge spillover.!’” Due to an acceleration of academic competi-
tiveness, more inventions and innovations lead to a knowledge spillover effect likely
to increase social welfare.!’® Mostly, inventors are likely to use a grace period for
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science-based inventions which have a high knowledge spillover effect to third par-
ties.!” A grace period will thus greatly benefit academia, society, and taxpayers in
support of a knowledge-based economy.

A grace period is a key element of innovation-friendly patent law due to its support
for academia. Universities and research organizations have often applied for a grant of
patent too early as a result of institutional pressure and the obligation created by the
‘publish or perish’ mantra.!'” Consequently, these premature applications either lack
novelty, or are missing an inventive step, leading to the loss of patent protection in most
countries. Abstracts, presentations, exhibitions, and research proposals disclosing an
invention before patenting are also likely to cause an innovator to be denied a patent. A
grace period could also provide a solution to this problem.

Technologies discovered by academic inventions and publications also face hurdles
when it comes to transferring such high-risk technology. The Tegernsee group pub-
lished that the leading cause of the use of a grace period in the USA, EPO, and Japan
is the publishing of an earlier academic article.'! Assuch, a grace period proves useful
to academia. It has been shown by a research conducted in Japan that the acceleration
of disclosure view significantly explains the effect of the grace period used by corporate
inventors. This acceleration was the direct evidence of significant knowledge flow as
measured by patent citations to the third parties: the level of non-self forward citations
of the invention using the grace period is significantly higher than that of the invention
without the grace period, relative to the corresponding difference of the level of self-
forward citations. This knowledge flow effect to the third parties is larger for those to
small- and medium-size enterprises (SMEs): the average is 5.5 per cent, with 2.7 per
cent for large firms (listed firms) and 6.1 per cent for SMEs. Although the contribution
to drug development can be attributed largely to big pharmaceutical companies rather
than to SEMs, their contribution to the innovation space and technology development
cannot be neglected.!!> Overall, the findings support the positive effect on both big
and small enterprises. Interestingly, the above cited study found that the grace period is
more used for inventions with higher science but it is less used for inventions with more
claims which have a higher commercial value. Given that the applicant has the option
of using the grace period, these findings indicate that the grace period system is likely
to boost innovation and welfare. It has the potential to significantly increase knowledge
diffusion while not jeopardizing the inventors’ interests.! !>

iv. Benefits related to the pharmaceutical industry
Several benefits specific to the pharmaceutical industry have been mentioned in con-
nection with the existence of a grace period in patent law. A grace period can be
particularly valuable for pharmaceutical inventions if, for example, clinical trial data are
required to support the claims. A grace period could provide security if clinical trial
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protocols are published before the filing.!!* In the USA, the disclosure of the clinical
trial is considered novelty-destroying for a later patent application unless it is disclosed
when taking advantage of a grace period.'!® In fact, it has been argued that the grace
period in the USA hasled to particular advantages in the pharmaceutical market, where
drugs need to be tested.! 6 Introducing a grace period in patent law therefore allows for
disclosure of clinical trial protocols without the risk of destroying novelty.

A grace period also has advantages in situations in which pharmaceutical drugs
are sold on the market prior to patent filing.!!” Such a scenario normally would be
considered novelty-destroying under most patent laws. By using the grace period,
distribution of a drug prior to filing a patent application is possible without destroying
novelty in countries which apply a grace period. Such a practice is well known in South
Korea; however, South Korea requires that the applicant indicates the intention to take
advantage of the grace period in writing.'!®

The recent amendment of Art. 24 of Chinese patent law, which came into effect June
1, 2021, enlarges the scope of the grace period to invention-creations that are made
available in the public interest during a state of national emergency.' ' According to Art.
24, within six months before the date of application, in the case of national emergency
or exceptional circumstance, an invention-creation first made public for the purpose of
public interests does not lose its novelty. Considering the COVID-19 pandemic, the
purpose of this amendment is to ensure that patents for new innovations (eg new drug-
related technologies) can still be applied for and acquired, even after the disclosure
of such innovations.!?® At present, it is unclear whether the amendment will have
retroactive effect on the patents granted before June 1, 2021. If applied retroactively,
the expanded scope of protection would offer a convenient way of securing patent
protection and ensuring that Chinese inventors do not lose their patents, as there was
much pressure to publish data and findings from the start of the pandemic. While
it is expected that detailed rules regulating the use of the amendment provision will
be published later in the patent examination guidelines, the FICPI believes that the
provision may apply retroactively to the patents granted before June 1,2021.'%!

Regardless of whether the amended provision will be applied retroactively, the
expansion of the scope of a grace period can be considered an incentive to the inventors
who will be encouraged to disclose relevant innovations quickly in the public interest.
As discussed previously, we believe that not only society will benefit from the disclosed
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inventions, but that it will have a positive effect on knowledge flow and contribute to
promotion of rapid innovation.

B. Main arguments against the grace period
While the grace period has been identified as beneficial for the academic sector, the
large industry seems to be strongly opposed to its introduction in the national or in the
EPC.'?? Several arguments against the introduction of a grace period in Europe have
been discussed in the study on the economic analysis of a grace period for European
patents carried out by the EPO’s Economic and Scientific Advisory Board (ESAB).!*3

i. Increase in legal uncertainty
The first point is the legal uncertainty that might be more prominent after the introduc-
tion of a grace period. Once an invention is disclosed, it would take longer before third
parties could understand if the application has been filed or it remains in the public
domain."?* Moreover, there would be a legal uncertainty once the invention has been
granted to determine the status of potential prior art for the assessment of the validity
of granted patents or it could lead to a prevalence of simultaneous invention, giving
false expectations to inventors about the priority of their invention.'*> The argument
against the introduction of a grace period therefore promotes the illusion that without a
grace period, certainty is preserved.'>® Certainly, including a grace period may lengthen
the period of uncertainty to some amount if applicants purposefully postpone files
until the grace period expires. However, the pro-disclosure pressure mitigates such
uncertainty, and thus is not always damaging to the patent system.127 Moreover, there
is no documentation proving that a patent system with a grace period creates legal
uncertainties to third parties. Opponents think that increasing the period of uncertainty
would disrupt the fair balance between the inventor and the public, leading to a
detrimental effect for the patent system, as it would raise difficulties in the identification
of the applicable prior art.'?® They claim it is unnecessary as it holds no benefit to the
inventor and to third parties.!* Critics of a grace period argue that it increases the
uncertainty time between the time of filing for a grant of patent and the time when
public disclosure about the application is made.'*" Dr. Jan Galama, head of intellectual

122 ComMmissION OF THE EUROPEAN COMMUNITIES, An assessment of the implications for basic genetic engi-
neering research of failure to publish, or late publication of, papers on subjects which could be patentable
as required under Article 16(b) of Directive 98/44/EC on the legal protection of biotechnological inventions
SEC(2002) 50 (2002), https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2002:0002:FI
N:EN:PDF (accessed May 3,2021).

123 EPO ECONOMIC AND SCIENTIFIC ADVISORY BOARD, Introducing a grace period in Europe? (2015), http://
documents.epo.org/projects/babylon/eponet.nsf/0/c4a001£6453f3d48c1257e0b0034cb2b/$FILE/esa
b_statement_grace_period_en.pdf (accessed Apr 28,2021).
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13 MARQUETTE INTELLECT. PROP. LAW REV. (2009), https://scholarship.law.marquette.edu/iplr/vol13/i
$52/6 (accessed Apr27,2021).
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property within Philips International, believes that the grace period is a double-edged
sword for scientists themselves.!3! In certain fields, such as biotechnology, pharmacy,
and information technologies, the risk of intellectual property theft is high. The high-
speed communication through the Internet, the growing economic significance of
patents, and world-wide competition require a clear-cut patent system on which every-
one can rely.'*> Moreover, another argument against the grace period is that absolute
novelty is preferable since it protects inventors from their own mistakes.'3* Therefore,
inventors risk deteriorating the exploitability of their inventions by disclosing it under
a grace period. Such a prolonged time, in fact, without filing for a patent is likely to
lead to an expiration of novelty and exclusivity.!>* Absolute novelty regimes, such as
those employed in first-to-file nations in Europe, appear to see invention as a distinct
event that occurs privately and is identifiably complete at a specific point in time. If
this assumption is correct, the argument that grace periods encourage legal uncertainty
seems plausible, as there would be no reason not to mandate prompt patent application.
While the former situation may be achievable by large, well-funded entities, the latter
is more likely to be the case for smaller, early-stage companies, particularly when
they attempt to partner with academic researchers. This criticism results in a lack of
understanding of small-business entrepreneurship and an undue focus on the abilities
and resources of larger entities.'**

ii. Increase in litigation costs

Another consequence of the introduction of the grace period is the lengthening of the
granting procedure, a loss of operational efficiency, and an increase in patenting costs
due to potential additional communications between the examiner and the applicant.
Stating the difficulties of certainty concerning the granted patents, the introduction of
a grace period could also increase the costs of litigation and disputes over entitlement.
There is, in fact, an increased risk of infringement by competitors who may be unaware
it will eventually be patented.'3¢ Increased risk of infringement by competitors is a
particularly difficult predicament for SMEs with potentially fewer financial and legal
resources to successfully litigate such cases.'*’

131 Jan E.M. GaLaMa, Expert Opinion On The Case For And Against The Introduction Of Grace Period In
European Patent Law, submitted on request of the European Patent Organisation (2000).
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mline.edu/wmlr/vol39/iss4/12 (accessed Apr 27,2021).
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iii. Complication of the patent system

A few major criticisms of the grace period regard the lack of understanding of its
scope in the inventor’s own country and those of other countries in which the inventor
wishes to protect his or her invention.'3® In fact, European inventors can be in a
disadvantageous position, as they need to understand both the grace period of their
own country and those of the other countries in which they want to file a patent
application. Despite numerous calls for global harmonization, grace period provisions
vary greatly from country to country.'® According to some reports, in fact, most
countries revert to the lowest common denominator, which is to avoid the grace period
entirely.'*? Broad differences of opinion exist, particularly on the issues of scope of
coverage acts/disclosures by the inventor (all or limited to certain venues and cases
of abuse), terms of the grace period, and the need for statements and declarations.'#!

Dr. Jan Galama and some European governments stress that there is no evidence that
the introduction of this system in Europe will lead to more innovation. They also assess
that if the inventors apply the rules correctly, they can be amply protected, avoiding
more loopholes to be introduced in the patent law.'** Additionally, universities, which
benefit most from the introduction of a grace period, do not specifically need it if they
discard some old habits.'*3

Inthe USA, where the grace period is widely utilized, some publications consider the
change introduced by the AIA from a first-to-invent system to a first-to-file system very
controversial.'** Particularly, provisions in the AIA concerning the grace period seem
less robust than before the enactment of the AIA.'* Regarding third-party disclosures,
the current American grace period applies only to disclosure of the same subject matter
obtained from the inventor. The exceptions do not apply to variations of the subject
matter. If, for example, an inventor discloses the invention before filing a patent, a third
party could disclose an invention which includes not only the inventor’s original idea,
but also an improvement or modification of the idea. In this case, the third-party’s
disclosure can be a prior art with regard to the original inventor’s patent application.
The original inventor cannot rely on the date on which the disclosure to the third party
was made.!4¢

iv. Provisional Patent Applications
Grace periods are not the only option for obtaining temporary protection from patent
novelty loss. Provisional patent applications have been available from the USPTO
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(2014), https://ocpatentlawyer.com/dangers-of- 1-yr-grace-period-under-first-inventor-to-file-system/
(accessed May 3,2021).
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since 1995.'*7 According to the USPTO, ‘In view of the one-year grace period pro-
vided by 35 U.S.C. 102(b)(1) in conjunction with 35 U.S.C. 102(a)(1), a provisional
application can be filed up to 12 months following an inventor’s public disclosure of
the invention . . . A public disclosure (eg publication, public use, offer for sale) more
than one year before the provisional application filing date would preclude patenting
in the USA.'*® Thus, provisional patent applications protect inventions, which are
considered ‘patent pending’, from the loss of novelty during the 12 months of pendency
of the provisional application.'*” Applicants for Australian and US patents have the
option of filing for provisional patent applications. In fact, inventors or assignees may
file US provisional patent applications regardless of their citizenship, residency, or
nationality.">® According to U.S.C. 35 U.S.C. §111(b), applicants for US patents may
submit provisional patent applications without having to include either declarations or
formal patent claims.'>! Specifically, formal patent claims, declarations, and prior art
disclosures need not be submitted during the 12 months subsequent from the provi-
sional application filing date.'>? However, in order to preserve the novelty requirement
for an invention protected by a provisional patent application, the inventor(s) must file
a nonprovisional patent application containing formal patent claims, declarations, and
prior art disclosures prior to the expiration of the 12 month period of pendency.!>3

Several advantages exist for utilizing the provisional patent application system.
These include the establishment of a priority filing date, having a “patent pending’ status
to alert others of the invention, and allowing an inventor additional time to optimize
and market the inventions.

Pharmaceutical and biotechnology provisional patent applicants who apply through
the USPTO obtain the advantage of the establishment of a priority filing date for
the nonprovisional patent application with the provisional patent application.'>* The
provisional patent application allows the inventor to benefit from earlier priority fil-
ing dates without initiating the standard 20-year patent term of the patent obtained
with the nonprovisional patent application.'>® This is an advantageous measure in
rapidly-moving fields such as the sciences in which highly prolific competitors are an
ever-present concern.'*® Thus, the provisional application filing period can extend
the amount of time an invention can be afforded some protection from invalidation
or infringement if the nonprovisional patent application is eventually successful.'>’”
Inventors who rely solely on the grace period instead of filing the provisional patent
application may not benefit from the earlier priority filing date in the same manner as

147  Provisional application for patent. United States Patent and Trademark Office. Jun 28, 2021. 08:36 AM
EDT. https://www.uspto.gov/patents/basics/types-patent-applications/provisional-application- patent.
(accessed Dec 20,2021).
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those who file provisional patent applications prior to nonprovisional patent applica-
tions.'*8 Alerting competitors to the ‘patent pending’ status of an invention serves to
put competitors—along with the public—on notice as to the status of the invention
without the necessity of executing a full disclosure in the provisional patent applica-
tion.'*” Ideally, this should serve as a disincentive to competitors who might otherwise
attempt to infringe upon the ‘patent pending’ invention. In addition, filing a provisional
patent application may allow inventors additional time to optimize inventions. Further-
more, inventors may file additional related provisional patent applications for the same
invention prior to filing the nonprovisional patent application.® If applicants require
additional time for invention disclosure research, the provisional patent application
process allows this additional time.'®! Additionally, more thorough market research
may be completed during the provisional application period.'¢?

Although provisional patent applications have several advantages, there are also
many disadvantages. For instance, if inventors fail to file a nonprovisional patent appli-
cation in a timely manner during the provisional patent application period (within
12 months), they risk failing to meet the novelty requirement for patent rights to their
invention. Next, provisional patent applications and neither examined nor published.
Moreover, provisional patent applications can lengthen the amount of time it takes
for an inventor to eventually obtain a nonprovisional patent. Even more so, a longer
time interval from invention to eventual patent may increase the risk of exposure to
patent invalidation or infringement litigation. Prohibitive costs of provisional patent
applications could exclude socioeconomically poorer patent applicants from being able
to participate fully in the patent application process. This could be detrimental for
the perpetuation of innovation on a larger societal scale. Additionally, adequate details
concerning the invention must still be provided in the provisional patent application.
Finally, provisional patent applications are not available through the EPO or through
European national patent offices.

First, unless the inventors or assignee file a nonprovisional patent application prior
to the end of the 12-month pendency period, the novelty of the invention could be for-
feited.'® Unlike the nonprovisional patent application, extensions are not available.!%*

Next, provisional patent applications are not examined.'® The lack of a require-
ment for the USPTO to examine provisional patent applications could unnecessarily
lengthen the amount of time it takes to obtain a nonprovisional patent when the
applicant could have filed solely for the nonprovisional patent in the first instance. For
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instance, international scientists are only afforded the 12-month pendency period to
refine their inventions.!®® Moreover, the absence of a rigorous review could also be
disadvantageous in the long run for patent applicants who are new to the patent process
and/or have inventions which could benefit from a more thorough formal vetting.

Furthermore, while more sophisticated patent applicants may benefit from an ear-
lier priority date and a longer time frame for both provisional and nonprovisional
patent applications, a longer patent application process which includes a provisional
patent application can be disadvantageous—even detrimental—for less experienced
inventors, novice partnerships, smaller companies, startups, and inventors with limited
financial resources. Costs for the provisional patent application and the nonprovisional
patent application can be higher due to fees associated with filing two patent appli-
cations (provisional and nonprovisional). Longer patent application processing times
due to the addition of a provisional patent application could also mean increased expo-
sure to the threat of patent invalidation and infringement claims from larger companies
and other entities with greater financial resources which could involve the smaller com-
pany or startup in financially wasteful litigation.'®” Thus, prohibitive overall potential
costs of provisional patent applications could preclude applicants from poorer nations
within the European Union from filing provisional patent applications. Such activity
among provisional patent applicants could eventually create and perpetuate a two-
tiered system of socioeconomic disparity among patent applicants in Europe or the
European Union in which wealthier patent applicants could avail themselves of all of
the resources and benefits that filing both provisional and nonprovisional patent appli-
cations have to offer. The exclusion of potentially socioeconomically disadvantaged
patent applicants in Europe or the European Union from enjoying the resources and
benefits of both provisional and nonprovisional patent applications bodes quite poorly
for advancing overall innovation for the benefit of societies-at-large.

Furthermore, even though provisional patent applications do not require formal
patent claims, declarations, or prior art disclosures, sufficient detail must still be pro-
vided so that a person with ordinary skill in the art of the invention would be able
to interpret claims in the provisional patent application.168 In addition, the claims in
the nonprovisional patent application should closely follow and bolster the claims in
the provisional application.'®” Failure to do so could result in a loss of the priority
filing date privilege afforded by the provisional application.!”? Regardless, provisional
patent applications do not provide the same level of protection as nonprovisional patent
applications.

166 35US.C.111;37 CFR 1.53.
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Finally, a significant disadvantage of provisional patent applications relevant to this
paper is that provisional patent applications are only available through the patent offices
of Australia and the USA. Provisional patent applications are not offered through
national or regional patent offices in Asia, Africa, North America outside of the USA,
South America, or Arab nations. Most pertinent to the discussion in this paper, provi-
sional patent applications are also not available in national patent offices in Europe.l—/1
Moreover, provisional patent applications are not offered through the regional EPO or
to members of the EPC administered by the EPO.!7?

V. CONSIDERATIONS REGARDING THE USE OF A GRACE PERIOD TO
ACCELERATE DRUG DISCOVERY

The following section outlines some considerations with regard to the implementation
of the grace period in European Patent law and the associated benefits regarding
acceleration of drug discovery. The question that arises in this context concerns the
design of the grace period. How should a grace period be specifically designed to
create the greatest possible incentive for the disclosure of results in the pharmaceutical
industry and to promote the flow of information?

171 Provisional patent protection may be conferred when the official language of the applicant for the invention
differs from that of the patent proceedings, provided that certain conditions are met. Specifically, ‘If the
Euro-PCT application is published in another language, a translation into one of the official languages shall
be filed with the European Patent Office, which shall publish it. Subject to Article 67, paragraph 3, the
provisional protection . . . shall be effective from the date of that publication’ Article 153(4)—European
Patent Convention. Article 67 of the European Patent Convention states that Any Contracting State which
does not have as an official language the language of the proceedings may prescribe that provisional
protection . . . shall not be effective until such time as a translation of the claims in one of its official languages
at the option of the applicant or, where that State has prescribed the use of one specific official language, in
that language: (a) has been made available to the public in the manner prescribed by national law, or (b) has
been communicated to the person using the invention in the said State’ Still, this is a process which must
be distinguished from the provisional patent applications of the USA.
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rightful ownership to contest the patent infringer’s claims. Article S0(3)(5)—TRIPS Agreement. In this
manner, the court may also utilize the time to gather and preserve evidence of the alleged infringement activ-
ities. Anton Pillar K.G. v. Manufacturing Processes Ltd. [1976] RPC 719. See also Chapter 14: Enforcement
of IPRs. §14.01 [B][6] Provisional Measures. Introduction to Intellectual Property. Theory and Practice.
World Intellectual Property Organization. 204 edition. p- 342. Specifically, Article S0(2) of the TRIPS
Agreement states that ‘[t]he judicial authorities shall have the authority to adopt provisional measures
inaudita altera parte where appropriate, in particular where any delay is likely to cause irreparable harm
to the right holder, or where there is a demonstrable risk of evidence being destroyed.” The European
Court of Justice ruled that Article S0 of theTRIPS Agreement may be interpreted and applied concerning
a provisional measure when ‘the measure is characterized under national law as an “immediate provisional
measure” and its adoption must be required ‘on grounds of urgency’ Judgment of the Court of 16 June
1998.—Hermes International (a partnership limited by shares) v FHT Marketing Choice BV.—Reference
for a preliminary ruling: Arrondissementsrechtbank Amsterdam—Netherlands.—Agreement establishing
the World Trade Organisation—TRIPS Agreement—Acrticle 177 of the Treaty—Jurisdiction of the Court
of Justice—Article 50 of the TRIPS Agreement—Provisional measures.—Case C-53/96. In summary,
provisional measures are designed to emend and ameliorate deliberations just prior to or during the remedy
phase of adjudication.
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While these considerations are certainly intriguing from a scientific point of view,
they have little significance from a practical point of view. Given the rather hesitant
and skeptical attitude toward the introduction of grace periods in Europe, a broad
consensus in favor of a tailor-made solution for a specific sector seems very unlikely.
A survey conducted among Swiss companies on the benefits of introducing a grace
period revealed that a majority of large companies do not think that the concept of grace
period is poorly defined but believe it creates legal uncertainty for third parties.'”3 A
survey performed and published by the FICPI and the Tegernsee group in October
2013 revealed similar findings for German respondents; 61.5 per cent were against
implementation of grace period.!”* Moreover, a ‘tailor-made’ solution aimed at one
industry would violate Art. 27 of TRIPS,'”* which prevents discrimination in the field
of technology.

Considering this, we believe that the benefits of introducing a grace period should
therefore be guided by existing proposals and solutions such as the discussions and
proposals carried out in the framework of the international harmonization of patent
law; this includes the SPLT'7® and the recommendations formulated by the ESAB.!””
The international context is all the more important, considering that companies usually
apply for protection not only in Europe, but usually in multiple countries, including
the USA, Japan, and Korea, which complicates the process due to different protection
regimes.'’® This point of view is also reflected in the ESAB statement; they advocate for
an internationally harmonized grace period within key global patent systems including,
besides Europe, at least the USA, Japan, Korea, and China.'”” The following section
analyzes proposals related to the grace period duration and scope of protection in
relation to expected benefits.

A. Duration of the grace period
In terms of the potential incentive that the grace period might provide to the inventor,
the duration of the associated protection is essential. It appears that a longer dura-
tion offers a greater incentive to inventors since it provides precious time to prepare
applications for subsequent filing while enabling inventors to dedicate time to continue
working on the invention. When thinking about scientific discoveries, for example, time
is important to improve the discovery, especially in university research groups, which
are closely intertwined with industries. The necessity of publication and discussing
one’s research with colleagues are both important aspects of a scholar’s research and
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career. The success of a researcher stems primarily from the professor’s ability to pub-
lish. Due to the pressure of publishing, academics may choose to publish, potentially
forfeiting the right to patent. Considering the time needed to publish, a longer duration
of the grace period would help the researcher not to lose his right to patent, even if
this may increase the legal uncertainty.'*® We should state that time is required for
product refining, prototype creation, and market testing. Those activities are frequently
required to get funding or determine whether cost-effective manufacturing is possible.
Twelve months is not an unreasonable time given the amount of labor involved.!®!

The actual time required to collect, prepare, and write the final patent application
is a matter of debate. Certainly, the time available to scientists to support patenting
activities is limited during a pandemic due to the fact that resources are limited. Put
simply, once can imagine that the focus of activities of a scientist in an R&D department
of a pharmaceutical company during a pandemic shifts toward laboratory work, while
time available to support patenting activities remains limited. A meaningful incentive
should provide sufficient time to compensate for the time spent on development and
administrative work related to patenting activities.

The duration of the grace period in countries that have implemented the grace
period in their national patent laws is usually either 6 or 12 months,'? while in some
countries the duration depends on the circumstances.'83 While duration of 12 months
seems suficient in relation to the time needed to prepare the necessary documentation
for subsequent filing, 6 months’ time may be too rushed. Since the USA already
provides for a 12-month grace period through the AIAs, it is crucial for Europe to
adopt the same to level the playing field.!3* Six months is a short time in compari-
son to the 12 months’ time necessary to prepare for patent filing; a 6 month grace
period increases the risk of missing the patent application deadline. In this context,
the duration of 6 months proposed by the ESAB'8% is inadequate. We remain doubtful
whether 6 months would provide an adequate incentive for the European inventor and
compensate for the risk associated with disclosure. In contrast, the 18 month grace
period proposed by FICPI'8¢ seems to provide a more adequate incentive.

In interpreting the impact of the duration and expected benefits of the grace period,
the comparison with the time needed for drug development is particularly interesting.
While drug development normally takes several years, the COVID-19 pandemic has
impressively demonstrated that development time can be dramatically shortened. Can
we go even faster? If so, can the grace period make an additional contribution? Admit-
tedly, the question about the benefits of a grace period to speed up drug development
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may seem irrelevant given the experience with the COVID-19 pandemic, where it took
less than a year from the first documented case to the start of vaccination in Europe.

However, in drawing fast conclusions using the example of the current pandemic,
we do not need to forget about the role the existing know-how played in the develop-
ment of the vaccines. At this point, we emphasize that without pre-existing scientific
knowledge in the field of mRNA technology, the incredible pace at which the vaccines
were developed would not have been possible. In addition, vaccine development relies
heavily on the existing knowledge protected by trade secrets and patents. One should
note that while several vaccines have been already developed building on existing
knowledge, the development of drugs to treat the disease is still in its early stages.

We would like to highlight that the considerations presented in the context of the
use of the grace period to promote innovation concern a more pessimistic scenario in
which humanity will face a challenge which will not likely be solved by drawing from
existing knowledge, but will rely on radical innovations. While we believe that a grace
period can have its contribution to promote radical innovation, we are skeptical as to
whether duration of less than 12 months can provide such advantages.

B. Scope of protection
In addition to the duration, the scope of protection, defined by the content of infor-
mation that is protected by the grace period, plays a central role. It seems evident
that any restriction or additional obligations on how information is disclosed—such
as a mandatory declaration requirement or differentiation between the intentional
and unintentional disclosure—create unnecessary hurdles that diminish the incentive
for the inventor to disclose the invention. According to the mandatory declaration
requirement proposed by the ESAB the inventor must submit a list of disclosures
specifying when, how, and what information about the invention was made available to
the public.'®” This automatically narrows down the scope of protection and increases
the risk that information may be unintentionally omitted. Information disclosed with-
out being included in the mandatory declaration as proposed by the ESAB is not
protected.'®® A broader scope of protection, as proposed by the FICPI, which does
not foresee any formal requirement with respect to inventor declaration, is beneficial in
the context of creating an incentive to the inventor.'®’

Another aspect that needs to be considered regarding disclosure of information and
scope of protection relates to the question of further developments and amendments
based on the information disclosed by the original inventor. Following the ESAB pro-
posal, ' the grace period would only apply to disclosures of the applicant’s invention.
Potential problems arise when the disclosure is subject to further developments and
inventions which then fall outside the claims of the original disclosure. The associated
risk includes a scenario in which the invention is further developed or amended
by a competitor and filed for patent protection. This could have negative effects of
the freedom to operate for the primary inventor. It also creates an additional hurdle
to the inventor for filing patent applications that expand on the primary invention.
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Contrary to the proposal by the ESAB,'”! the FICPI'? is of the opinion that a grace
period ‘would allow the patent drafter to expand on an idea, which was disclosed eg
inadvertently or accidentally, so as to obtain a reasonable scope of protection and to
meet the disclosure requirements’.'”* In relation to providing a meaningful incentive
to the pharmaceutical industry, we consider the broader scope of the protection as

proposed by the FICIPI must be considered preferably over the ESAB proposal.

VI. CONCLUDING REMARKS
This paper discusses the potential use of a grace period in European patent law to
promote disclosure of inventions related to drug discovery during a pandemic. Benefits
arising from the safeguarding of the novelty and increased disclosure were considered
by analyzing the relevant proposals regarding implementation of the grace period in
European patent law and at the international level.

Following the analysis of the recent proposals related to the implementation of the
grace period in the European and international contexts, we remain skeptical about
the practicality and benefits of introducing a grace period into European patent law
in the context of accelerating drug discovery. Given the potential disadvantages and
the skeptical attitude toward a grace period in the European community, the proposals
related to the duration and scope do not seem to offer any meaningful incentive to
promote disclosure of the inventions by pharmaceutical companies.

The successes of European companies in the race to develop vaccines against
COVID-19 demonstrate that Europe’s ability to innovate does not suffer notably
from the absence of a grace period. This justifies the European approach. While the
implementation of a grace period in its proposed form does not have the potential to
notably accelerate drug discovery in Europe, we believe that a grace period might offer
advantages, especially in countries where the practice of a grace period is established
and well known in national patent law.
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