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Foreword

The Foundation for Intellectual Property, Institute of Intellectual Property conducted the 2023
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 invited researchers from abroad to engage in collaborative research
on target issues. This report presents the results of research conducted by Dr. Weiwei Han, Ph.D.,
East China University of Political Science and Law, an invited researcher at our Institute.* We hope
that the results of their 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.

Institute of Intellectual Property
Foundation for Intellectual Property
March 2024

* Period of research in Japan: From July 3, 2023, to September 16, 2023
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Abstract

Experimental data is of great importance for pharmaceutical patents. Post-filing data, which are not
included in a patent application as originally filed but filed after the filing date, are closely related
to the examination on patentability and the stability of patent rights in pharmaceutical field. In this
report, the examination and acceptability of post-filing data in multiple jurisdictions, including the
practice in Japan, China, EPO and the U.S., are analyzed in view of legal provisions, guidelines for
examination and influential cases in recent years. It is found that, even though differences exist in
the consideration of post-filing data in the patent practice in different jurisdictions, there is more
harmonization regarding this issue. Generally speaking, what to be demonstrated or proved by post-
filing data need to be derivable from the original disclosure of a patent application. Post-filing data
cannot substitute the detailed description in the originally disclosure, and mainly plays an auxiliary
role. And it is still critical to have sufficient disclosure including experimental data in the patent
application as originally filed. And it is envisioned that reasonable acceptance of post-filing data

would enhance the patent protection and promote innovations in pharmaceutical industry.

Keywords: post-filing data; supplemental experimental data; medical innovation; pharmaceutical

patent

Summary

Robust patent protection is one of the engines for global innovations in pharmaceutical industry.
Experimental data is generally a “sine qua non” for patents in pharmaceutical field. However, there
is rarely a perfect time to file a patent application, and post-filing innovations would be carried out.’
It is not rare that a health patent application as initially filed is not perfect. Sometimes, it is mandatory
to file a patent application even if it is unclear whether sufficient data is available at the filing date.?
So important issues in patent protection in the health industry include, but not limited to, whether
the original disclosure is enabling, and whether supplemental data® is applicable for fulfilling the
requirements on enablement, non-obviousness, written description, among others. In an influencing
case in connection with the cholesterol-lowering drug Repatha® recently ruled by Supreme Court of

the United States in 2023, a key issue is enablement.* In Japan, the IP High Court also made

' Amy R. Motomura, 'Innovation and Own Prior Art' (2021) 72 Hasting Law Journal 565, 577.

2 Jan KrauB and David Kuttenkeuler, 'When to file for a patent? The scientist's perspective' (2021) 60 New Biotechnology 124, 126.

3 In the context of this article, the expressions “supplemental experimental data,” “supplemental data,” and “post-filing data” are
used interchangeably. For a patent application enjoys a priority, the above expressions also refers to “post-priority date data.”

4See AMGEN INC. ET AL. v. SANOFI ETAL. 598 U.S.  (2023)



judgement regarding the validity of a patent in the same patent family in 2023. *And in the Europe,
the Enlarged Board of Appeal at EPO made an important decision regarding post-published evidence
in the evaluation of inventive step.®

It is an important issue in both academic field and practical area to study in which scenarios post-
filing data could be accepted and how to balance the encouragement on innovations and to achieve
the quid-pro-quo premise of the patent system. This research discussed the issue of acceptability of
supplemental experimental data by comparing the practice in Japan, China, Europe (EPO) and the
U.S.

I. Post-filing data in Japanese Patent Practice

According to Japanese Patent Act, the description must state a detailed explanation of the invention,
and the statement of the detailed explanation of the invention shall be clear and sufficient to enable
a person ordinarily skilled in the art of the invention to work the invention (Subsection (4) of Article
36). Further, to fulfill support requirement for the claims, the invention for which a patent is sought
shall be stated in the detailed explanation of the invention (Subsection (6) of Article 36).
Examination standards on experimental results in Japan can be found in the Examination Guidelines
for Patent and Utility Model in Japan (“Examination Guidelines”) and Examination Handbook for
Patent and Utility Model (“Examination Handbook™).

Experimental results may be submitted in reply to objections (a notice of reasons for refusal) on
enablement requirement (sufficiency of disclosure), support requirement (support from description)
and inventive step requirement. Experimental results (e.g., post-filing data) could be filed in the
format of a certificate of experimental results independently or together with a written opinion. When
the certificate of experimental results is submitted, the examiner shall sufficiently take details of
them into account.” However, certificate of experimental results is no substitute for “Detailed
Description of the Invention” in the description. It shall be submitted to clarify or verify that matters
stated in the original description are correct and reasonable. Specifically, to establish inventive step,
technical effects in a certificate of experimental results may be taken into account if the effects are
stated in the description or can be speculated by a person skilled in the art from the description or
drawings as originally filed. To satisfy enablement requirement, an applicant may submit a certificate
of experimental results to support the argument presented in the written opinion, but the description

shall be enabling per se or in light of common knowledge in the art. In addition, to meet support

3 See (2021 (Gyo-Ke) 10093.
6 See G 0002/21.
7 See Item 2.1.1, Section 4, Chapter 2, Part I of Examination Guidelines.
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requirement, an applicant may make an argument, explanation, etc. by submitting a written opinion,
certificate of experimental results, and the like, but there shall be sufficient statement in the
description that the details provided in the description can be expanded nor generalized to the scope

of the claimed invention or in light of the common general knowledge at the time of filing.

I1. Post-filing data in Chinese Patent Practice

Acceptability of supplemental data in health patents including pharmaceutical patents has been a hot
issue in China. In September 2020, the Supreme People’s Court issued Provisions (1) of the Supreme
People’s Court on Several Issues concerning the Application of Law in the Trial of Administrative
Cases with Respect to Granting and Confirmation of Patent Rights (referred to as “Provision (I)” in
brief hereinafter), and the examination on supplemental experimental data submitted after the filing
date were stipulated in the Provision (I).}

In addition, in early 2021, the newly amended Guidelines for Patent Examination came into effect,
which also addressed the same issue.’ According to the amended Guidelines for Patent Examination,
whether the description fulfills the requirement on sufficient disclosure shall be determined based
on the contents recited in the original description and claims; and an examiner shall examine the
supplemental experimental data which are submitted by an applicant to satisfy requirements under
Article 22.3'% Article 26.3!!, etc. of the Patent Law after the filing date; and the technical effects
demonstrated by the supplemental experimental data shall be obtainable from the content disclosed
in the patent application. Examples were provided to illustrate in which scenarios post-filing data
could be examined and accepted.

In practice, post-filing data are more considered in patent prosecution, patent review proceedings
and judicial proceedings in recent years. From the amendment to Guidelines for Patent Examination
and the cases in Chinese practice, it can be seen that there are certain new trends in patent
examination, patent review and patent judicial proceedings regarding the evaluation and
acceptability of post-filing data. On one hand, the post-filing data which are submitted by an

applicant to satisfy requirements on inventive step, sufficient disclosure, etc. of the Patent Law after

8 Article 10 of Provision (I): Where a pharmaceutical patent applicant submits supplementary experimental data after the date of
application and claims reliance on such data to prove that the patent application complies with Paragraph 3 of Article 22,
Paragraph 3 of Article 26, etc., of the Patent Law, the pertinent people's court shall conduct examination thereof.

9 See Section 3.5, Chapter X, Part Il of the Guideline for Patent Examination.

10 According to Article 22.3 of the Patent Law, Inventiveness means that, as compared with the prior art, the invention has
prominent substantive features and represents a notable progress, and that the utility model has substantive features and
represents progress.

T According to Article 26.3 of the Patent Law, the description shall set forth the invention or utility model in a manner sufficiently
clear and complete so as to enable a person skilled in the relevant field of technology to carry it out; where necessary, drawings
are required.
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the filing date shall be examined. On the other hand, the technical effects demonstrated by the post-

filing data shall be obtainable from the content disclosed in the patent application.

II1. Post-filing data in the Patent Practice at EPO

In the practice at EPO, the acceptability of post-filing data is an important issue. Post-filing data are
closely related to the evaluation of sufficiency of disclosure and inventive step.

A “plausibility” test was developed with case law. The “plausibility” test adopted by the Boards of
Appeal was categorized into three different kinds of approaches (“three lines of case law”) by
Technical Board of Appeal 3.3.02 in view of the cases: ab initio plausibility, ab initio implausibility,
and no plausibility. In accordance with a first line of case law (“ab initio plausibility line of case
law”), post-published evidence can be taken into account only if, given the application as filed and
the common general knowledge at the filing date, the skilled person would have had reason to
assume the purported technical effect to be achieved. In this line of case law, experimental data or a
scientific explanation in the application as filed commonly serve as reasons which justify this
assumption. In accordance with a second line of case law, post-published evidence can only be
disregarded if the skilled person would have had legitimate reasons to doubt that the purported
technical effect would have been achieved on the filing date of the patent in suit. A third line of case
law seems to reject the concept of plausibility altogether.

In 2023, the Enlarged Board of Appeal at EPO made an important decision regarding post-filing data
which serves as a kind of post-published evidence in the evaluation of inventive step. According to
the order issued by the Enlarged Board of Appeal, evidence submitted by a patent applicant or
proprietor to prove a technical effect relied upon for acknowledgement of inventive step of the
claimed subject-matter may not be disregarded solely on the ground that such evidence, on which
the effect rests, had not been public before the filing date of the patent in suit and was filed after that
date. A patent applicant or proprietor may rely upon a technical effect for inventive step if the skilled
person, having the common general knowledge in mind, and based on the application as originally
filed, would derive said effect as being encompassed by the technical teaching and embodied by the

same originally disclosed invention.

IV. Post-filing data in the Patent Practice in the U.S.

In the U.S., similar to the practice at EPO, the issue of post-filing data was developed in case law.
An important aspect related to post-filing data would be enablement requirement. The requirement

that the specification describe how to make and how to use an invention is referred to as “enablement
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requirement”. The purpose of this requirement is to ensure that the invention is communicated to the
interested public in a meaningful way. There are many factors to be considered when determining
whether there is sufficient evidence to support a determination that a disclosure does not satisfy the
enablement requirement and whether any necessary experimentation is “undue.” These factors
include, but are not limited to: the breadth of the claims; the nature of the invention; the state of the
prior art; the level of one of ordinary skill; the level of predictability in the art; the amount of
direction provided by the inventor; the existence of working examples; and the quantity of
experimentation needed to make or use the invention based on the content of the disclosure, which
are referred to as “Wands factors”.

Post-priority-date evidence may be relevant only if it illuminates the state of the art at the filing date.
Regarding enablement, if post-priority-date evidence is relevant to determining if the claims were
enabled as of the priority date, such evidence should not be excluded simply because it post-dates
the claims’ priority date.

In summary, the acceptability of post-filing data has become one of the critical issues in
pharmaceutical patenting. For instance, it was believed by the Enlarged Board of Appeal that “the
referred questions raise a point of law of fundamental importance, since the answers will have an
impact beyond the specific case at hand and will be relevant to a large number of similar cases before
the boards of appeal and before the examining and opposition divisions.”'? Accordingly, it is
important to study the relationship between post-filing data and patentability. Post-filing data are
closely related to issues including inventive step, enablement and support requirements.

Based on the findings of this study, it is found that there is more harmonization regarding the
examination and acceptability of post-filing data. Generally speaking, what to be demonstrated or
proved by post-filing data need to be derivable from the original disclosure of a patent application.
Post-filing data cannot substitute the detailed description in the originally disclosure, and mainly
plays an auxiliary role. And it is still critical to have sufficient disclosure (e.g., experimental data) in
the patent application as originally filed.

Even though there is more harmonization on the examination of post-filing data, in practice, there
are still flexibility on whether or not these kinds of data could be accepted. Also, there may be
different interpretation or explanation on the general principle. For instance, after the Enlarged Board
of Appeal of EPO made the order, the Board of Appeal addressed that there are two potential manners
of interpretation, and invited the parties to express their opinion thereon.

Accordingly, it is expected that, this issue will become more apparent with more cases available to

address and clarify this issue in patent examination, review and judicial proceedings. And it could

12 See G 2/21, page 26, Item 15.



be seen that attempts are made to reconcile the tension between the acceptance of post-filing data
and the quid-pro-quo premise of the patent system. Further, harmonization on this issue will bring
more legal certainty to the pharmaceutical companies and pharmaceutical industry. With well-
tailored mechanisms to evaluate the post-filing data, the innovation activities in the pharmaceutical

field will be encouraged.
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Introduction

The health industry with a network from pharma to healthcare delivery focuses on delivering
effective and direct outcome for people’s health.! Robust patent protection is one of the engines for
global innovations in health industry. Patents serve as a shield for innovative drugs against generic
drugs and a powerful weapon for pharmaceutical companies to win the substantial returns generated
by market exclusivity.? Increased investment in health R&D generate new discoveries which
provides greater opportunity to exploit IP and fuel further R&D.? And a strong patent portfolio is
critical to a pharmaceutical company. Patent expiration would trigger a pharmaceutical company’
decision to acquire target(s) with strong patent portfolio(s) to fill the pipeline gaps left by expiring

patents and to maintain revenue streams.*

Experimental data is generally a “sine qua non” for health patents®. However, there is rarely a perfect
time to file a patent application, and post-filing innovations would be carried out.° It is not rare that
a health patent application as initially filed is not perfect. Sometimes, it is mandatory to file a patent
application even if it is unclear whether sufficient data is available at the filing date.” So important
issues in patent protection in the health industry include, but not limited to, whether the original
disclosure is enabling, and whether supplemental data® is applicable for fulfilling the requirements
on enablement, non-obviousness, written description, among others. In an influencing case in
connection with the cholesterol-lowering drug Repatha® recently ruled by Supreme Court of the
United States in 2023, a key issue is enablement. ? In Japan, the IP High Court also made judgement
regarding the validity of a patent in the same patent family in 2023. '°And in the Europe, the Enlarged
Board of Appeal at EPO made an important decision regarding post-published evidence in the

evaluation of inventive step.'!

This research will discuss the issue of acceptability of supplemental experimental data by comparing

! Global Innovation Index (2019) issued by World Intellectual Property Organization at 123.

2Y. Guo and others, 'Patent indicators: a window to pharmaceutical market success' (2013) 23 Expert Opin Ther Pat 765.

3 L. M. Khachigian, 'Pharmaceutical patents: reconciling the human right to health with the incentive to invent' (2020) 25 Drug
Discov Today 1135, 1139.

4 M. F. Arroyabe, 'The role of patent expiration in acquisition decision and target selection in the pharmaceutical industry' (2021)
R&D Manage 1, 12.

5 According to the Global Innovation Index issued by the World Intellectual Property Organization, “health patents” cover the
patents in fields of pharmaceuticals, medical technology and biotechnology.

% Amy R. Motomura, 'Tnnovation and Own Prior Art' (2021) 72 Hasting Law Journal 565, 577.

7 Jan KrauB and David Kuttenkeuler, 'When to file for a patent? The scientist's perspective' (2021) 60 New Biotechnology 124, 126.

8 In the context of this report, the expressions “supplemental experimental data,” “supplemental data,” and “post-filing data” are
used interchangeably. For a patent application enjoys a priority, the above expressions also refers to “post-priority date data.”

9 See AMGEN INC. ET AL. v. SANOFI ETAL. 598 U.S.  (2023)

10 See (Reiwa 3 (Gyo-Ke) 10093, January 26, 2023).

11 See G 0002/21.



the practice in Japan, China, Europe (EPO) and the U.S. Research methodology includes
comparative research method, case law study, literature research method and expert interviews.
Section I will have on overall introduction on the relationship between experimental data and
patentability and the necessity and concerns on accepting post-filing data or not. Section II will
introduce the practice in Japan in view of the Guidelines for Examination, Handbook for
Examination as well as cases in recent years. Section III will address the practice in China in view
of the recent amendment to Guidelines for Patent Examination regarding supplemental experimental
data as well as some typical and influential cases in patent review proceedings and judicial
proceedings. Section IV will discuss the practice at EPO by referring to an influencing Decision of
Enlarged Board of Appeal in 2023. Section V will explore the practice in the U.S. Finally, Section

VI will summarize the findings in the research.

I. Post-filing data and patentability in pharmaceutical field

1. Experimental data and patentability

Experimental data are important for patent applications, especially in pharmaceutical field.
Generally speaking, it is necessary to include experimental data in a patent application as originally
filed, to demonstrate whether the technical problem is solved, whether the technical effect is
achieved, whether the invention is disclosed in a sufficient way, whether the experimental data

provided in the description is capable to support the scope of claims, among others.

Experimental data could be categorized into qualitative data and quantitative data. Qualitative data
are data representing information and concepts that are not represented by numbers. In contrast,
qualitative data are data that can be represented with numbers. Experimental data may be considered
in the evaluation of patentability in different stages and different legal proceedings, for instance,

patent examination proceedings, patent review proceedings, and judicial proceedings.

2. Necessity of filing post-filing data in patent practice

Post-filing data, also referred to as supplemental (experimental) data, supplementary (experimental)
data, are experimental data which are not included in the patent application as originally filed, but
filed after the filing date. Post-filing data may be submitted during patent examination proceedings,

patent review proceedings, and judicial proceedings.



Patents reflect various “snap shots” in time that reflect the state of the art at a particular moment. '2
It is considered as overburdened to request a patent applicant to be able to get acknowledged or
predict the overall status in the prior art.'® It would be difficult to avoid a situation that the applicant
did not recite specific experimental data in the original application documents, based on the cognitive
differences in the prior art, the different understandings on the inventive points of the technical
solution, and the inconsistent grasp of the cognitive level of the person skilled in the art. It is difficult
for a patent applicant to accurately predict the inventive points on the filing date or priority date.
Even if the applicant makes an accurate prediction on the inventive point, the facts and data needed
to prove the non-obvious technical contribution may be different for the same technical problem,
based on different understandings of the prior art and different choices of the closest prior art. As far
as sufficient disclosure is concerned, the understanding of the examiner or the petitioner for
invalidation on the patent application documents and their grasping of the cognitive level of the
person skilled in the art may be different from the patent applicant, and they may therefore question
whether the patent application meets the requirements of sufficient disclosure. Under the above
circumstances, patent applicants need to rely on the supplemental experimental data submitted after
the filing date or priority date to prove that their patent applications meet the patentability
requirements. Therefore, the supplemental experimental data submitted by the patent applicant after

the filing date may be examined.

3. Principles for accepting post-filing data

The principles for accepting supplemental experimental data may be observed underlying the basic
principles of a patent legal system, including but not limited to “first-to-file” principle and

“disclosure in exchange of protection” principle.'*

The purpose of the patent system is to encourage inventions and contribute to the development of
industry by granting patents to the inventions on the premise of disclosure of the inventions and
thereby guaranteeing the monopolistic and exclusive working of the inventions as a business for a
certain period of time. A description, which a person who intends to obtain a patent for an invention
should attach to the written application, originally has the role of clarifying the scope (technical

scope of the patented invention) to which a patent right extends after establishment of the patent

12 Timothy R. Holbrook, 'Patent Disclosures and Time' (2016) 59 Vand L Rev 1459.

13 Rui Zhuo, 'Issues on Supplementing Experimental Data within Patent Authorization and Affirmation Disputes in the Biomedical
Field' (2019) 2 Electronics Intellectual Property 90.

14 See Mengting Liu, 'Consideration and Standard Construction of Supplementary Experimental Data in Biomedical Field
the Perspective of Creativity' (2017) 5 Science Technology and Law 16, 21.
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right, as well as disclosing the technical content of the invention to the public.'

It is an important issue in both academic field and practical area to study in which scenarios post-
filing data could be accepted and how to balance the encouragement on innovations and to achieve
the quid-pro-quo premise of the patent system. In the following sections II-V, discussion will be
made in view of the practice at JPO, CNIPA, EPO and USPTO.

II. Post-filing data in Japanese Patent Practice

Patent protection in pharmaceutical industry is important in Japan. Among the 15 grand panel cases,
several cases are related to pharmaceutical patents.'® In this section, the practice in Japan will be
discussed in view of legal provisions on description, the Guidelines for Examination, Handbook for

Examination as well as cases in recent years.

1. Requirement on description in Patent Act

According to Japanese Patent Act, the description must state a detailed explanation of the invention'”,
and the statement of the detailed explanation of the invention shall be clear and sufficient to enable
a person ordinarily skilled in the art of the invention to work the invention'®. Further, to fulfill
support requirement for the claims, the invention for which a patent is sought shall be stated in the

detailed explanation of the invention.'’

13 https://www.jpo.go.jp/resources/shingikai/sangyo-kouzou/shousai/kijun_wg/document/seisakubukai-05-shiryou/08.pdf.
(Accessed: 12 October 2023)
16 See https://www.ip.courts.go.jp/hanrei/g_panel/index.html. (Accessed: 12 October 2023)
17 Subsection (3) of Article 36: The description referred to in the preceding paragraph must state the following:
(1) the title of the invention;
(ii) a brief explanation of the drawings; and
(iii) a detailed explanation of the invention.
18 Subsection (4) of Article 36 that the statement of the detailed explanation of the invention referred to in item (iii) of the preceding
paragraph must comply with each of the following items:
(1) as provided by Order of the Ministry of Economy, Trade and Industry, it is clear and sufficient to enable a person ordinarily
skilled in the art of the invention to work the invention; and
(i1) if the person seeking the grant of a patent has knowledge of any invention (meaning an invention as provided in Article 29,
paragraph (1), item (iii), hereinafter the same applies in this item) that is connected to the person's invention and that, as of
the time the person files the patent application, has become a published, publicly-known invention, it gives the name of the
publication in which the published, publicly-known invention appears and indicates the whereabouts of other information on
it.
19 Subsection (6) of Article 36: The statement of the claims referred to in paragraph (2) must comply with each of the following
items:
(1) the invention for which the patent is sought is stated in the detailed explanation of the invention;
(ii) the invention for which a patent is sought is clear;
(iii) the statement for each claim is concise; and
(iv) the statement is composed in accordance with Order of the Ministry of Economy, Trade and Industry.



(1) Purpose of enablement requirement

The requirement under Item (i), Subsection (4) of Article 36 (referred to as “Article 36(4)(i)” in brief)
is the enablement requirement for the description.?® Subsection (4) is an extremely important
provision which stipulates how the detailed explanation of the invention should be described, and
violation of this subsection will be a reason for refusal, a reason for an opposition or a reason for

invalidation of a patent.?!

This provision obligates the disclosure of the invention by the detailed
explanation of the invention as the premise for patent protection.?? The patent system grants an
exclusive right for a fixed period of time under certain conditions in compensation for making the
invention public; however, if the detailed explanation of the invention is not clearly described, the
significance in disclosing the invention would be lost, which would ultimately result in the loss of

the purpose of the patent system.??

(2) Development of enablement requirement

This subsection had conventionally provided that the detailed explanation of the invention must state
the purpose, composition and effects of the invention in a manner sufficient for the invention to be
easily carried out by a person having ordinary skill in the art to which the invention pertains; however,
in order to enable statements corresponding to diverse technology and to achieve international
harmonization of the system, the conventional phrase, “the purpose, composition and effects of the
invention,” was deleted by the partial amendment of the law in 1994, and the provision was amended
into the current form.?* Nevertheless, this amendment of Subsection (4) has not changed the original
function of the detailed explanation of the invention, which is to disclose the invention, and has not
changed the importance of describing clear and complete statements in the detailed explanation of

the invention for the aforementioned purpose of the patent system.?

To fulfill the requirement, the description shall include “the problem to be solved by the Invention,

means for solving said problem and other matters necessary for a person ordinarily skilled in the art

to which the invention pertains to understand the technical significance of the invention”.?

20 See Section 1, Chapter 1, Part I1, Examination Guidelines for Patent and Utility Model in Japan.

21 See Article 49 (iv), 113 (iv) and123 (1) 1 (iv). Japan Patent Office, Kogyd Shoytiken Ho Chikujo Kaisetsu [Dai 16 Han]
(Industrial Property Laws Section-by-Section Summary [16th ed.]) (Japan Institute of Invention and Innovation, 2001)

2.

BId.

2 Id.

BId.

26 See Article 24-2 of the Ordinance for Enforcement of the Patent Act.



2. Examination on supplemental experimental data

Examination standards on experimental results can be found in the Examination Guidelines for
Patent and Utility Model in Japan (“Examination Guidelines”) and Examination Handbook for

Patent and Utility Model (“Examination Handbook™).

(1) General rules

In Japan, post-filing data could be filed in the format of a certificate of experimental results
independently or together with a written opinion. When the certificate of experimental results is

submitted, the examiner shall sufficiently take details of them into account.?’

However, certificate of experimental results is no substitute for "Detailed Description of the
Invention" in the description. It shall be submitted to clarify or verify that matters stated in the

original description are correct and reasonable.

(2) Post-filing data and examination on patentability

Experimental results may be submitted in reply to objections on enablement requirement (sufficiency

of disclosure), support requirement (support from description) and inventive step requirement.

(a) Enablement requirement

In reply to an objection (a notice of the reasons for refusal) on lack of enablement, it is possible for
an applicant to submit a certificate of experimental results to support the argument presented in the

written opinion.

However, it is requested that the description be enabling per se or in light of common knowledge in
the art. Otherwise, such a lack-of-enablement objection would not be obviated. When, due to an
insufficient statement in the description, the statement in the description cannot be regarded to be
clear and sufficient in such a manner as to enable a person skilled in the art to carry out the claimed
invention even in light of the common general knowledge at the time of filing, the reason for refusal

cannot be overcome even though the applicant submits a certificate of experimental results after

27 See Item 2.1.1, Section 4, Chapter 2, Part I of Examination Guidelines.



filing of the application to make up for such a deficiency and thereby argues that the statement is

clear and sufficient.?®

In response to a notice of reasons for refusal involving failure to comply with the enablement
requirement, the applicant may present an argument, explanation, etc. by submitting a written
opinion, certificate of experimental results, and the like. For example, the applicant may, in a written
opinion, point out the common general knowledge, etc. at the time of filing other than those that
were taken into account by the examiner when making a determination, and argue that, in light of
such common general knowledge, the statement in the description can be regarded to be clear and
sufficient enough for a person skilled in the art to carry out the claimed invention. The applicant may
also submit a certificate of experimental results to support such an argument presented in the written

opinion.?

For a medicinal invention, all of the following should be made sufficiently clear as the results of
pharmacological study: (i) which compound was applied to (ii) what pharmacological study system,
(ii1) what results were obtained, and (iv) what relevance the pharmacological study system has with
the medicinal use of the claimed medicinal invention. If the detailed description of the invention
does not contain such results, and the use as claimed cannot be presumed from the common general
knowledge as of the filing, the detailed description of the invention would be considered as not stated

clearly or sufficiently as to enable a person skilled in the art to work the medicinal invention.

In an application relating to a new use of an ingredient which is publicly known, the effective dose
of the ingredient, the mode of administration, and the method of formulation are described in the
detailed description of the invention. Nevertheless, the description does not contain pharmacological
test method or results. Furthermore, the use of the ingredient in an antiemetic drug cannot be
presumed from the common general knowledge as of the filing. In this scenario, the objections
cannot be overcome even when the applicant submits a certificate of experimental results describing

the pharmacological test method and results and argues that the drug functions as an antiemetic drug.

(b) Support requirement

In response to a notice of reasons for refusal involving a violation of the support requirement, the

applicant may make an argument, explanation, etc. by submitting a written opinion, certificate of

28 See Section 1, Chapter 1, Part I of Examination Guidelines.
29 Chapter 3 (“Medicinal inventions”) of Examination Handbook



experimental results, and the like.*°

However, when, due to an insufficient statement in the description, the details provided in the
description can neither be expanded nor generalized to the scope of the claimed invention even in
light of the common general knowledge at the time of filing, the reasons for refusal cannot be
overcome even by submitting a certificate of experimental results after filing of the application in
order to make up for such deficiency, and thereby arguing that the provided details can be expanded

or generalized to the scope of the claimed invention.>!

(¢) Inventive Step

Experimental results could be submitted to prove the invention as claimed having advantageous
effects over the prior art, so as to establish the inventiveness of the invention. In the following case
(1) or (ii), the examiner should consider the advantageous effects over the prior art argued and proved
in the written opinion (e.g. experimental results), etc.:

(i) Case where these effects are stated in the description;

(i1) Case where these effects are not stated in the description, but can be speculated

by a person skilled in the art from the description or drawings

However, the examiner should not take these effects into consideration where these effects are not
stated in the description and cannot be speculated by a person skilled in the art from the description

or drawings.

For instance, in an application relating to a mutant of a polynucleotide whose amino acid sequence
is known in the prior art, the invention is intended to provide a mutant with improved enzyme activity
as compared with the one in the prior art. It seeks to protect a polynucleotide encoding a protein
having an amino acid sequence derived from known amino acid sequence by substitution of glycine

with aspartic acid, alanine, or serine at certain position and having the enzyme activity.

However, even when it is asserted or demonstrated in a written opinion that the mutant with the
given substitution has an advantageous effect in comparison with the one in the prior art, if the effect
is not clearly stated in the description and it cannot be inferred from the statement in the description

and drawings, then the effect shall not be considered and the reason for refusal shall not be

30 See Section 2, Chapter 2, Part II of Examination Guidelines.
31 See Item 3.2, Section 2, Chapter 2, Part II of Examination Guidelines.



overcome.>?

(3) Exemplary cases in Examination Handbook

Exemplary cases were provided in Examination Handbook regarding the submission of post-filing

data and observations in reply to Office Actions. Some of the cases are introduced here for reference.

(a) Case relating to Inventive Step>>

The invention is related to a polynucleotide encoding a mutated protein (a mutant) which includes

amino acid substitution at certain position of the sequence of the protein.

Claim 1 seeks to protect a polynucleotide encoding a protein selected from the following (i) or (ii):

(1) a protein having an amino acid sequence derived from the amino acid sequence set forth in SEQ
ID NO: 1 by substitution of glycine with aspartic acid, alanine, or serine at the 136" position and

having the enzyme A activity; and

(1) a protein having an amino acid sequence derived from the amino acid sequence set forth in SEQ
ID NO: 1 by substitution of valine with leucine, serine, or tyrosine at the 148" position and having

the enzyme A activity.

According to the description of the patent application, substitution of amino acid with aspartic acid
at the 136™ position in the amino acid sequence set forth in SEQ ID NO: 1 is found to markedly
improve the enzyme A activity of the protein. As of the substitution at the 148" position in the amino
acid sequence set forth in SEQ ID NO: 1, there is no disclosure about an advantageous effect in

comparison with the protein described in the prior art.

The invention was rejected as lacking an inventive step based on the ground that a person skilled in
the art would easily conceive the idea of obtaining mutants having a function equivalent or superior
to the protein in view of the prior art based on the aforementioned well-known techniques. No
advantageous effect can be acknowledged on the entire scope of the invention according to claim 1

in view of the description in the prior art.

32 See [Case 17], Chapter 2, Annex B of Examination Handbook.
B



According to the comments in the Examination Handbook, “as one option for the applicant, once it
is asserted based on a certificate of experimental results or the like in a written opinion that both
substitution with alanine at the 136™ position and substitution with serine at the 136™ position
markedly improve the enzyme A activity of the protein, then deleting (ii) will be sufficient to

overcome the reason for refusal.”

“However, as for amino acid substitution at the 148" position in SEQ ID NO: 1, even when it is
asserted or demonstrated in a written opinion that the substitution has an advantageous effect in
comparison with the protein described in the prior art, if the effect is not clearly stated in the
description and it cannot be inferred from the statement in the description and drawings, then the

effect shall not be considered and the reason for refusal shall not be overcome.”

From this case, if can be seen that, even when it is asserted or demonstrated in a written opinion or
certificate of experimental results that the mutant with the given substitution has an advantageous
effect in comparison with the one in the prior art, if the effect is not clearly stated in the description
and it cannot be inferred from the statement in the description and drawings, then the effect cannot
be considered and the reason for refusal cannot be overcome.

(b) Case relating to Enablement Requirement?*

The invention is related to a monoclonal antibody having a high binding ability to a protein (protein
A).

Claim 1 seeks to protect a monoclonal antibody binding to protein A, having a dissociation constant

of 1013 M or more and 107> M or less.

In the description, as an example, a monoclonal antibody was manufactured using protein A as an
immunogen based on the well-known hybridoma method. Only one strain of the hybridoma
producing the monoclonal antibody having the binding ability of 10> M or more and 10" > M or
less in the dissociation constant against protein A was obtained, which produced the monoclonal

antibody having a dissociation constant of 5.6x10°'* M. However, the hybridoma was not deposited.

The description was regarded as stating the invention not clearly and sufficiently so as to enable a

person skilled in the art to carry out the invention claimed in Claim 1, since it cannot be readily

3 See [Case 27], Chapter 2, Annex B of Examination Handbook.
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acknowledged that said hybridoma can be obtained with reproducibility at the time of performing
an additional test by a person skilled in the art, since there is no statement in the description that a
plurality of strains of hybridomas producing the monoclonal antibody binding to protein A with 10"

13'M or more and 107'2 M or less in the dissociation constant were obtained.

According to the comments in the Examination Handbook, the reason for refusal (lack of enablement)
may be overcome by proving, based on specific and objective evidence in a written opinion or the

like, that it is not necessary to make trials and errors, and/or complicated and sophisticated

experimentation beyond the extent to which a person skilled in the art should be reasonably expected

in order to obtain the monoclonal antibody according to Claim 1 with reproducibility at the time of
performing an additional test by a person skilled in the art.

(c) Case relating to Enablement and Support Requirement?”

The invention relates to a therapeutic agent comprising an oligonucleotide.

Claim 1 seeks to protect a therapeutic agent comprising the oligonucleotide X consisting of a base
sequence set forth in SEQ ID NO: 1 as an active ingredient, for tumors, ischemia, immunodeficiency,
epilepsy, hyperlipidemia, hypertension, Parkinson’s disease, baldness, hair loss, diabetes mellitus,

muscular dystrophy, infections, acne, calculi or osteoporosis.

Kinases play a major role in signal transduction pathways in the body. Protein Y was a novel protein
comprising a kinase-like domain therein, and the antisense oligonucleotide X is an oligonucleotide

consisting of a base sequence complementary to a part of the nucleic acid coding for the protein Y.

It is stated in the description that the oligonucleotide X can provide therapeutic effects on a wide
variety of diseases in which kinases may be involved, via suppression of the expression of the protein
Y, and that said disease include tumors, ischemia, immunodeficiency, epilepsy, hyperlipidemia,
hypertension, Parkinson’s disease, baldness, hair loss, diabetes mellitus, muscular dystrophy,

infections, acne, calculi and osteoporosis.

On one hand, the therapeutic effect of the oligonucleotide X was specifically confirmed only on

tumors. In one working example of the description, the results of pharmacological study are stated:

35 See [Case 12], Chapter 3, Annex B of Examination Handbook.
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when the oligonucleotide X was prepared and administered in the tumor model animals, the
expression of the protein Y was suppressed, and the tumor size was reduced. But it is not confirmed

whether or not the protein Y has a kinase activity.

On the other hand, the common general knowledge at the time of filing was that it was difficult to
predict a physiological activity of a protein only on the basis of its partial commonality among amino
acid sequences and, thus, it could not be sufficiently evident that a protein would function as a protein
kinase only because said protein comprised a kinase-like domain in its amino acid sequence. In the
description, the protein Y was not confirmed to actually have a kinase activity, and the relevance of

the protein Y with the diseases excepting the tumors was not confirmed as well.

Therefore, even when the common general knowledge at the time of filing is consulted, it cannot be
recognized what types of diseases the oligonucleotide X with suppressing effect on the expression
of such protein Y is useful for treating. Accordingly, it is not evident from the description of the
present application that the oligonucleotide X has therapeutic effects on the diseases excepting the
tumors. Consequently, the description is not stated in a clear and sufficient manner to enable a person

skilled in the art to carry out the invention claimed in Claim 1.

Moreover, the problem to be solved by the invention claimed in Claim 1 is to provide a therapeutic
agent comprising the oligonucleotide X as an active ingredient, to treat tumors, ischemia,
immunodeficiency, epilepsy, hyperlipidemia, hypertension, Parkinson’s disease, baldness, hair loss,
diabetes mellitus, muscular dystrophy, infections, acne, calculi or osteoporosis. However, as
mentioned above, it is not evident that the oligonucleotide X has therapeutic effects on the diseases
excepting the tumors. Accordingly, the details provided in the description can be neither expanded
nor generalized to the scope of the invention claimed in Claim 1 which includes therapeutic agents
even for the diseases excepting tumor, and thus, the invention claimed in Claim 1 is not the invention

stated in the description.

According to the comments in the Examination Handbook, as one option, the applicant may amend
the claims and submits a certificate of experimental results demonstrating the therapeutic effect of
the oligonucleotide X on the diseases other than tumors (e.g., osteoporosis) to overcome the reasons
for refusal regarding Claim 1. However, when the applicant does not set forth the common general
knowledge or the like at the time of filing other than one that was taken into account by the examiner
at all, but only submits the certificate of experimental results demonstrating the therapeutic effect of

the oligonucleotide X on osteoporosis, then, the reasons for refusal would not be overcome in light
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of the common general knowledge at the time of filing and the extent of the description.

From the exemplary cases in the Examination Handbook, we may see that

- post-filing data could be filed in the format of a certificate of experimental results;

- a certificate of experimental results is no substitute for “Detailed Description of the Invention” in
the description;

- to establish inventive step, technical effects in a certificate of experimental results may be taken
into account if the effects are stated in the description or can be speculated by a person skilled in the
art from the description or drawings as originally filed;

- to satisfy enablement requirement, an applicant may submit a certificate of experimental results to
support the argument presented in the written opinion, but the description shall be enabling per se
or in light of common knowledge in the art.; and

- to meet support requirement, an applicant may make an argument, explanation, etc. by submitting
a written opinion, certificate of experimental results, and the like, but there shall be sufficient
statement in the description that the details provided in the description can be expanded nor
generalized to the scope of the claimed invention or in light of the common general knowledge at

the time of filing.

3. Trial or judicial cases

In above sections, discussions were made in view of legal provisions and guidelines/handbook for
patent examination. In this section, discussion will be made by referring to influencing or recent
cases.

(1) Influencing case early - “Manufacturing Method of Polarizing Film” Case

This is the second case for the Grand Panel at the IP High Court.* This is also a benchmark case
ruling the issue of ex-post facto submission of experimental data. The patent in suit is Japanese

Patent No. 3327423 entitled with “Manufacturing Method of Polarizing Film”. The judgement was

made on November 11, 2005.37

The issues of the case include:

% Akihiro Otsuka, “Manufacturing Method of Polarizing Film” Case, Nihon Chizai Gakkai Shi [Journal of the Intellectual Property
Association of Japan] Vol. 15, No. 2, pp. 33-40 (2018)
372005 (Gyo-Ke) 10042.
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- (Fulfillment of support requirements) A. Regarding the invention claimed in the specification
accompanied with the patent application, which is a so-called “parameter invention”, do claim

recitations of the application comply with support requirement of the Patent Act?

- (Legitimacy of addition to specification by submitting experiment data after filing) B. When the
above-specified issue A is negated, can a patentee-plaintiff assert legitimacy as to the support
requirement on claims by submitting additional experimental data in the course of an opposition
procedure for amending the detailed description of the specification to include data that is not

found in the original specification?

- (Legitimacy of ex post fact application of the Guidelines) C. In the case that the “Guidelines” (the
Examination Guidelines for Patent and Utility Model in Japan) regarding the examination of the
description requirements are revised after the filing date of the invention, is it permissible for the

Patent Office to apply the Guidelines to the invention?

- Does the detailed description in the specification comply with the statutory requirements of the

Patent Law, Article 36(4) before the patent revision of 19947

The detailed explanation of the invention in the description of the Patent only contained two working
examples (Working Examples 1 and 2) and two comparative examples (Comparative Examples 1
and 2). During the proceedings of the opposition, the plaintiff submitted a certificate of experimental
results, and alleged that taking into account the experimental data described in the certificate of
experimental results, the number of specific examples is “sufficient to confirm that those that satisfy

the two formulas [which are described in the claims] bring about a superior effect.”

In relation to the issue of legitimacy of addition to specification by submitting experiment data after
filing, the court stated that original role of a description is “clarifying the scope to which the effect
of a patent right extends after establishment of the patent right (technical scope of a patented
invention) as well as disclosing the technical content of the invention for which a patent is sought to

the public”.

According to the court -

“it should not be permitted to satisfy the Support Requirement of a Description by expanding

or generalizing the content described in the detailed explanation of the invention to the scope
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of the invention described in the scope of claims by supplementing the content outside the
statement by submitting experimental data after filing a patent application, although the detailed
explanation of the invention does not disclose specific examples to the extent that a person
ordinarily skilled in the art can recognize that the problem to be solved by the invention can be
solved and it cannot be said, even in consideration of the common general technical knowledge
of persons ordinarily skilled in the art as of the time of filing the Application, that the content
disclosed in the detailed explanation of the invention can neither be expanded nor generalized
to the scope of the invention described in the scope of claims. This is because such act goes

against the purpose of the patent system.”

(2) Trial and appeal cases in recent years

In this subsection, discussion will be made in connection with trial and appeal cases in recent three

years.

(a) Appeal case A

Case A is related to a patent application®® with the invention title of “a pharmaceutical formulation
containing loxoprofen.” A technical problem to be solved by the invention is to provide means of
suppressing discoloration of a liquid or semi-solid composition comprising loxoprofen or a salt
thereof when stored at high temperature. The problem was solved by providing a pharmaceutical
preparation by accommodating a liquid or semi-solid composition in a polyolefin resin container,
the liquid or semi-solid composition comprising the following components (A) and (B): (A)
loxoprofen or a salt thereof; and (B) a tocopherol. Regarding the technical effect, it was described

in the paragraph [0008] of the description that:

“According to the present invention, discoloration of a liquid or semi-solid composition containing
loxoprofen or a salt thereof during high-temperature storage can be suppressed. Therefore, it is
possible to provide a loxoprofen or a salt thereof-containing medicament with excellent storage

stability.”

The application was rejected for lacking an inventive step, and the applicant appealed. The applicant,

also the petitioner for the trial, filed certificate of experimental results to demonstrate that when a

38 Patent Application No. 2017-013931 (Appeal No0.2021-6888)
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pharmaceutical preparation that satisfies the configuration of the present invention is stored, the
colorless and transparent state remains at 80 ° C for 4 weeks. The petitioner was of the opinion that,
it was described in the description that "discoloration can be suppressed during high-temperature

storage" and the certificate of experimental results shall be taken into consideration.

According to the opinion of the board of appeal, the experimental results shown in the certificate is
twice the storage period of "80° C., 2 weeks" (this specification, Test Example 2, Table 2), and there
is no description on the storage period and the test results thereof in the original specification of this
application. If the additional test is an amendment added to the specification of the present
application, it is a matter equivalent to the addition of a new matter. It cannot be considered as an

effect.

(b) Appeal Case B

Case B is related to a patent application® in biopharmaceutical field. Specifically, claim 1 is related
to the use of a gene therapy retroviral vector particle in the manufacture of a medicament for
identifying a patient capable of benefiting from gene therapy treatment for tumor lesions, wherein
the gene therapy retroviral vector particle comprises an HSV-thymidine kinase (HSV-TK)
polynucleotide and wherein the HSV-TK polynucleotide encodes a mutated form of human HSV-
TK comprising mutations at amino acid residues 32 and 33 and at least one of amino acid residues
25, 26, or 168, wherein the amino acid residues correspond to positions 32, 33, 25, 26, and 168 of
SEQ ID NO: 2, wherein amino acid residues 32 and 33 are each independently mutated to an amino
acid chosen from the group consisting of: glycine, serine, and glutamic acid, and wherein the mutated

form of human HSV-TK increases cell kill activity relative to a wild-type thymidine kinase.

Regarding the claimed invention, the applicant submitted experimental results using HSV-TK which
has the mutations of R32G and R33S (references A-C). Reference A is related to the cell kill activity
of the mutants of HSV-TK with R32G and R33S; and References B and C are related to the clinical
test results. The above results were used by the applicant to “show that mutations within the NLS
region unexpectedly increased cell killing activity, independent of mutations within the enzyme

catalytic site”.

3 Patent Application No.:2016-503157 (Appeal No. 2019-010745)
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The Appeal Board held that first of all, the polynucleotide used by the HSV-TK therapy of the

references B and C is unclear in what kind of thing.

And according to the decision of the Grand Panel of IP High Court “manufacturing method of
polarization film” (Heisei 17(2005) (Gyo-Ke) 10042), if the descriptions of the detailed description
of the invention are insufficient, and the contents disclosed in the description of the invention cannot
be generalized or extended to cover the scope of claimed invention in the light of common technical
knowledge at the time of application, the applicant cannot overcome the reason of refusal by

submitting the experimental result to supplement the insufficiency of description.

The detailed description of this application does not describe nor demonstrate a mutated form of
human HSV-TK comprising mutations at amino acid residues 32 and 33 and at least one of amino
acid residues 25, 26, or 168, wherein the amino acid residues correspond to positions 32, 33, 25, 26,
and 168 of SEQ ID NO: 2, wherein amino acid residues 32 and 33 are each independently mutated
to an amino acid chosen from the group consisting of: glycine, serine, and glutamic acid, and wherein
the mutated form of human HSV-TK increases cell kill activity relative to a wild-type thymidine
kinase. Therefore, the referential materials A, B and C do not complement the description of the

detailed description of this application.

The Appeal Board also evaluated whether the claim meets support requirement in view of the ruling
by court decision of the Heisei 21(2009) (Gyo-Ke) 10033.

Regarding Patent Act Article 36(6)(i), Heisei 21(2009) (Gyo-Ke) 10033 ruled that “Article 36(6)(i)
is aiming to prevent to grant an exclusive right to an extensive range in which the description of a
“scope of the claim” exceeds the range of the technical matter described in the “detailed description

of the invention”.

Therefore, in light of the purpose of the law, the method of interpreting the contents of the “detailed
description” is as follows; a necessary and purposeful method for judging whether or not the “patent
claims” are within the scope of the technical matters described in the “detailed description” of the
invention. Unless there are special circumstances, it is sufficient to formally understand the technical

matters disclosed in the “detailed description”.

For the instant application, there is no formal description given regarding the polynucleotide

encoding the mutant form of claim 1, the detailed description of this application does not disclose
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“a mutant form of HSV-TK comprising mutations at amino acid residues 32 and 33 and at least one
amino acid resFidue 25, 26 or 168 corresponding to positions of SEQ ID NO:2; in which amino acid
residues 32 and 33 are each independently mutated to an amino acid selected from the group
consisting of glycine, serine and glutamic acid”; and such mutant “increases cell killing activity
compared to wild-type thymidine kinase...(omission).... This is why it is determined that the “claims”
do not fall within the scope of the technical matters described in the “detailed description” of the
invention. Therefore, appellant’s allegation that “it is clear that the present application does not have

the reasons for refusal of reason 4 (support requirement)” cannot be adopted.

4. Summary on Japanese practice

In view of the legal provisions and cases, it could be seen that, in Japanese practice,

- post-filing data could be filed in the format of a certificate of experimental results;

- a certificate of experimental results is no substitute for “Detailed Description of the Invention” in

the description;

- to establish inventive step, technical effects in a certificate of experimental results may be taken
into account if the effects are stated in the description or can be speculated by a person skilled in

the art from the description or drawings as originally filed;

- to satisfy enablement requirement, an applicant may submit a certificate of experimental results to
support the argument presented in the written opinion, but the description shall be enabling per se

or in light of common knowledge in the art; and

- to meet support requirement, an applicant may make an argument, explanation, etc. by submitting
a written opinion, certificate of experimental results, and the like, but there shall be sufficient
statement in the description that the details provided in the description can be expanded nor
generalized to the scope of the claimed invention or in light of the common general knowledge at
the time of filing.

II1. Post-filing data in Chinese Patent Practice

Acceptability of supplemental data in health patents including pharmaceutical patents has been a hot
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issue in China, which is also an important issue in some bilateral negotiations or agreements.*’ For
instance, in the Economic and Trade Agreement between the Government of the People’s Republic
of China and the Government of The United States of America, the issue of supplemental data was
addressed in Section C titled with “Pharmaceutical-Related Intellectual Property” under Chapter 1
regarding intellectual property. According to this Agreement, it will be permissible for a patent
applicant to provide supplemental data, so as to fulfill the requirement on patentability.*! In
September 2020, the Supreme People’s Court issued Provisions (I) of the Supreme People’s Court
on Several Issues concerning the Application of Law in the Trial of Administrative Cases with
Respect to Granting and Confirmation of Patent Rights (referred to as “Provision (I)” in brief
hereinafter), and the examination on supplemental experimental data submitted after the filing date
were stipulated in the Provision (I).** In addition, in early 2021, the newly amended Guidelines for

Patent Examination came into effect, which also addressed the same issue.*?

1. Requirement on description in Patent Law
According to Article 26.3 of the Chinese Patent Law, the description shall set forth the invention or
utility model in a manner sufficiently clear and complete so as to enable a person skilled in the

relevant field of technology to carry it out; where necessary, drawings are required.

2. Examination on supplemental experimental data prescribed in Guidelines for Patent

Examination

(1) Recent amendments to Guidelines for Patent Examination regarding supplemental experimental

data

In January 2021, the Chinese amended Guidelines for Patent Examination came into effect. An

important aspect for the amendment is the revised provisions on supplemental data.

40 Yantao Li, 'Supplemental Experimental Data in Pharmaceutical Patent Examination' (2019) 09 Intellectual Property 61.
41 Article 1.10: Consideration of Supplemental Data
1. China shall permit pharmaceutical patent applicants to rely on supplemental data to satisfy relevant requirements for
patentability, including sufficiency of disclosure and inventive step, during patent examination proceedings, patent review
proceedings, and judicial proceedings.
2. The United States affirms that existing U.S. measures afford treatment equivalent to that provided for in this Article.
4 Article 10 of Provision (I): Where a pharmaceutical patent applicant submits supplementary experimental data after the date of
application and claims reliance on such data to prove that the patent application complies with Paragraph 3 of Article 22, Paragraph
3 of Article 26, etc., of the Patent Law, the pertinent people's court shall conduct examination thereof.
43 See Section 3.5, Chapter X, Part II of the Guideline for Patent Examination.
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(1) Principle for examination on supplemental experimental data

Specifically, according to the amended Guidelines for Patent Examination, the principle for

examination** lies in that

- whether the description fulfills the requirement on sufficient disclosure shall be determined based

on the contents recited in the original description and claims;

- an examiner shall examine the supplemental experimental data which are submitted by an applicant
to satisfy requirements under Article 22.3%, Article 26.3%, etc. of the Patent Law after the filing date;
and the technical effects demonstrated by the supplemental experimental data shall be obtainable

from the content disclosed in the patent application.

As compared to the latest version of the Guidelines for Patent Examination prior to the amendment
this time, the amendment is embodied that the purpose for filing supplemental experimental data is
further specified, namely to satisfy requirements under Article 22.3, Article 26.3, etc. of the Patent
Law. It appears that the rationale for accepting supplemental experimental data remains unaltered as
compared to the previous version: namely, “the technical effects demonstrated by the supplemental
experimental data shall be obtainable from the content disclosed in the patent application,” which is
consistent with the “first-to-file” principle. However, from the examples of examination on
supplemental experimental data which are newly introduced into the Guidelines, such data are more

likely to be accepted in patent examination.

(i1) Examples of examination on supplemental experimental data for a pharmaceutical patent

application

The principles for examination provide some guidance on the examination of supplemental data.
And specific examples would opine a more detailed picture on the scenarios for supplemental
experimental data to be examined. An additional section*’ entitled with “supplemental experimental

data for a pharmaceutical patent application” is incorporated into the Guidelines for Patent

4 See Section 3.5.1, Chapter X, Part II of the Guideline for Patent Examination.

4 According to Article 22.3 of the Patent Law, Inventiveness means that, as compared with the prior art, the invention has prominent
substantive features and represents a notable progress, and that the utility model has substantive features and represents progress.

46 According to Article 26.3 of the Patent Law, the description shall set forth the invention or utility model in a manner sufficiently
clear and complete so as to enable a person skilled in the relevant field of technology to carry it out; where necessary, drawings
are required.

47 See Section 3.5.2, Chapter X, Part II of the Guideline for Patent Examination.
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Examination following the above section on “principle for examination,” which provides two
examples for examination on pharmaceutical patent application according to the principle for

examination.

The first example relates to the assessment on the supplemental data for fulfilling requirement on
sufficient disclosure.*® In the first example, the scenario is that the claim of a patent application seeks
for protection of a compound. The examples on the preparation of the compound, function thereof
for lowering blood pressure as well as experimental methods for measuring the blood-pressure-
lowering activity of the compound are recited in the description. However, the experimental results
are not recited in the description. To prove the sufficient disclosure of the description, supplemental

data on the effect of the compound for lowering blood pressure is submitted.

In such a scenario, for a person skilled in the art, the function of the compound for lowering blood
pressure has been disclosed based on the original patent application documents, and the technical
effects to be demonstrated by the supplemental experimental data can be obtained from the contents
disclosed in the patent application documents.*’ As such, such supplemental experimental data shall
be examined.’® Further, it is pointed out that such supplemental experimental data shall also be

examined when evaluating the inventive step.>!

A second example is further provided, which is directed to the evaluation on supplemental data for
fulfilling requirement on inventive step.>* In the second example, the scenario is that the claim of a
patent application seeks for protection of a compound with a general formula. The general formula
and the preparation of the compound with the general formula are recited in the description. The
examples on the preparation of multiple specific compounds under the general formula are provided
in the description. Further, the anti-tumor function of the compound with the general formula,
experimental methods for measuring anti-tumor activity and experimental results are also recited in
the specification. According to the experimental results, the ICso value of the exemplary compounds
are in the range of 10nM to 100nM. To demonstrate that the technical solution of the claim involves
an inventive step, comparative experimental data are supplemented, showing that the ICso value of
one exemplary compound is 15nM and the ICso value of the compound recited in the reference cited

by the Examiner is §7nM.

B Id.
YId.
0.
SHrd.
27d.
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In such a scenario, for a person skilled in the art, the exemplary compound per se and the anti-tumor
function thereof has been disclosed, and the technical effects to be demonstrated by the supplemental
experimental data can be obtained from the contents disclosed in the patent application documents.>?
Further, it is pointed out that an examiner still needs to analyze whether technical solution sought
for protection by the claim involve an inventive step in view of the supplemental experimental data.>*
It may imply that, even if a specific compound conforming to a general formula involve an inventive
step, it does not definitely mean that the compound characterized by the general formula also
involves an inventive step. This reasoning could be mirrored in a recent case in reexamination

proceedings, which will be discussed in Section 4 below.

From the above examples, it appears that the scenarios are more favorable to a patent applicant or a
patentee. Firstly, it is more likely for an applicant to file an application at an early stage of research
and development. For instance, when the applicant designs and prepares a new compound and
initially verifies the function thereof (e.g., with some qualitative experimental results available), it
is possible for the applicant to file an application. Secondly, it may be feasible for an applicant to
obtain a patent right with supplemental data during prosecution. Thirdly, it may also helpful for a
patentee to safeguard the patent thereof via supplemental experimental data, as demonstrated in a

recent case in patent invalidation proceedings, which will be discussed in Section 4 below.

Besides the current amendment to the Guidelines for Patent Examination, the history of the revisions

thereto regarding supplemental experimental data is also worth noting.

(2) Historical amendments to the Guidelines for Patent Examination regarding supplemental

experimental data

The discussion on supplemental data has been an important issue since China began to protect
pharmaceuticals and chemicals in Patent Law in 1993. Amendments to the Guidelines for Patent
Examination often follows the amendment to the Patent Law, and provisions on supplemental data

had changes in the Guidelines for Patent Examination over the past years.

In the Guidelines for Examination (1993), the requirement on supplemental data was relatively
flexible. Even though it was not allowed to incorporate supplemental examples into the specification

or the claims (especially those related to the scope of protection), they can be referred to by

3d.
MUd.
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examiners when examining patentability. With the second amendment to the Patent Law which came
into effect on 1 July 2001, the Guidelines for Examination was amended regarding examination on
supplemental data, namely “patentability” was amended as “novelty, inventive step and utility.” It
appears that there was no substantial amendment as compared to the 1993 version. In 2006, the
Guidelines for Examination was further amended, it stipulated that supplemental data shall not be
considered. During the period from approximately 2006 to the end of 2013, the examination on the
sufficient disclosure of a pharmaceutical invention by SIPO was extremely strict, and the status was
changed in 2013.° Prior to the current amendment to the Guidelines for Patent Examination, the
most recent amendment regarding supplemental data is the amendment in 2017, which strengthened
the rationale for examining post-filing data. Finally, according to the current amendment which came
into effect in January 2021, it further specifies supplemental data can be filed to meet certain legal
requirements under the Patent Law, which is consistent with the wordings in Economic and Trade
Agreement between the Government of the People'’s Republic of China and the Government of The
United States of America. And it is the first time to provide examples where supplemental data are

acceptable in the Guidelines for Patent Examination.

35 X. Li, 'The impact of higher standards in patent protection for pharmaceutical industries under the TRIPS agreement - A
comparative study of China and India' (2008) 31 World Econ 1367.

% On 17 October 2013 the Patent Affairs Administration Department of the SIPO issued a ‘Notice to implement relevant provisions
of the Patent Law, Patent Rules and Patent Examination Guidelines in Patent Examination’ to all patent examination departments
(including PRB) of SIPO and held a ‘News Briefing on Patent Examination in SIPO’ on 4 December 2013.
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Table 1 summarizes the provisions on post-filing data in different versions of Guidelines for

Patent Examination.

Table 1. Brief summary of provisions on post-filing data in different versions of Guidelines for Patent

Examination.
Year Provisions on post-filing data
1993 It was not allowed to incorporate supplemental examples into the specification or even the claims,

especially those related to the scope of protection. Supplemental examples can be referred to by
examiners when examining patentability.

2001 It is not allowed to incorporate supplemental examples into the specification or even the claims,
especially those related to the scope of protection. Supplemental examples can be referred to by
examiners when examining novelty, inventive step and utility.

2006 Whether the description fulfills the requirement on sufficient disclosure shall be determined based
on the contents recited in the original description and claims. Examples and experimental data
submitted after the filing date shall not be considered.

2017 Whether the description fulfills the requirement on sufficient disclosure shall be determined based
on the contents recited in the original description and claims. An examiner shall examine the post-
filing experimental data. The technical effects demonstrated by the post-filing experimental data
shall be obtainable from the content disclosed in the patent application.

2021 Whether the description fulfills the requirement on sufficient disclosure shall be determined based
on the contents recited in the original description and claims. An examiner shall examine the post-
filing experimental data which are filed to satisfy requirements under Article 22.3 and Article 26.3,
etc. of the Patent Law. The technical effects demonstrated by the post-filing experimental data
shall be obtainable from the content disclosed in the patent application.

From the above, it can be seen that, in the 1993 and 2001 versions of the Guidelines for Patent
Examination, the post-filing data are generally considered as references. And in the 2006 version,
the requirement became highly rigid, and post-filing data are not considered. After 2017, post-filing
data are more likely to be considered and examined in patent examination. But at that time, under
the scenarios enumerated in the currently amended Guidelines for Examination, supplemental data
would generally not be accepted.”’” When there is only general or qualitative description in the
specification, and the technical effects demonstrated by post-filing experimental data would be
considered as not being obtainable from the content disclosed in the patent application. Accordingly,
from the examples in the currently amended Guidelines for Examination, it seems that the current

version of the Guidelines for Patent Examiners opens a broader window for supplemental data.

In the following sections, the recent trends on acceptability of supplemental data in patent review

proceedings and judicial proceedings will be discussed.

3. Acceptability of supplemental data in recent patent review and judicial proceedings

57 See, for instance, a decision of Supreme People’s Court (2019) Zui Gao Fa Xing Shen No. 6287.
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In Chinese practice, patent review proceedings may involve proceedings of patent reexamination
and patent invalidation. If a patent application is rejected upon substantive examination, the applicant
may request for patent reexamination. And for a patent as granted, one may file a request for
invalidation. Besides patent examination proceedings, patent reexamination and invalidation

proceedings are also addressed in the Guidelines for Patent Examination.

It has been evident now, according to the newly amended Guidelines for Patent Examination and
“Provision (I)” issued by the Supreme Court that supplemental experimental data filed by a patent
applicant or a patentee, as evidences, during patent examination, patent review proceedings or
judicial proceedings should be examined. According to the Guidelines, supplemental experimental
data is acceptable if the technical effect proved thereby is obtainable from the original application
documents. What the requirement on “obtainable from the original application documents” refers to

has been a key issue in question, and the recent cases may provide guidance to some extent.

In this section, five recent cases (Cases A-E) involving patent review and judicial proceedings will
be introduced and discussed to illustrate how this issue is addressed. Although China is not a case
law jurisdiction, from these precedent cases which may have some guidance effect, we may see the
efforts of the Chinese authorities in addressing the tension between the acceptance of supplemental
data and the “first-to-file” principle by balancing therebetween, and thus provide guiding principles

and factors that are considered or likely to be considered by a judicator.

To have an overall picture of the cases, a summary of the five cases is initially provided. Cases A-E
can be classified into two categories: (1) the technical effect to be proved by supplementary data can
be generalized from the results of parallel technical solutions in the original disclosure (Case 4); and
(2) the technical effect to be proved is recited in the original disclosure while no relevant data are

included in the original disclosure (Cases B-E).

For Category (1), the answer is relatively apparent, that is, the supplementary data is obtainable from
the original disclosure and thus acceptable in view that the technical effect can be inferred from the
originally-filed data for parallel technical solutions, and the acceptance will not violate the “first-to-

file” principle.
For Category (2), it can be seen from Cases B-E that explicit or implicit disclosure of the technical

effect in the original application documents is a necessary but not sufficient condition to justify that

the technical effect is obtainable from the original disclosure. Secondary factors were taken into
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account to evaluate whether the recited technical effect is obtainable rather than a simply assertive
statement, including e.g., technical contribution (Case D), attention paid to the technical effect and
research conducted in connection with the technical effect at the filing date (Case B), experimental
protocols (including experimental conditions) as adopted in the supplemental data (Case E),
consistency between the result in the supplemental data and the technical effect described in the
original disclosure (Cases C and E) and whether the supplementary data is to remedy inherent defect
of the application documents (Case C). We may see the factors in more details in the scenarios of

the cases as illustrated hereinafter.

(1) Examination on supplemental experimental data in patent reexamination (Case A)

Lipid technology is applicable for drug delivery, for instance, the enhancement of drug encapsulation
via certain type of lipids. Chinese patent application No. 201580042288.1 titled “cationic lipid”
relates to a technology which enables introduction of an active ingredient into various cells with a
high efficiency, and compounds used therefor.>® The independent claim 1 is directed to a compound
represented via a general formula or salt thereof. The application was rejected for lacking an
inventive step on 10 June 2019. And the patent applicant, Takeda Pharmaceutical Company Limited,

filed a request for reexamination in due course.

Supplemental data were filed by the patent applicant during reexamination to compare the
encapsulation rate of certain specific compounds in Examples 1-6 and 9-10 of the description and
the encapsulation rate of lipids C194 and C195 which are structurally similar to Compound 2
disclosed in the closest prior art cited by the Examiner during substantive examination, showing that
lipids C194 and C195 cannot encapsulate mRNA therein, and in contrast, the lipid particles of the

instant application show a high encapsulation rate.

The supplemental data were examined and accepted by the reexamination panel. Specifically,
although the biological activity of the compounds in Examples 2-6 and 9-10 were not experimentally
verified, it is believed that a person skilled in the art can reasonably anticipate their activity based
on the activity of the compounds in Examples 1, 7 and 8 that have similar structure with the
compounds of Examples 2-6 and 9-10. Accordingly, the technical effect proved by the
supplementary data can be obtainable by generalization from the original disclosure. Taking the data

originally recited in Examples 1, 7 and 8 and the supplementary data into account collectively, the

38 See CN Patent Application Publication No. CN 106573877A.
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Panel acknowledged that the inventive compounds achieved the technical effect of high
encapsulation rate over the whole scope of the claims, and thus reversed the rejection decision on 8
January 2021.%° The patent application was granted with a patent on 13 April 2021,%° with a relative

broad protection scope allowed.

This is a case that the applicant successfully convinced the reexamination panel that the technical
solution directed to a compound of a formula involve an inventive step via filing supplemental data.
In determining the acceptability of the supplemental data, the main factor considered is that the
technical effect demonstrated via such data is obtainable by generalization from the results for
parallel technical solutions included in the original disclosure. Further, by reviewing the original
disclosure, it can be found that the methods for measuring and calculating encapsulation rate were

described therein.

(2) Examination on supplemental experimental data in patent invalidation (Case B)

Chinese Patent No. 200880015627.7 titled “NOVEL PIPERAZINE SALTS AS D2/D3
ANTAGONISTS” was granted to RICHTER GEDEON NYRT on June 12, 2013.%! The patent relates
to novel salts of a compound trans 4-{2-[4-(2,3-dichlorophenyl)-piperazine-l-yl-ethyl}-N,N-
dimethylcarbamoyl-cyclohexylamine, processes for the preparation thereof, and the use thereof in
the treatment and/or prevention of conditions which require modulation of dopamine receptors,
among others. The patent involves 14 claims, and the independent claim 1 relates to a crystalline

form of a compound. Independent claim 1 as granted reads:

1. Crystalline trans 4-{2-[4-(2,3-dichlorophenyl)-piperazine-1-yl]-ethyl}-
N,N-dimethylcarbamoyl-cyclohexylamine hydrochloride anhydrate having a

powder X-ray diffraction pattern substantially as depicted in Figure 3.
Trans 4-{2-[4-(2,3-dichlorophenyl)-piperazine-1-yl]-ethyl}-N,N-dimethylcarbamoyl-cyclohexylamine
is also named as cariprazine, which is an active ingredient for a FDA-approved drug with a trade name

Vraylar®, for the treatment of some mental diseases.

On 27 December 2019, a petitioner filed request to invalidate the patent on the grounds the claims

59 See Reexamination Decision No. 242682.
60 See CN Patent Publication No. CN106573877B.
61 See CN Patent Publication No. CN101679315B.
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1-14 of the patent do not comply with Art. 22.3, Art. 26.3 and Art. 26.4 for lack of an inventive step,

insufficient disclosure and lack of support from the description, respectively.

In order to counter the challenge on inventiveness, the patentee submitted supplemental data in
invalidation proceedings to prove the high purity of the claimed crystalline form, which is a technical

effect recited in the original description without supporting data.

The supplemental data as filed were examined and accepted by the Panel.®? Specifically, the panel
contends that the high purity of the claimed crystalline form to be approved by the supplemental data
is obtainable from the original disclosure, because a person skilled in the art can recognize that the
higher purity of monohydrochloride compared to other salts is a technical effect that the patentee
has paid attention to and should have conducted research before the filing date in view of the original
disclosure of the application documents. Specifically, the specification explicitly mentioned
“excellent stability, isolability handling and solubility properties” of cariprazine salts, and stated that
“the hydrochloride salt is particularly preferred, as it may be prepared in the highest yield and highest
purity; and another advantage of the monohydrochloride salt is that it can readily be prepared using
standard solvents and reaction conditions.” Therefore, the supplemental experimental data is

acceptable and can serve as evidence to demonstrate the technical effect achieved by the invention.®

On this basis of the unexpectedly higher purity of Form I crystalline of cariprazine hydrochloride
than other forms of salts as demonstrated by the supplemental data, the panel concluded that,
although a person skilled in the art could develop salts of cariprazine in crystalline form on the basis
of the prior art, the crystalline Form I of cariprazine hydrochloride as claimed in claim 1 achieved
high purity which is difficult to be expected by a person in the art as compared to other cariprazine
salts. Accordingly, it is believed by the panel that the technical solution of claim 1 achieves
unexpected technical effect, and the inventiveness thereof is recognized.®* A decision was made on

27 November 2020 holding that the patent is valid.

In health industry, particularly pharmaceutical industry, an enterprise may choose to file
application(s) directed to crystalline forms of a compound or salts thereof, which may extend the

patent protection period to some extent. Patents seeking for protection of polymorphs, prodrugs and

2 See Patent Invalidation Request Examination Decision No. 47087.
0 Id.
4 Id.

28



salts among other modified forms are considered as “secondary” pharmaceutical patents.® In this
case involving a crystalline form of a compound, inventive step is established via the filing of
supplemental data. From the reasoning of the panel, an initial issue is still whether the technical
effects to be proved could be obtainable from the original disclosure. It appears that “obtainable” is
not equable to “actually obtained.” From the examples in the Guidelines for Patent Examination and
this case, it appears that qualitative technical effects in the original application documents may serve
as basis for filing supplemental data, including when such effects are not recited in detailed
description or examples, but just in background section, which could be seen from the following

judicial decision.

(3) Examination on supplemental experimental data in patent judicial proceedings (Cases C-E)

Judicial decisions, particularly decisions from the Supreme People’s Court and specialized
intellectual property courts (e.g., Beijing Intellectual Property Court), may reflect the current trend
on acceptability of supplemental experimental data to some extent. Here provided are two recent and
influencing cases wherein supplemental data were accepted (Cases C and D). A case (Case E)
wherein supplemental data were taken into account but considered as not acceptable is also addressed,

to explore the issue from the other side of the sea.

(a) AstraZeneca AB v. China National Intellectual Property Administration (Case C)

This 1s an appeal case before the Supreme People’s Court. In this case, technical effect was described
in technical background section of the description, and post-filing data were submitted to prove this
technical effect in order to establish the inventive step of the technical solutions as claimed. Court
decision was made in October 2020, which is an influencing judicial decision, with detailed

reasoning on the acceptability of supplemental experimental data in judicial proceedings.

This case relates to a Chinese invention patent with the patent number ZL. 200610002509.5 titled
with “NEW CRYSTALLINE AND AMORPHOUS FORM OF A TRIAZOLO(4,5-D)PYRIMIDINE
COMPOUND.”% The patent bears a filing date of 31 May 2001 and was granted on 5 November
2011. The patent seeks to protect a compound with certain crystalline form, a pharmaceutical

composition comprising the same, and the use of the compound. The patent involves 4 claims and

% A. Kapczynski, C. Park and B. Sampat, 'Polymorphs and Prodrugs and Salts (Oh My!): An Empirical Analysis of "Secondary"
Pharmaceutical Patents' (2012) 7 Plos One
% See CN Patent Application Publication No. CN1817883B.
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the claims as allowed are as follows:

1. A compound of formula (I) in the crystalline form of Polymorph II:
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characterized in that the X-ray diffraction pattern is substantially as shown in

Figure 1.2.

2. A pharmaceutical composition comprising the compound of formula (I) in the
crystalline form of Polymorph II of claim 1 and a pharmaceutically acceptable

carrier.

3. The pharmaceutical composition of claim 2, wherein the carrier is selected

from an adjuvant and a diluent.

4. Use of the compound of formula (I) of claim 1 in the crystalline form of
Polymorph II in the manufacture of a medicament for use in the prevention of
arterial thrombotic complications 1in patients with coronary artery,

cerebrovascular or peripheral vascular diseases.
This description of the patent addressed that the compound of claim 1 has “a surprisingly high
metabolic stability and bioavailability” in the background. The examples disclosed in the original
description are related to the preparation of compounds and representative pharmaceutical dosage

forms thereof, but do not provide data for metabolic stability and bioavailability.

Unfortunately, the Patent was invalidated as a whole in 2017 for lacking inventive step under Article
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22.3 of the Patent Law.?” Specifically, in the decision of invalidation, the panel contended, for a
compound structurally similar to a known compound, inventive step can be established based on
unexpected use(s) or effect(s); and as for post-filing data, if post-filing data are not for demonstrating
technical effects which can be obtained from the original patent application documents, such data

are not acceptable to demonstrate the inventive step of the technical solutions as claimed.

The patentee appealed to Beijing Intellectual Property Court, and the court upheld the decision of
the invalidation decision of CNIPA on February 25, 2019.% Finally, the patentee appealed to the

Supreme People’s Court.

According to the Supreme People’s Court, whether the supplemental experimental data submitted
by AstraZeneca AB can prove that the compound of Claim 1 has “surprisingly high metabolic
stability and bioavailability” is a prerequisite for determining the technical problem actually solved
by Claim 1. This involves questions including whether the supplemental experimental data should

be examined and accepted, and whether they can prove the facts to be proved.

Should the supplemental experimental data submitted by AstraZeneca AB be examined?

It 1s confirmed by the Supreme People’s Court that supplemental experimental data should be
examined. Regarding this issue, the Court firstly referred to Article 10 of Provisions (1) of the
Supreme People’s Court on Several Issues concerning the Application of Law in the Trial of
Administrative Cases with Respect to Granting and Confirmation of Patent Rights. Subsequently,
the court analyzed the difficulties which could be met by an applicant and the issues which may arise
in the original disclosure of a patent application in view of a research process and knowledge of the
prior art when an invention was made. In view of the characteristics of R&D process and the filing
of a patent application, according to the Supreme People’s Court, supplemental experimental data
should be examined. In the meantime, a follow-on issue is, if the supplemental data are examined,

whether they can be accepted.

If supplemental experimental data are examined, can they be accepted?

With the technical effects demonstrated via supplemental data being explicitly recited or implicitly

disclosed in the original disclosure, supplemental data are acceptable. From the reasoning of the

%7 See Patent Invalidation Request Examination Decision No. 33975.
%8 See (2018) Jing 73 Xing Chu No. 2034.
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Court, allowing the patent applicant to submit supplemental experimental data and examine the
supplemental experimental data after the filing date or priority date does not mean that the
supplemental experimental data will be necessarily accepted. For instance, a patent applicant may
submit supplemental experimental data after the filing date or priority date to bring undisclosed or
unfinished contents on the filing date or priority date into the scope of patent protection, which may
enjoy the benefit of early filing date for these contents and thus violate the “first-to-file principle,”

or remedy the inherent defects of the original patent application documents.

According to the Supreme People’s Court, to determine whether supplemental experimental data are
acceptable, some prerequisites or conditions would need to be met. As a positive condition, the
original patent application documents need explicitly recite or implicitly disclose the facts (namely,
the technical effect) to be proved by the supplemental experimental data. If the facts to be proved
directly by the supplemental experimental data are explicitly recited or implicitly disclosed in the
original patent application documents, it can be considered that the applicant has completed the
relevant research, and the acceptance of the relevant supplemental experimental data does not violate

the “first-to-file principle.”

On the other hand, as a negative condition, the applicant is not allowed to file the supplemental data
to remedy the inherent defects of the original patent application documents. Supplemental
experimental data should usually prove the authenticity of the facts that are explicitly recited or
implicitly disclosed in the original patent application documents, and then play a supplemental role
in proving the legal elements that the applicant or patentee will finally prove, instead of
independently proving the undisclosed contents in the original patent application documents, so as

to overcome the inherent defects of the original patent application documents.

In this case, the original patent application documents recited the technical effect of “surprisingly
high metabolic stability and bioavailability.” However, those skilled in the art cannot determine
whether the compound of claim 1 has this effect according to the original patent application
documents. The supplemental experimental data provided by AstraZeneca AB were intended to
prove the authenticity of the facts to be proved, that is, the compound of Claim 1 does have
“surprisingly high metabolic stability and bioavailability,” so this supplemental experimental data is
not filed to overcome the inherent defects of the original patent application documents and should

be accepted.

Although the supplemental data was accepted, these data were considered insufficient to prove the
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technical effect because the supplemental data only proved “acceptable metabolic stability”, which
is inconsistent with the technical effect of “surprisingly high metabolic stability” recited in the
original disclosure. It could be inferred from this case that a factor for the acceptance of supplemental
data is the consistency between the results demonstrated via the supplemental data and the technical

effect recited in the original disclosure.

In Case C, a picture traced back to the time when an invention was made, and the supplemental
experimental data was under consideration in the context and on the characteristics of R&D process.
As addressed in the decision, the potential desirability and necessity for an applicant to file

supplemental experimental data is acknowledged.

(b) THERACOS, INC. v. China National Intellectual Property Association (Case D)

This case relates to an invention patent application No. 201410098658.0% titled “PROCESSES FOR
THE PREPARATION OF SGLT2 INHIBITORS” filed by the applicant Theracos, Inc. The
application was rejected for lacking an inventive step on 22 August 2016. The applicant filed a
request for reexamination and supplemental experimental data were submitted during reexamination
proceedings, but the rejection decision was upheld during the reexamination proceedings.’® Then the
patent applicant appealed to Beijing Intellectual Property Court, and a court decision was made on
23 November 2020.7!

The court decision related to the technical solution of claim 6 which is directed to a crystalline form
of'a complex further characterized by X-ray powder diffraction pattern thereof. A key issue in dispute
is whether the SGLT?2 inhibiting effect as addressed in the description should be considered in the
evaluation on the inventive step of claim 6 of the application in suit, and the core of the issue is
considered as whether the supplemental experimental data submitted by the plaintiff to prove this

technical effect should be accepted.

The supplemental experimental data were examined and accepted by the court because the technical
effect verified via the supplemental experimental data belongs to the technical contribution of the
applicant before the “filing date” of the patent application. According to the court, it is not

compulsory to comprehensively recite all technical effects of an invention in the description, and the

9 See CN Patent Application Publication No. CN103910702A.
70 See Reexamination Decision No. 130866.
7I'See (2018) Jing 73 Xing Chu No. 2626.
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absence of corresponding experimental data for a technical effect mentioned in the description does

not necessarily make the application violate the requirements for sufficient disclosure.

In this case, although the SGLT2 inhibiting effect was recited in the description, it is not an effect
described as a technical contribution of this invention in the description. Therefore, whether the
supplemental experimental data can be accepted, or whether the technical effect recited in the
description is only an assertion, depends on whether the technical effect belongs to the technical
contribution of the applicant before the “filing date” of the patent application in dispute, and whether
the public can confirm the effect when the invention was made available to the public. If the above
requirement was met, the acceptance of the experimental data would neither make the patent
protection exceed beyond the technical contribution of the applicant nor undermine the public
interest, so the technical effect proved by such experimental data should be accepted for the
evaluation of inventive step, and the technical effect should not be regarded as an asserted technical

effect just because the description does not recite relevant data in the description.

In the instant case, the supplemental data was submitted in the form of'a co-owned patent application
filed before the filing date of the present application and published after the filing date but before
the publication of the present application. The court thus held the co-owned application can prove
the plaintiff had verified the SGLT2 inhibiting effect of the compound before the filing date, thus
proving the technical effect mentioned in the description is not simply assertive, but a technical
contribution of the plaintiff before the filing date. In addition, the co-owned application has been
available to the public when the present application was published and made available to the public,
which means the acceptance of the data in the co-owned application will not render detriment to the

public interest. On this basis, the court reversed the reexamination decision.

(c) Novo Nordisk A/S v. China National Intellectual Property Association (Case E)

Pharmaceutical formulation patents may serve as an alternative way to extend the period of patent
protection on a novel compound per se. This case relates to a patent seeking for protection of a
pharmaceutical formulation of liraglutide, which is an active ingredient of an FDA-approved drug.
The patent in suit is an invention patent with the patent number of ZL200480034152.87% and titled
“PROPYLENE GLYCOL-CONTAINING PEPTIDE FORMULATIONS WHICH ARE OPPTIMAL
FOR PRODUCTION AND FOR USE IN INJECTION DEVICES.” The patent was filed on 18

72 See CN Patent Publication No. CN1882356B.
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November 2004 by Novo Nordisk A/S, and granted with a patent right on 25 February 2015. The

patent relates to a pharmaceutical formulation, and claim 1 as allowed reads:

“l. A pharmaceutical formulation including Arg®*, Lys* (N°-(y-Glu (N*
hexadecanoyl)))-GLP-1(7-37) and propylene glycol, wherein said propylene
glycol is present in said formulation in a final concentration of from 1 mg/ml to

100 mg/ml, and wherein said formulation has a pH of from 7.0 to 10.0.”

Hangzhou Jiuyuan Gene Engineering Co., Ltd. filed a request for invalidation before to the Patent
Reexamination Board of the former State Intellectual Property Office on 31 March 2015, and
contended that claims 1-18 of the patent are not in conformity with the provisions of Article 22.3 of
the Patent Law in view of a prior art reference, an PCT publication WO03002136A2 which was filed
by the same applicant (Novo Nordisk A/S). The reference disclosed a pharmaceutical formulation
comprising a GLP-1 compound, and a buffer, wherein said GLP-1 compound is present in a
concentration from 0.1 mg/ml to 100 mg/ml, and wherein said formulation has a pH from 7.0 to 10;
and wherein the GLP-1 compound is preferably GLP-1 (7-37), namely, the same compound as the
one in claim 1 of the patent in suit, which is also called “liraglutide.” Example 6 of the reference
also specifically disclosed a liraglutide formulation which contains 3mg/ml liraglutide, 16mg/ml
glycerol, 7mg/ml phenol, and disodium hydrogen phosphate as a buffer, with a pH of 8.4. During
the invalidation proceedings, the patentee submitted affidavits and comparative experimental data
to demonstrate that the formulation as claimed achieved superior technical effect over the one

available in the prior art.

On 6 November 2015, the former Patent Reexamination Board made a decision’®, which held that
the patent did not involve an inventive step, and the patent was invalidated as a whole. According to
the reasoning of the Board, if the facts verified via supplemental data exceeds the original disclosure,
such supplemental experimental data cannot serve as the basis for claiming a right. If the conditions
applied in the supplemental comparative experiments are indefinite or apparently inconsistent with
the original disclosure, which is enough to influence the consistency of experimental result, it shall
be considered that the supplemental comparative experiments are incomparable with the technical
solution of the invention in suit, and such comparative experiments cannot prove that the invention

achieved unexpected technical effect over the closest prior art.

73 See Patent Invalidation Request Examination Decision No. 27508.
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The patentee is not satisfied with the decision and filed a lawsuit with Beijing Intellectual Property
Court. Unfortunately, Beijing Intellectual Property Court upheld the decision’ and the patentee
appealed to Beijing Higher People’s Court. One of the claims of the patentee in the appeal is that the
supplemental experimental data show that the physical and chemical stability of propylene glycol
formulation with higher concentration of liraglutide is higher than that of glycerol formulation,
which proves that propylene glycol can bring better physical and chemical stability and achieve

unexpected technical effect.

The court of second instance delivered its decision on 28 January 2021.7° From the court decision,
it can be seen that the Court examined the supplemental experimental data, but considered that such
data are unacceptable. In particular, the Court held that the description of the patent in suit failed to
recite that the use of propylene glycol as an isotonic agent will result in better physical and chemical
stability of a liraglutide formulation, but simply mentioned that propylene glycol was observed to
have no influence on the physical and chemical stability of Arg**, Lys®® (N°-(y-Glu (N
hexadecanoyl)))-GLP-1(7-37)-containing formulations’®; and the description of the patent does not
involve any information about the comparison of the related effects of propylene glycol with other
candidate isotonic agents. In view of such inconsistency, the technical effect to be proved by the
submitted supplemental data is not obtainable from the original disclosure, especially considering
that the stability of peptide formulations was not verified, and even the tested subjects, methods and
conditions for determining the stability of peptide formulations were not clearly recited in the

specification.

On a side note, the court held that the test method, devices, parameters and other conditions in the
supplemental data comparative test are not clear, and the specific conditions of the comparative test
are different from the original disclosure. These further defects make the supplemental data less

credible to the Court.

From this case, it can be seen that, in addition to the requirement of explicit or implicit disclosure in
the original application documents, the consistency between the results shown in the supplemental
data and the effect recited in the original disclosure is also a key factor for the acceptability of the

supplemental data. Further, the chance of acceptance can be increased if supplemental experiments

74 See (2016) Jing 73 Xing Chu No. 3060.
75 See the Supreme People’s Court decision (2019) Jing Xing Zhong No. 1132.
76 See “Conclusion” in Example 1 of the description of the patent in suit.
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are comparable with the experiments disclosed in the original disclosure.”” If the experimental
methods including conditions are not recited in the original disclosure, or the methods applied in the
original disclosure is different from that applied in a supplemental experiment, it is possible that
such supplemental data are not acceptable. This case echoed a decision of the Supreme People’s
Court in 2015 which was one of the top ten intellectual property judicial cases of the year.”® In the
preceding decision of the Supreme People’s Court, conditions applied in supplemental experiments

were also factors that may influence whether supplemental experimental data are acceptable or not.

In this section, some recent patent review and judicial cases are addressed and discussed in
connection with the examination and acceptability of supplemental experimental data. In can be seen
that post-filing data which are submitted to satisfy requirements on patentability like inventive step
and sufficient disclosure are examined. For the post-filing data to be accepted, the technical effects

demonstrated thereby shall be obtainable from the content disclosed in the patent application.

4. Summary on Chinese practice

From the amendment to Guidelines for Patent Examination and the cases in Chinese practice, it can
be seen that there are certain new trends in patent examination, patent review and patent judicial

proceedings regarding the evaluation and acceptability of post-filing data.

On one hand, the supplemental experimental data which are submitted by an applicant to satisfy
requirements on inventive step, sufficient disclosure, etc. of the Patent Law after the filing date shall
be examined. On the other hand, the technical effects demonstrated by the supplemental

experimental data shall be obtainable from the content disclosed in the patent application.

IV. Post-filing data in the Patent Practice at EPO

In the practice at EPO, the acceptability of post-filing data is an important issue. Post-filing data are

closely related to the evaluation of sufficiency of disclosure and inventive step.

A “plausibility” test was developed with case law. However, there is hot debate on the scenarios

under which post-filing data could be accepted. In 2023, the Enlarged Board of Appeal at EPO made

77Yingmin Shan, 'Consideration of the Submitted Experimental Data in Novelty/Inventive Step Examination' (2018) 15 China
Invention & Patent 95.
78 See the Supreme People’s Court decision (2014) Xing Ti Zi No. 8.
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an important decision regarding post-filing data which serves as a kind of post-published evidence

in the evaluation of inventive step.

In this section, the acceptability of post-filing data will be discussed in view of the requirements in

European Patent Convention (EPC, the Guidelines for Examination in the EPO as well as case law.

1. Requirements in the EPC

The legal basis for sufficiency of disclosure and inventive step can be found in Article 83 and Article

56 of EPC, respectively.

Article 83 EPC regarding “disclosure of the invention”: the European patent application shall
disclose the invention in a manner sufficiently clear and complete for it to be carried out by a person

skilled in the art.

Article 56 EPC regarding “inventive step”: an invention shall be considered as involving an
inventive step if, having regard to the state of the art, it is not obvious to a person skilled in the art.
If the state of the art also includes documents within the meaning of Article 54, paragraph 3, these

documents shall not be considered in deciding whether there has been an inventive step.

The issues of sufficiency of disclosure and inventive step have close relationship, the relationship
thereof is addressed in the Guidelines for Examination in the EPO.” As mentioned above, post-filing
data may relate to both of the issues.

2. Provisions in Guidelines for Examination in the EPO

Even though there is no explicit provision on whether post-filing could be acceptable in the

Guidelines for Examination in the EPO, there is some guidance which may relevant to this issue.

For instance, according to the Guidelines, regarding the formulation of the objective technical

problem of an invention in the evaluation of inventive step, new effects submitted subsequently

7 See Chapter 111-12, Part F of Guidelines for Examination in the EPO (“Sufficiency of disclosure and inventive step”)” “If the
claimed invention lacks reproducibility, this may become relevant under the requirements of sufficiency of disclosure or inventive
step. The technical effect achieved by the invention solves the problem which underlies the application. If an invention lacks
reproducibility because its desired technical effect as expressed in the claim is not achieved, this results in a lack of sufficient
disclosure, which has to be objected to under Art. 83. Otherwise, i.e. if the effect is not expressed in the claim but is part of the
problem to be solved, there is a problem of inventive step (see G 1/03, Reasons 2.5.2, T 1079/08, T 1319/10, T 5/06 and T 380/05).”
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during the proceedings by the applicant could be relied upon, with the prerequisite that “the skilled
person would recognise these effects as implied by or related to the technical problem initially

suggested.”®?

In addition, to fulfill the sufficiency of disclosure, the application as originally filed need to “provide
a single example or other technical information from which it is plausible that the claimed invention
can be carried out.”®! And during opposition proceedings, the opponent may provide experimental

results to demonstrate that the subject matter of a patent fails to achieve the desired technical result.®?

3. Case Law

Case law was developed regarding “plausibility” test. In this subsection, cases ruled by EPO will be

discussed.

(1) “three lines of case law”

Technical Board of Appeal 3.3.02 categorized three different kinds of approaches (“three lines of

case law”) regarding the “plausibility” test adopted by the Boards in view of the cases.®

(a) Ab initio plausibility

In accordance with a first line of case law (“ab initio plausibility line of case law”), post-published
evidence can be taken into account only if, given the application as filed and the common general
knowledge at the filing date, the skilled person would have had reason to assume the purported
technical effect to be achieved. In this line of case law, experimental data or a scientific explanation

in the application as filed commonly serve as reasons which justify this assumption.

80 See Item 5.2, Chapter VI, Part G of Guidelines for Examination in the EPO (“Formulation of the objective technical problem™):
“The extent to which such reformulation of the technical problem is possible has to be assessed on the merits of each particular
case. As a matter of principle any effect provided by the invention may be used as a basis for the reformulation of the technical
problem, as long as said effect is derivable from the application as filed (see T 386/89). It is also possible to rely on new effects
submitted subsequently during the proceedings by the applicant, provided that the skilled person would recognise these effects as
implied by or related to the technical problem initially suggested (see G-VII, 11 and T 184/82).”

See Item 4, Chapter III-3, Part F of Guidelines for Examination in the EPO (“Burden of proof as regards the possibility of
performing and repeating the invention”): “Although the burden of proof in the framework of sufficiency of disclosure as a rule
lies with the party raising the objection, this principle does not apply to cases where the application as filed does not provide a
single example or other technical information from which it is plausible that the claimed invention can be carried out (see e.g. T
1329/11). Furthermore, if there are serious doubts as regards the possibility of performing the invention and repeating it as described,
the burden of proof as regards this possibility, or at least a demonstration that success is credible, rests with the applicant or the
proprietor of the patent. In opposition, this may be the case where, for example, experiments carried out by the opponent suggest
that the subject-matter of the patent does not achieve the desired technical result.”

82 1d.

$T116/18

8
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Representative cases applied “ab initio plausibility” include T 1329/04, T 609/02, T 488/16, T 415/11,
T 1791/11, and T 895/13.
(b) Ab initio implausibility

In accordance with a second line of case law, post-published evidence can only be disregarded if the
skilled person would have had legitimate reasons to doubt that the purported technical effect would
have been achieved on the filing date of the patent in suit. Such doubts may arise, for example, from
the fact that either the application as filed or the common general knowledge on the filing date of
the patent in suit give an indication that the purported technical effect can in fact not be achieved. In
other words, post-published evidence must always be taken into account if the purported technical
effect is not implausible.

Representative cases applied “ab initio implausibility” include T 919/15, T 578/06, T 536/07, T
1437/07, T 266/10, T 863/12, T 184/16 and T 2015/20.

(c) No plausibility

A third line of case law seems to reject the concept of plausibility altogether. This third line of case
law is referred to as applying the “no plausibility” standard. Cases pertain to this line include, for
instance, T 31/18 and T 2371/13.

(2) Recent decision of the Enlarged Board of Appeal

An influencing decision was made on March 23, 2023 by the Enlarged Board of Appeal which is
highest judicial authority under the European Patent Convention and responsible for deciding on
points of law referred to it by Boards of Appeal, giving opinions on points of law referred to it by
the President of the European Patent Office; and (c) deciding on petitions for review of decisions of

the Boards of Appeal.

(a) Patent in suit

The patent in suit is European Patent No. EP2484209 B1 entitled “insecticide compositions” and the
patentee is Sumitomo Chemical Company, Limited. Claim 1 as allowed relates to an insecticide
composition comprising thiamethoxam and one or not less than two kinds of compounds being
selected from a compound represented by a chemical formula. A decision to grant a European Patent

was made by the Examining Division on March 5, 2015 and subsequently the grant of the patent was
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published on April 1, 2015 in the European Patent Bulletin.

(b) Opposition proceedings

Notice of opposition was duly filed by Syngenta Limited on December 17, 2015 on the grounds of
added subject-matter, lack of novelty, lack of inventive step and insufficiency. In the opposition
proceedings, one evidence filed by patent proprietor is D1 (“Additional Test Data’), which became
the focus of the case in the subsequent proceedings.

On December 17, 2017, the Opposition Division of EPO made a decision to reject the opposition

against the patent.

(c) Appeal proceedings

The appellant (opponent in the opposition proceedings) filed a notice of appeal on January 12, 2018,
and grounds of the appeal were subsequently stated on April 18, 2018. According to the appellant,
post-filing experimental data demonstrated in D21 and D22 are inadmissible. The patent proprietor
replied to the appeal on September 4, 2018 and contended that such post-filing data should be
admissible, for which one reason is that “D21 and D22 are not the sole basis to establish that the

problem is solved, but just back up the teaching derivable from the application as filed”.

(d) Questions referred to by the Enlarged Board of Appeal

The Board of Appeal referred the following questions to the Enlarged Board of Appeal.

If for acknowledgement of inventive step the patent proprietor relies on a technical effect and has
submitted evidence, such as experimental data, to prove such an effect, this evidence not having
been public before the filing date of the patent in suit and having been filed after that date (post-
published evidence):

1. Should an exception to the principle of free evaluation of evidence (see e.g. G 3/97, Reasons 5,
and G 1/12, Reasons 31) be accepted in that post-published evidence must be disregarded on the
ground that the proof of the effect rests exclusively on the post-published evidence?

2. If the answer is yes (the post-published evidence must be disregarded if the proof of the effect
rests exclusively on this evidence), can the post-published evidence be taken into consideration if,
based on the information in the patent application in suit or the common general knowledge, the
skilled person at the filing date of the patent application in suit would have considered the effect

plausible (ab initio plausibility)?
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3. If the answer to the first question is yes (the post-published evidence must be disregarded if the
proof of the effect rests exclusively on this evidence), can the post-published evidence be taken into
consideration if, based on the information in the patent application in suit or the common general
knowledge, the skilled person at the filing date of the patent application in suit would have seen no

reason to consider the effect implausible (ab initio implausibility)?

(e) Order of Enlarged Board of Appeal

In its decision, the Enlarged Board of Appeal qualified the principle of free evaluation of evidence
as a universally applicable principle in assessing any means of evidence under the EPC. Hence,
evidence submitted by a patent applicant or proprietor to prove the technical effect relied upon for
acknowledgement of inventive step may not be disregarded solely on the ground that such evidence

had not been public before the filing date of the patent in suit and was filed after that date.

The Enlarged Board further considered that the term "plausibility" did not amount to a distinctive

legal concept or a specific patent law requirement under the EPC.

The order issued by the Enlarged Board of Appeal reads as follows:

1. Evidence submitted by a patent applicant or proprietor to prove a technical effect relied upon
for acknowledgement of inventive step of the claimed subject-matter may not be disregarded solely
on the ground that such evidence, on which the effect rests, had not been public before the filing date

of the patent in suit and was filed after that date.

2. A patent applicant or proprietor may rely upon a technical effect for inventive step if the skilled
person, having the common general knowledge in mind, and based on the application as originally
filed, would derive said effect as being encompassed by the technical teaching and embodied by the

same originally disclosed invention.

After the decision of the Enlarged Board of Appeal was made, it drew broad attention to IP attorneys,

in-house counsels and academic researchers.
On June 14, 2023, the Board of Appeal had a communication with the parties. It is believed by the

Board that, according to G 2/21, D21 may not be disregarded solely on the ground that it is post-
published.
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The Board further pointed out that there are at least two possible interpretations on G 2/21. The first
one is that, “post-published evidence cannot be disregarded solely on the ground that it was not
published before the filing date of the patent and was filed after that date™, but “the effect which this
evidence addresses cannot be relied upon in the formulation of a technical problem if it was not
plausible/credible or not implausible in view of the application as filed supplemented by the common
general knowledge”. The second one is that, “a patent proprietor can rely upon a technical effect and
that post-published evidence filed as proof thereof can be taken into account provided that this effect
is derivable from the application as filed and (thus) does not change the nature of the claimed
invention.” Additionally, the Board of Appeal mentioned that the board is not in a position to
conclude which of the two interpretations most likely reflects the intended meaning of the expression
“as being encompassed by the technical teaching and embodied by the same originally disclosed

invention”.

On July 14, 2023, both of the partied made submission in reply to the above communication and oral

hearing was held on July 28, 2023. The decision of the Board of Appeal is worth noting in the future.

4. Summary on practice at EPO

The examination on post-published evidence (e.g., supplemental experimental data) at EPO
developed with case law. According to the recent order of the Enlarged Board of Appeal, “[a] patent
applicant or proprietor may rely upon a technical effect for inventive step if the skilled person, having
the common general knowledge in mind, and based on the application as originally filed, would
derive said effect as being encompassed by the technical teaching and embodied by the same

originally disclosed invention.”

V. Post-filing data in the Patent Practice in the U.S.

In the U.S., similar to the practice at EPO, the issue of post-filing data was developed in case law.
In this section, discussion will be made in view of the legal requirements on enablement and written
description, enablement test as well a typical case in recent years.

1. Requirements on enablement and written description requirement

It is prescribed in 35 U.S.C. 112 about “Specification”:
(a) IN GENERAL.—The specification shall contain a written description of the invention,
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and of the manner and process of making and using it, in such full, clear, concise, and
exact terms as to enable any person skilled in the art to which it pertains, or with which
it is most nearly connected, to make and use the same, and shall set forth the best mode

contemplated by the inventor or joint inventor of carrying out the invention.

The requirement that the specification describe how to make and how to use an invention is referred
to as “enablement requirement”. The purpose of this requirement is to ensure that the invention is

communicated to the interested public in a meaningful way.

2. Enablement Test

Determining enablement is a question of law based on underlying factual findings. It is required that
the claimed invention be enabled so that any person skilled in the art can make and use the invention
without undue experimentation. In re Wands, 858 F.2d at 737, 8 USPQ2d at 1404 (Fed. Cir. 1988).
The test of enablement is not whether any experimentation is necessary, but whether, if

experimentation is necessary, it is undue.

There are many factors to be considered when determining whether there is sufficient evidence to
support a determination that a disclosure does not satisfy the enablement requirement and whether
any necessary experimentation is “undue.” These factors include, but are not limited to:

e (a) the breadth of the claims;

e (b) the nature of the invention,;

e (c) the state of the prior art;

e (d) the level of one of ordinary skill;

e (e) the level of predictability in the art;

e (f) the amount of direction provided by the inventor;

e (g) the existence of working examples; and

e (h) the quantity of experimentation needed to make or use the invention based on the content

of the disclosure.

In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988)

In practice, all the evidence related to each of these factors need to be considered, and a conclusion
of non-enablement is based on the evidence as a whole. It is not a single, simple factual determination

to reach a conclusion that “undue experimentation” would have been needed to make and use the
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claimed invention; instead, the conclusion is made by taking all the factual considerations into
account. It is improper to conclude that a disclosure is not enabling based on an analysis of only one
of the above factors while ignoring one or more of the others. Based on the evidence regarding each
of the above factors, if the specification, at the time the application was filed, would not have taught
one skilled in the art how to make and/or use the full scope of the claimed invention without undue

experimentation, then enablement requirement is not met.

When evidence (like a declaration with experiments) is considered, the steps, materials, and
conditions used in the experiments of the declaration need to be compared with those disclosed in
the application to make sure that they are commensurate in scope; i.e., that the experiments used the
guidance in the specification as filed and what was well known to one of skill in the art at the time

of filing.

It is requested that specification be enabling as of the filing date. To determine whether a particular
disclosure is enabling as of the filing date, the state of the art existing at the filing date of the
application is used. Even though a later dated publication cannot supplement an insufficient
disclosure in a prior dated application to make it enabling, the publication after the filing date could

be used as evidence to demonstrate the level of skill in the art at the filing date.

3. Case Law

The series of litigations between Amgen INC. and Sanofi regarding patents protecting PCSK9
antibodies is typical and influencing in the biopharmaceutical field. This case involves a dispute
concerning functional genus claims for antibodies. Key issues in the case include enablement and
written description of antibody inventions defined via function, particularly enablement.

(1) Patents at issue

Inhibition of PCSK9 from binding to and degrading LDL receptors serves as a way to treat patients
with high LDL cholesterol. The patents at issue are directed to an antibody which blocks binding of
PCSK9 to LDLR (low-density lipoprotein receptor).

Patents at issue include U.S. Patent Nos. 8,829,165 and &,859,741.

Claim 1 as allowed in US Patent 8,829,165 (’165 patent) is read as follows:
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1. An isolated monoclonal antibody, wherein, when bound to PCSK9, the monoclonal antibody binds
to at least one of the following residues: S153, 1154, P155, R194, D238, A239, 1369, S372, D374,
C375, T377, C378, F379, V380, or S381 of SEQ ID NO:3, and wherein the monoclonal antibody
blocks binding of PCSK9 to LDLR.

The above 15 residues are considered as 15 amino-acid “sweet spot”.

Claim 1 as allowed in US Patent 8,859,741 (’741 patent) is read as follows:

1. An isolated monoclonal antibody that binds to PCSK9, wherein the isolated monoclonal antibody
binds an epitope on PCSK9 comprising at least one of residues 237 or 238 of SEQ ID NO:3, and
wherein the monoclonal antibody blocks binding of PCSK9 to LDLR.

In the specification of the patents in suit, Amgen identified the amino acid sequences of 26 antibodies
that perform the functions of binding to specific amino acid residues on an epitope of PCSK9 and
blocking binding of PCSK9 to LDLR. Further, “roadmap” and “conservative substitution” methods

were described for making other antibodies that perform the functions as defined in the claims.

(2) Case proceedings

In October 2014, Amgen et al. sued Sanofi et al., claiming that Praluent® developed by the latter
infringed the patents at issue. Sanofi et al. challenged the patents’ validity on the grounds of lack of

written description, enablement, and obviousness.

Amgen and Sanofi stipulated to infringement of selected claims (including *165 patent claims 19
and 29 and 741 patent claim 7) and tried issues of validity to a jury in March 2016. During the trial,
the district court granted JMOL of nonobviousness and of no willful infringement as well as
permanent injunction; and the jury determined that the patents were not shown to be invalid for lack

of enablement and written description.*

Sanofi appealed to Federal Court of Appeal, and the court held that the district court erred in its
evidentiary rulings and jury instructions regarding Sanofi’s defenses that the patents lack written

description and enablement, and remanded for a new trial on those issues.®> Permanent injunction

8 Amgen Inc. v. Sanofi, DED-1-14-cv-01317
85 Amgen Inc. v. Sanofi, 872 F.3d 1367 (2017)
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was vacated by the court.

On remand, the parties tried the issues of written description and enablement to the jury. The jury
again found that Sanofi failed to prove that the asserted claims were invalid for lack of written
description and enablement. Sanofi moved for JMOL and, in the alternative, for a new trial. The
district court granted Sanofi’s Motion for JMOL for lack of enablement and denied the motion for
lack of written description. According to the district court, the asserted claims are invalid due to lack

of enablement.5°

Amgen appealed to the Federal Circuit, and the Federal Circuit affirmed the determination of the

district court that the asserted claims are invalid for lack of enablement.®’

In November 2021, Amgen filed Petition for a Writ of Certiorari to the United States Court of
Appeals for the Federal Circuit, and in May 2023, the Supreme Court made a decision.®

According to the Supreme Court, Amgen seeks to monopolize an entire class of things defined by
their function—every antibody that both binds to particular areas of the sweet spot of PCSK9 and
blocks PCSK9 from binding to LDL receptors. Amgen failed “to enable any person skilled in the

art . . . to make and use the [invention]”.

Even as Congress has revised the patent laws over time, it has left this “enablement” obligation
largely intact. Section 112 of the Patent Act reflects Congress’s judgment that if an inventor claims
a lot, but enables only a little, the public does not receive its benefit of the bargain. For more than
150 years, this Court has enforced the statutory enablement requirement according to its terms.

(3) Court opinion on post-priority-date evidence

In this case, the Federal Circuit ruled on the acceptability of post-priority-date evidence.

Post-priority-date evidence proffered by Sanofi et al. to show that the patents in suit did not provide

adequate written description were excluded by the district court.

8 Amgen Inc. v. Sanofi, 14-1317-RGA (2019)
87 Amgen Inc. v. Sanofi, 987 F.3d 1080 (2021)
8 Amgen Inc. v. Sanofi (143 S.Ct. 1243; 598 U. S. (2023))
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The parties disputed whether a court may rely on post-priority-date evidence to determine if a patent
discloses “a representative number of species.” According to Amgen et al, “[w]ritten description and
enablement are judged at the time of filing,” (citing Ariad, 598 F.3d at 1355), and “post-priority-date
evidence may be relevant only if it illuminates the state of the art at the filing date,” (first citing In
re Koller, 613 F.2d 819, 825 (CCPA 1980); then citing In re Hogan, 559 F.2d 595, 605 (CCPA 1977)).
It is believed by Amgen et al. that, because Praluent® and the other antibodies Sanofi et al. proffered
did not exist until after the priority date, “they [were] not part of the state of the art . . . and therefore

cannot ‘illuminate’ it.”

Firstly, the Court confirmed that Amgen et al. are correct that written description is judged based on
the state of the art as of the priority date; evidence illuminating the state of the art subsequent to the
priority date is not relevant to written description. In the meantime, it is believed that Sanofi et al.
are correct that a patent claiming a genus must disclose “a representative number of species falling
within the scope of the genus or structural features common to the members of the genus so that one
of skill in the art can ‘visualize or recognize’ the members of the genus.” Evidence showing that a
claimed genus does not disclose a representative number of species may include evidence of species
that fall within the claimed genus but are not disclosed by the patent, and evidence of such species
is likely to postdate the priority date. If such evidence predated the priority date, it might well

anticipate the claimed genus.

According to the Federal Circuit, Sanofi et al. offered Praluent® and other post-priority-date
antibodies to argue that the claimed genus fails to disclose a representative number of species. As
such, it i1s improper for proffering post-priority-date evidence to illuminate the post-priority-date
state of the art. However, post-priority-date evidence proffered to show that a patent fails to disclose
a representative number of species is different from post-priority-date evidence to illuminate the
post-priority-date state of the art. The use of post-priority-date evidence to show that a patent does

not disclose a representative number of species of a claimed genus is proper.

As for enablement, the Court addressed that, “[f]or many of the same reasons, the district court’s
improper exclusion of post-priority-date evidence requires a new trial on enablement as well.” As
for the post-priority-date evidence purportedly sought to introduce by Sanofi et al. to demonstrate
that lengthy and potentially undue experimentation were engaged in to enable the full scope of the
claims, such evidence could have been relevant to determining if the claims were enabled as of the
priority date and should not have been excluded simply because it post-dated the claims’ priority

date. As such, the court reversed the district court’s decision excluding Sanofi et al.” post-priority-
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date evidence of enablement and remanded for a new trial on enablement.

4. Summary on US practice

Enablement and written requirements are important for patents in biotechnology and pharmaceutical
field in the U.S. In this section, discussion was made in view of 35 U.S.C. 112, particularly the test
on enablement. And the acceptability of post-priority-date evidence was discussed in view of court

decision in recent years.

Post-priority-date evidence may be relevant only if it illuminates the state of the art at the filing date.

On one hand, regarding written description, it is improper for proffering post-priority-date evidence
to illuminate the post-priority-date state of the art; instead, post-priority-date evidence can be used

to show that a patent does not disclose a representative number of species of a claimed genus.

On the other hand, regarding enablement, if post-priority-date evidence is relevant to determining if
the claims were enabled as of the priority date, such evidence should not be excluded simply because

it post-dates the claims’ priority date.

VI. Conclusion and Perspectives

The acceptability of post-filing data has become one of the critical issues in pharmaceutical patenting.
For instance, it was believed by the Enlarged Board of Appeal that “the referred questions raise a
point of law of fundamental importance, since the answers will have an impact beyond the specific
case at hand and will be relevant to a large number of similar cases before the boards of appeal and
before the examining and opposition divisions.” % Accordingly, it is important to study the

relationship between post-filing data and patentability.
In the above sections, introduction and discussion have been made in view of the legal provisions,
guidelines for patent examination as well as cases related to post-filing data in multiple jurisdictions.

From the above, the new trend for examining post-filing data can be demonstrated.

The major findings of this research are summarized in the table below (Table 2).

8 See G 2/21, page 26, Item 15.
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Table 2 Provision and Examination related to post-filing data in jurisdictions of interest.

experimental results
are stated in the
description or can
be speculated by a
person skilled in the
art therefrom;
Enablement: the
description shall be
enabling per se or in
light of common
knowledge in the
art; and

Support: there shall
be sufficient
statement in the
description that the
details provided in
the description can
be expanded nor
generalized to the
scope of the claimed
invention or in light
of the common
general knowledge
at the time of filing.

the supplemental
experimental data
shall be obtainable
from the content
disclosed in the
patent application.

knowledge in
mind, and based on
the application as
originally filed,
would derive said
effect as being
encompassed by
the technical
teaching and
embodied by the
same originally
disclosed
invention.

Japan China EPO uUs
Enablement Art. 36(4) of Art. 26.3 of Art. 83 of EPC 35 U.S.C. §112 (a)
(sufficiency of Japanese Patent Act | Chinese Patent Law
disclosure)
requirement
Support (written Art. 36(6)(i) of Art. 26.4 of Art. 84 of EPC 35 U.S.C. §112 (a)
description) Japanese Patent Act | Chinese Patent Law
requirement
Can post-filing Yes Yes Yes Yes
data be examined?
When shall post- Inventive step: The technical The skilled person, | Post-priority-date
filing data be technical effects in a | effects having the evidence may be
acceptable? certificate of demonstrated by common general relevant only if it

illuminates the state
of the art at the filing
date.

Written description:
post-priority-date
evidence can be used
to show that a patent
does not disclose a
representative
number of species of
a claimed genus.
Enablement: if post-
priority-date
evidence is relevant
to determining if the
claims were enabled
as of the priority
date, such evidence
should not be
excluded simply
because it post-dates
the claims’ priority
date.

Based on the findings of this study, it is found that there is more harmonization regarding the issue

of post-filing data. Post-filing data are closely related to issues including inventive step, enablement

and support requirements. Generally speaking, what to be demonstrated or proved by post-filing data

need to be derivable from the original disclosure of a patent application. Post-filing data cannot

substitute the detailed description in the originally disclosure, and mainly plays an auxiliary role.

And it is still critical to have sufficient disclosure (e.g., experimental data) in the patent application

as originally filed.

Even though there is more harmonization on the examination of post-filing data, in practice, there

are still flexibility on whether or not these kinds of data could be accepted. Also, there may be
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different interpretation or explanation on the general principle. For instance, after the Enlarged Board
of Appeal of EPO made the order, the Board of Appeal addressed that there are two potential manners

of interpretation, and invited the parties to express their opinion thereon.

Accordingly, it is expected that, this issue will become clearer with more cases available to address
and clarify this issue in patent examination, review and judicial proceedings. And it could be seen
that attempts are made to reconcile the tension between the acceptance of post-filing data and the
quid-pro-quo premise of the patent system. Further, harmonization on this issue will bring more legal
certainty to the pharmaceutical companies and pharmaceutical industry. With well-tailored
mechanisms to evaluate the post-filing data, the innovation activities in the pharmaceutical field will

be encouraged.
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Z O MRS — R AED I ] S o ARER AR UL, T 1329/04, T 609/02, T 488/16, T
415/11, T 1791/11, T 895/13 72 ¥ TH 5,

80 BRINFFFF TR G ¥55 VII 3 5.2 ([ RBINZREIFEREOIAL) S, 120 & 5 ICHEMREZ LT 5 2

ENTE AHPIL, BFHFEFRZOEEKWFRICE SO THHME L2 iE2 b ewn, FAlE LT, BHICL->THLI

00T 5RE . ZOMREHELYONEN G EHIT I ENTEHMY | HIFWHREOBMHEDOREME L LT

TN TES (T386/89 /), FieHIcth0 b HEAADER LIoHTH RIS OV T | SEkEAT O BsE 2

ZDOMEE ., NN U HRRE 2 BT 2 I ZICEBR T2 b0 RO, THICKILT 5 Z ¢ b T

% (G-VIL 11 LT 184/82 &) |

WRINFFRFIT RS FEE M E 3 0 4 ((BHAZEEELOHBECTE 5 Z L ONGESEE]) 2R, [B/RO-+HPE I B
T AHIMEEEEIT. FAIE U CEBEZERDANCH 2., ZOFEANL, YPIHEIC, 7 L—ASN=RANEEFET

H B EDERMEE RS — OFEFEHIZE OMOFMIERNE EN TORWEEAIIE, #EAH IR (T1329/11 %422 01),
RIS NZIE Y OO I K OFHAREEICERZERN S A5 61X, ZORREMEE GET 5 B, Xiddkel &

HLEWHERCTAEETH D 2 & 2 AET 5 HEE., HEASUIRETFORHEFE WIS 5, BEH ST OHAE. 2%y

THDE, ok X, BEPILANDOIT o 12 EBRIC L 0 BFFTFO TENFTEOEMERZ b b &R0 ETHD

82]7:;6 7 ]

83 T116/18

8
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(b) 1EHMESE 27 (AD initio implausibility)

B OSENEREEIC X, SZEREDN. I OIS B2 W TER T E 72
MEEE D YRR B 55 A DO, R LOFHLAHEAS 52 &3 T&E 5, 2D XD
IREERIE. U %XiM%Hﬁ5®&ﬁﬁﬁ@th#%%&z\W%@&ﬁ%%
BENEBIILER SNV EEBEZONDIGAICAETEDS, T74bb, Ao
535 Al EEMEDN 22V (implausible) ki%z%mﬁwﬁﬁn\%MLmﬁwMimf%Em
Ah@iﬂi&%tw
5 S AR ME DS S 7o AARA 2R BT IX . T 919/15, T 578/06, T 536/07, T
1437/07, T 266/10, T 863/12, T 184/16, T 201520 23 5,

(c) EHMELSDREAE (No plausibility)

@@§EJWMMWMW)&@iﬁéo_®%E;iéﬁ§%@%&iT3m8&T
237113 Th %,

(2) FEDYLRFFHF DR E

2023 4 3 A 23 HIZ, BRINFFFSERIICES S Iem O FEKE Ch D YR HIE A, EIE
@&E%Fbto%kﬁ#%i%%%ﬁ%ﬁ%éhk&%%%%%ﬁb\&M%ﬁ%ﬁﬁ
MOMFES N EREMEIZE L CTERZIRN, FHEOWREDHREZILET HEETH
éo

(a) RIEL 7o 255537

A CRIBE L 7p o 7= D%, BROINEERF EP2484209 (READA TS [ hAFLERS 1) TH Y,
R 1 I F RS Th D, KPP SNFERE 1IX, 7 A MRH L L b
FLH TR IN DA S RITN D —FEE U OB D> 5 72 5 R AR 2 BE
THHLDTHD, BRINFFFFORFFFF A2 2015 4 3 A 5 HIZHEETIC LY T &, BFfF
H2320154 4 A 1 HORMEFFFARICBE S,

(b) PR LT
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2015 4 12 H 17 BIZ, Syngenta Limited 23 @S HGEMN, FEdE - dESMO R0 & R
FRER M & T HEBR L E2IT o7, BEPSLFRICB VT, FFFFHER 2 FEHL DI
GBINZERRT —#) ##H L, ZhBZF0®ROTHROERFR R oT,

2017 4R 12 A 17 RIS, BRMNAFFFIT RIS L2 A T 2R ELX T LT,

(c) FFHFhi

FHFERAN (BB TRICB T 2 5B A) 13, 20184 1 A 12 BICHHEEREZ1T
W [AAE 4 A 18 BICERHEEROBE M Em A el Lo, FHEER X, D21 & D22 0%
LERT —ZIIFFE IRV E R L, FFaFHER X 2018 4 9 H 4 HIZEFREITV, H
Fa%OT — X IR ESND L FE Lz, BEHO—>2& LT, D21 &N D22 %, iREfEk
DA THDH Z L ZAET HME—DOFELTIE7e <, HBHIHEZEENLEDPNLINED /Ny
77y FITEE R Lk,

(d) JERFHFICAFES NG R

FHREBIL, IROG R YERFHIICATFE LT,

EAPEOFEINZ B\ T, FFrHEE DNEINRZIR 2 ER L. TN ZiEl T 5 ERT — 7%
DFELZ SR L2y, £ OFHLAMR PRI REFFFO B A RN AR S TR 69, HEA#
s b 0 (B LT—%) THHLEEIT,

1. WRDOSFENE S HEZEOT — X IZORMEI L TNWDH E WS B TEDT — 4 %
P _&E L) T, FELO B BEHERI o FIS (G 3/97 Bl 5, G 1/12 B 31 %4
ZH) D DX,

2. EREADEEN T4 =2 (HE#HROT —Z 1L, IFROGERD Z Uz o &3 55
BB L 200 e 5 720) OEAIZB W T, RS EREFO HBEERE IR Hk
ST BT A 22 B R I IR S LT, YEENHFEA RS TE ORI E
K CZ % (plausible) &BXT-THAHLEITIE, HEHEOT —FE2ZET 52 L0
TE 50 (EHMEE—IRAD,

3. 1L.OEMA~DREIZEDN T4 =X Oa (HEEOT —213. 2VROFER 2o
FAEIL T B GAITII A L2 0 id e 5 720) I8 W T, (REXFGRET O HFEEA
(ZFHk SN BT — R e IR R AR ISR S LT, SEF D HEA R R TE OB
R TER (implausible) & GEAICHIBTT 52BN o7 ThH A 9 56
Zix, HE#ROT =2 2EFET 52N TE 0 BRAMESE ZJFERD,
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(e) FERFFHEDOIE

PELRGFHR L, EOPTEICHB W T, FEILO B HLODREERITIINFEF R K S H B
DHREPL G EZ T A BRI EICEH S b ik ~Te, o7, MBI RIS
DIESMEDFE O 72 O IZHE T 2 HAI R OFEILE, ZAPA A RNCABR SN TE S
T, TORIIREHEINT-Z L DHE LS TERTLIZ LIFTE RN E L,

Fo. PERFFHERIX, Tplausibility ] (M) & W H#BEES, BIfEZREMIEEE TIE e <
RRINAFFFFSRANCIEE DS STEMBEFIC b BT b0 e Lz,

PERFHERIZ, RO X HICE LT,

1. HFEASUIRFFFHES 25 . Frafat R O#PAIZFRal S V2R OB D SLRED T2 1
TR T 2 BIPIR OFEILT, Z OFEL R E R R AFFFO HBE A ATIC A STk
57, TORICIHENTZEWVWIFEOAZHB L L TEMRTLZ LIXTERN,

2. A SUTHFFIMER X, HEF D, — B E 2B & L7 LT, YyHEE
FUCHEED & YRR D M 01 O B R 38 B O B A BRI Aéirb Z DFEPIC
E0EEISNTND LB X D5GAITIE, ERMEONLFED 72 D12 Y 5% R AR5
LI EMWTED,

Z DIERFFHEROPREIL, FE PN FE L, EEORERELEEDT,

20234 6 H 14 BIZ, SN Y FE DI AT o7z, FHENL. G 221 1Z9EV, G
il D21 (X2 N HFER OFEILCTH D Z & DR EBIUTIAEL T 5 Z L X T 720 Ll L
77

FHERIL, BT, G22RUICEL I L 2@ OIRNRH V155 LR LT,
— O HIE, THEZOFEIE., TN HBARNICAR SN TE LT, ZORICEHINT
EWVWOFEOAHAEZHBE L TEMAT DL LT TERV ) 23, Lo, NRYEEEEIFEN L
9T DRI, BHHBEERHE BRFEREZ R L9 X THEBLAMRE L ITEZ 62

(not plausible/credible) 7>, &< EELRAIEETL L& 2 5115 (implausible) & 121, £
IARRE ORI B W TRIL L TiEZe B 722v | o Bk, TRRIFHER 1. Bafih 23 44
HEEEN BN DO THY , (L7 ->7T) Farib RO ;naélzéht%’%%@@
BAEETDHEDTRVIRY | ZOHIMAZDRITKI T 5 Z L3 TE, ZOFEH D=
EHINABH LI EZZET L ZENAEBTHD] VIO ThHDH, I HIT, %*U%ﬁ
(X, THREEY WO BRFEH OB EOR IS S, %@%% AR bEEn TN
kwoﬁﬁ@ﬁ%@%%_owf EH D OMIRA X0 UM 5 DI T & a7

G 72N &R

202347 A 14 BHIZ, WY FH L ERLo@maicxt LN L, 202347 H 28 HIZ HBHTP
RSB TE, %*Uéfﬁ@ﬂ%m XA %RIERICHET D,
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4. BRMNEFTOEEDE LD

RRONFFF T ISR D5 H L OFEIL (HFE# OT — %) ORI, Pk - FhplZzm U T
FRLTE 7, WEREHENL., B OWREIZBWNT, THFEA TR HES 1T, MEE R,
—IRA R BN BE L7 BT, SATHBRERIC O & HRAIR D IR W) O BHIR %
HOENMECRICEE S, ZORBICEI Y BB bInTnd LB 2 255121%, R
DILFED T2 DITH IR RITKIL T 5 2 &N TE D] LIk TW D,

V. HEgOT —Z Y 5 KEORFES

KETIE, BROMNFRFFT & RERIS, HIER O 7 — 2 OFWITHITR « BRG] 2 N — 2 2FE R
LC& 7z, AETIE, EfivIgeZ iR, AR — MR ERirTRetET 2 b, S 612, &ID
BRI 7R R 2 Y BT %,

1. EfEFIREEMG L ¥R — MEM

KENEHE 358 CRIEFRFFE) H1125 THME] 21X, ROL S ITHEINL TV D,
(b) —RICHAMEFIL, £ORBDOET 2 HI/3E ILE OFH & TRV ERIZS
DB T AT 2 ENTORAZEE L, T8 TED
£ o 7e5ea, W, MR O IEMRHFEIC L > T, BN Z ORI 2 108G,
T2 FEKOFEORNAEZ S E2TUT R 67, o, FIAE IILF TN
FHINEZDHIHEPFEORA N E— REGTLH L ORI 6720,
BRI I, B o - FEHAFEEZRE Lo v e v s ks [T5E6E AT
REEE) LIRS, ZOZEMFOBRIE, FIEFERROH 5 ARITK L THEANGERLRFTIET
IBEINDLHICTHI EITH D,

2. EfErTeERE A DO HAE

Fht rTRE B DYWL, FHEREICESIERMETH 5, FrafimRO#MICiiE S
T3, MEENZORY] 2 ORBR 2 28 FICRE RO TE 5 L 9 RGETH
Bl L7220 E 72 572\ (In re Wands, 858 F.2d at 737, 8 USPQ2d at 1404 (Fed. Cir. 1988)), 32
i ATRE B D FEHEI L, RS MEE ) v TIEe<, BBRALELRGEIGREOAMEE
C3E5ThoD,

WIS D B 7R 28 Sl v RE BB 72 LI 32 + 0 BB H 50 E 9 v, Fio, Tl
FE ) 7B E ) AR DRI, T E2IZ U, 5% < 0EREBRHTT 5,
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(@) HFFFREROHIPHDJIA S

(b)y FEHAOME

(c) JeATH AT DKHE

(d) M EICR T DRI A L

(e) By o T aEME

() RPAZIERT L BRE

(g) FEhuploof

(h) BAFRAEIZE S, B ORYE - I nEE RO &

(In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988))

FEERZIT, D OFRBERNCBEE T 25HLE 2 CTEB LT id e 5720, FEE e
PEZRi 729778 9D NE. FELRIR DR GBI RN E DWW THRbsa A T 7. Faras-RO#iFH
[ZRi# SO - OO REORER] 283 5 Ef5amT T 57201,
H—HERIZHES S HMARFIDHW Tl <. RTORERELZRBICANTRER 72
VETHD, FRROBERO—2ZT ML, OB %2 B EIC AT T2 I T ie 25
R R E TR, RFROABERICEEE T 2L A E . MY P OFEN, Y
SEFNTHRE U T, RERFRE SR ORI GO S T S8 B O P A OB e < BE - T
THEIBRL TV SN A5EEIC, T TR EER & S,

AR (BT — 2 24 LT EEFET) OBMFHCdh o> TE, USRI N ERICH
W, MR R OGR 2, HBEEE TR SNz b o L il U, S wBHE & OO
AV, Tbb, ERMNLSPHMETHONONE T > TWAENE I, -, H
FARFIZ B W THEFICH DN TV FH R & 2 il 5,

BRI, A QRS CEMATEEEMFAZ B2 L T RITIURR BV, BIARNAD
8 H ORF S CIME TREE M 2 Fe 7= 3/ & 9 d, HFE B RIS D Bl K HED JETE & 7
%o HFE A% O Tk E & > THEO A0 722 R &, Efi e B L2 w3 2 &
X TERVN, EO XD ek z . HEEH 23T 2 Y38 0B o 2 X VKL R
ErE LTRITE 5,

3. &HBI
NA FEIELSTE TIL, Amgen Inc. & Sanofi [H]> PCSK9 HiAKFFIZEI 4 2 —# DFFEA
DI NS EERMFITH D, ZOFHTIE, FUROEZ5#H L7 ¥iEr 7 L — A 03

DIz, FERE THEE S AV HURIEIR B9 % Sk T REELAE M OV AR — M EAENR GO T2 28,
Rl SR AT RE A N E R & 7 o Tz,
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(1) RIEE 7o I K

B LDL 2 L A7 u—/LEREZF ZIGET 572012, PCSK9 78 LDL ZRIRICHE & LZBRIED
WREEZIKT S 20EAET L HEND D, RFPIREFFFIZ, PCSK9 @ LDLR (K& Y
W R EZFE) ~OFEREET 2HURICET 2O TH S,

SN RETRE. KRERTFE 8,829,165 5. 5 8,859,741 S TH 5,

KIEFRFFFEF 8,829,165 75 (LAF 165 SHeer)) & U THRFFS LKA 11213, RO K
INTFLHE STV D,

1. PCSKOIZHEET 5 & & IRDFRH: LY 5 3 D S153.1154,P155,R194,20 D238, A239,
1369.5372.D374,C375,T377.C378.F379. V380 X% S381 D72 < &b —DITHEA L.
PCSK9 78 LDLR IZfE & 2 D xET L, HtShicE® / 7 v —FLHuk,

FROFESOEEIZT, 15OT7 I VBO A4 —F ARy M L3Id,

KIEFRFFF 8,859,741 5 (LAF [741 ZH5aF)) & U CHRRFSHILZRERTE 1 121E, (kD X
INTFRH SN TV D,

1. BlAIES 3 OF%EL 237 XH 238 D72 < &b —DTHERL S L%, PCSK9 DHLUEIRE

FEa A S, PCSK9 78 LDLR IZHEGT 2 D% HET 5. PCSKI IZHEE S D H
HtX =/ 7 a—F APk,

Amgen f1i%, BIHIEIZHB VT, PCSK9 DHUFRERLDFFED T X /) BBIRIE~DHEE %
PR L. PCSK9 & LDLR Of& % b SHrEZ AT 5 26 DHFULD T X/ BERS % K5 iE L 72,
IHIZ, 7 L —AICRE SN RS DMOPUAEEL 20D To— R~y 7] Kk
O [RAFRERNE] Zdenm LTz,

(2) FrariEZhafan

20144210 A 12, Amgenth & X Sanofith: 512 LT, Sanofi #E23BH%E L 7 155 3K Praluent®
DR FICH D & LT L7z, ZAUTK LT, Sanofi fhid, HaR— MEf:, FEhi
AIRE SR K OV B 2 B R R O A M & o T,

Amgen ff: & Sanofi fhiZ, REINAFFFEEROHMAZFFE L (165 SHFFFOFERKE 19
KR 29, 741 SRFFFORERIE 7 25 Te) . FERFAIIEORIEIZ 2016 4F 3 2R THRHELS
iz, FRITIUN T, HHHT BAFTIEFE B B M QMR E OHCE O AFEEICE L CIERR
AR ENEE OMOL) 27 L., PP THEHAWZIGSE T Lo, PSR, A2 %
JE FTREZLME R OV 7R — D EAREMIC L0 ESh &9~ & L OREIE A ST Il L

-~ 84

— o

8 Amgen Inc. v. Sanofi, DED-1-14-cv-01317
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Sanofi tHITHE A PR EHIFTIZHERR Uiz, REHIFTIL, TARMRFF D AR — b 2k & S
FIREE B Th 5 & O Sanofi tEDOHIFRIT I 2 FEILIR E K DR ~DOBRICE LT,
T HAFTIZER D o7 EHRL, FHOLVELOTLOIZFMEEZEZ LR LY,
E7-. [EAMELGSEWIEL,

ZERAFTIL, VAR — DB & S T RE B O REN RS R TR S Lz, BRI, O
Sanofi fE23 YA — B & Sl FTRE B DI1E K &2 SCAE L TV e W EFBE L7, Sanofi f1i%
IMOL F723HEHOWT N ZT AT 5 K 9 W LTz, ARG EHFTIL, Sanofi 1
? IMOL %, FEHErTREZHICE L CRRD A, AR — LRI L CIFHEI T L7e, [REH
AT, x5 U — AN EfEATRE B ERIZ L W B2 Th 5 & Dk E T L7128,

Amgen FhiE, EARKEEFRECHIPTICEERR Uiz, REHPTL, RPRR 7 L— AR5
AIREEESIZ L 0 R CTd D & O H T ECHIFT O & SRR L 72,

2021 4 11 HIZ, Amgen fHi3aE FRKEIPERRE T IS (Writ of Certiorari) 4 i L
NC, 2023 4R 5 A ICE IR s BT IR & R LT,

IR ECHIPT X, e CRE SN D, T725H PCSK9 DAL — kAR v Dk
EEsr LA L, PCSK9 & LDL KL DG #AET 542 TOPiA%Z . Amgen 1L
HELEDELTWNDEREL, Amgen fH2% MRYEZENHEHORE - AN TS X H 72
FHiETHMEZTLE L T PR L,

Fo, RFFFBIIE L GEZ ERTVNDA, EATEEMHICE L TXIZ LA LEE S
TR, FRFFIESE 112 SR, AW Z2 7 L — A L= RBIAE OBIR B EMIZ 150 T2
T, AFORE L LTO®REE W O Rl EOREZ ARDZ T o< 8D L)
SEHIW A R L2 O TH D, 150 4FLLES O, YECHIFTIXIEE O I Al Re B A 2
DHREIE->THHA L TEm) BTN,

(3) B H & OGBS 3 2 HH AT Oy

AT, AN EIESRECH T MBS B 5 OFEIL O Z Y4 HEIZ SOV TR 2 T L7e,

FRG RGN EB R EEK Th D Z & 2R T 72012 Sanofi fEA3HEH & 3 7 7o 8
SE A ORERLL, EHH G EHPTIC I D AT ST,

FRYFE SIL, B ROFANICH 2RENRESHORE] ZHRLTWED%E
W D 72012, VPO EYE B % OFEIUTIKIL TE D208 5 E G -T2, Amgen fhi%,
UTOEocER LIz, TR — NEME L S v e 2R X HE A A2 BB W 2 )
(Ariad, 598 F.3d at 1355 5| ). [ A % OFEMLE#H T2 0%, ZIu3HFE B B o

8 Amgen Inc. v. Sanofi, 872 F.3d 1367 (2017)
8 Amgen Inc. v. Sanofi, 14-1317-RGA (2019)
87 Amgen Inc. v. Sanofi, 987 F.3d 1080 (2021)
8 Amgen Inc. v. Sanofi (143 S.Ct. 1243; 598 U. S.  (2023))
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K ELRT HDOTHLGEIZIR OS] (In re Koller, 613 F.2d 819, 825 (CCPA 1980) %
SIAL. 512, InreHogan, 559 F2d 595,605 (CCPA1977)% 51 H), Amgen £ 5 1%, Sanofi
R HEE L7 Praluent® % X U & T A FURIIEL HZLICR A SN2, T2 b oHk
FETKRED —E TII72 <, 1o THEMiAMEL [7-9] (lluminate) & D TILRVN) & E
gL,

AT, TSRO = B O R D K 2 BV (I R & TH VD . Bk
H 1% O A K U 2o o= 9 & BH I B M R0k E A O I X BE L 72 vy &9 Amgen 1D
FRZROIZ, —J7. BEFRFRERTL2H561EL. 20N EOYNEENZDROWME
Z MR EITRHR] T 5L, BOHKIIALBEORKRIWE 721X 0BICILE
T OREERIRE 2B LT o220y, &5 Sanofi #ED R A R L7z, FFiTen
KROFFHIZEREH S NTZER, RFEWREODOMEZ /R L TV W & 2R/ IR I,
Z DFFTFER ORI FLE S L2 B ORI T o 5 DFFT TR STV R W Z /R 975IE
WL, ZOX ) BREMELEARICHRALINTZZ L2 RTIEAH D, DX D 7esE il
e H XV ENCAAETAUE, FFarah R O#PICFL#E S N 2B ORI R il 5,

EFRIKE PR BT IS K AUE, Sanofi #Hi%. FraTafsR OHEPHIZFLE S iz @R 72
KOMOREZBI/R LRI EZNAET 5 HIU T, Praluent®% 13 U & 9580 H L OBk
ZRHLHGE LTV D, 20X )1, B AZOFENKEZ RT B TOMES B % OREHLT
KRG TH D, Lonl, REMRE OV OENFFTFICHRINTWRWT L 2R HIUT
T B BB OFEL, B A RO KEZ R 72O OB HZOFHL & 1387 5,
Fearag R OFPICFEHR SN B ORERNRE O ORPFFFF TR SN TV RN & &20R
THET, BEABRONEAENT 52 LIRS TH D,

FhEATREE IR L ClE, FHIFTIZCL T O X 2 1R LTz, TRBED (L < 0B HIC &
D EAHLT ECHET MBS B OREILA PERR L 72 DX R TH 0 | FEE rTREERICEA L
THHFEHPMLETH D, | Sanofi #1723, FFiFan K O AR D i 0 7 (28 D7kl
BT L2 L ERTIEOICHEE LB HZ ORI LTk, BIEH I 2 REraE R
O O FhE AT REME ORI B LIS 5720, TNFRFREROFEHOEIEA LV % ThH
HEV) RIZORE S - THBRTRE Tld e olz, 2O X5 BH T, BAFNX, it
AIREEARICES L, Sanofi #1725 HIEE L7850 A 1% OFEML A PEFR U 7o 18£8 7 e By o0 4] Wy
ZRAEFEL, FERATRBEMICET 2HEHOTDICE LR L,

4. kEDOEBDOELD
KEDNSA AT 7 ) ay— - BURSICE, FEhi Bt L bR — FNEEREETH D,

ARETIE, KRERFFFES 112 258, FrICE T REEF YR EEL Y BTz, F7o, %
HE&DOFEHLOZ VeS| Falr OFIFI &35 Lo ofE Lz,
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B A2 OFELANERE 3 2 01X, FH s A B RERIC 3BT 2 Hifi K EZ R I5EICR 6
N5,

—J7, A= FEAHZE L T, B AR OEMIKIEZ R 7 DITESE AR OREIL A 12
HT2DIIRNEI THD, bod b, BIEAROFML, FrfimRO®MICRE SN E
DREFEHI 2B OO ERFTF LB R L TWRWNWZ & 2RI 7T2OICFHT 2 DIZRETH 5,

Fro, FEMATREEMFICE LT, FrarahROHFHANMEL H O S CEMBEAIRE ThH 7o E
O OHIWHC BT 2B B R OIS S 255, EOFHLT, FFFFRER O OB R
IVBOLDTHDHZ EDHES > THRT RE TR,

VI. fmEaBRDOBEE

% DT — 2 O ML, EIRFTICBIT HEFICEERMERO—2 Lo TN D,
B2, BRINEFFFITIER R IX, LT O X 5 IG5, Iffstani-gmix, |BA
N EERERMEEZIRET 2 b0 TH D, ZOFEICKTHEEIL, AR EEDHA
WS E KA L, R, B, BRERICRIT 22 oBEUERMFICEET S ¥, 2o
Loz, HEE#KROT — & LRFHEORBEIXEE R IERETH 5,

IHNETOETIE, AE - MBI T DERE, FrgEETA N7 A4 2 RO - ik
BT BT ooBmet & To7z, ZnbEE LT, HEROT — X BEOH 1= 72 R %

WTE D,
AWFEOE e wma . LLFICRT (R 2),
F2 KE - MO HEGOT — X ICETHEREEHEBETA KT A
HA S R P T K[H
FEHE F]RE B AR | AFRFIEEE 36 5REE | BERIVEER 26 S5 | BRIN Rr FF 449 | 35US.C.§112 (a)
(RO +5 |43 % 318 5 83 2%
PEEL)
AN — B | FFEHEE 365 | HANEE 26 55 | BN K 540 | 35U.S.C. §112 (a)
(B E e |6 1 75 %4 1H o 84 2%
Piff)
HiFE % O 5 — | AJ8E Al HE Al HE Al HE
2 DFA A
HFE % O 7 — | EARME 0 BBk | HFEROT— % | Y EF 0N, H | #5E B % OGEiL
2 DOFEHNE | A EOEMN | ICLVSGEEN | kA2 ZE | 1L, FANHEE
DONDHEMNE | ENTME | 28RO R | Lz BT, 4| HOEFAKEZ
IZFRE S LT | A3, HFEEREO | pH R E R | R TEHAICRY
L, BEEDN | BERNENLE | KoX, Uik | BEELES,
HEOFLEHZ | b, 2B H H A Y

8.G2/21, % 26 HiF ISTHBH,
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L ICHERI T =
2o
FEhE T REEAF: -
AT s
. F IR
WAIZHR S LT
FEhE D FIHE T H
2o
HRIEITAR D FE
Bl D FLPH X137
RIFIZ AR 5 5
OB FE T,
B D B 72 55
B R SN
agg 1N AN
—xfb+ 52 &
MTEDHLER
Y (VT nloa AN
WRDH D, X
I HRE IR D £ Al
WERIZH S LT
ZDO L DITRE
b,

#1 D BA 7= % B
D £ Ay 19 ZoR
IZEE S,
Z DO3EAIZ X
D Bk
<5,
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