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TOPICS

The 15th IP5 Heads of Office Meeting
FE1I5EHXRFEATRERS

The 15th IP5 Heads of Office Meeting

On June 9, 2022, the 15th IP5 Heads of Office Meeting was held via
BI5EEXRERFEATRERS

video conference, bringing together the heads of the five intellectual
property (IP) offices, namely the Japan Patent Office (JPO), the United
Preparation of base sequence and amino acid sequence States Patent and Trademark Office (USPTO), the European Patent
BERYIRCT =/ BEHIDIER Office (EPO), the China National Intellectual Property Administration
(CNIPA), and the Korean Intellectual Property Office (KIPO) (the "IP5
Offices"), under the auspices of the EPO. At the meeting, the heads

Revision of Pharmaceutical and Medical Device Act
TR ESUE exchanged views and reached agreements mainly on the following

issues.

Russia-related Patent Prosecution Highway

o 1) Role of IP i ting the SDG
05 7 B OIS ) \ A ™ T A (1) Role of IP in promoting the S

Focusing on Goals 7, 9, and 17 of the United Nations Sustainable
Development Goals (SDGs), discussions took place about the

contributions of the IP system to global issues.

Specifically, bearing Goals 7 and 9 in mind, they discussed innovative
solutions and industry’s efforts in the field of clean and affordable

energy, and agreed that the IP system plays a key role in the
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development of technologies for mitigating climate changes by
providing incentives for inventors and supporting R&D.

Regarding Goal 17, the participants recognized the IP5 framework
including the IP5 Offices and user groups of the IP5 Offices, as a strong
partnership for supporting the achievement of the SDGs, spurring
innovation as a solution to global issues and a driver of socio-economic

growth.

In addition, the JPO announced that they were about to publish the
"Green Transformation Technologies Inventory (GXTI)", a technology
classification table linked to a patent search formula, to provide an
overview of climate change countermeasure technologies.

(2) Achievements of the IP5 Offices' cooperation and further
strengthening of cooperation with user groups

To celebrate the 10th anniversary of the collaboration between the IP5
Offices and the user groups, the participants reviewed the achievements
of the IP5 Offices' cooperation over the last decade and agreed to
further strengthen cooperation with the user groups in the future.

Since the start of the collaboration between the IP5 Offices and the user
groups, various measures have been taken from the perspective of
service improvement and user friendliness, including the introduction of
the Global Dossier and discussions on harmonization of system
operations.
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In the future, the cooperation between the IP5 Offices and the user
groups will be further strengthened to ensure high-quality services and

a user-friendly international patent environment.

(3) Launch of new project related to Al-related inventions

The participants agreed to lunch a project for collecting data on the
examination practices of the IP5 Offices for Al-related inventions, which
project has been proposed by the JPO.

This project will collect information on provisions applied and
examination guidelines referred to in examination of Al-related
inventions by the IP5 Offices, and publish the information on the
website of the IP5 Offices.

This is expected to improve the transparency of the examination
practices of the IP5 Offices and the predictability as to patent protection
of the Al-related inventions.
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Preparation of base sequence and amino acid sequence
BEBARTUT =/ BEEHIDIER

When an application incorporating a base sequence or an amino acid
sequence in the specification, etc. thereof was filed, submission of a
sequence listing compliant with WIPO standard ST. 25 (hereinafter
referred to as "ST.25") was required until now. Following the recent
revision (scheduled effective date: July 1, 2022) of the PCT regulations
and the PCT Administrative Instructions, when an international
application (including an application with a priority claim) that
incorporates a base sequence or an amino acid sequence in the
specification, etc. thereof is filed on and after July 1, 2022, submission
of a sequence listing compliant with WIPO standard ST. 26 (hereinafter
referred to as "ST. 26") that has been newly formulated is required.

The purposes of the formulation of new ST. 26 include making the
content and format of a sequence listing compliant with the
International Nucleotide Sequence Database (INSD) requirements and
covering additional sequence types (nucleotide analogues, branched
sequences, etc.). According to ST. 26, in addition to the expansion of
sequence types to be described in a sequence listing, use of qualifiers,
as well as feature keys, as sequence listing annotations is made, as in
international sequence databases. Further, the sequence listing is
prepared in XML format, and is described in a hierarchy structure by

using predetermined tags.

From now on, filing an application incorporating a base sequence or an

—
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amino acid sequence in the specification, etc. thereof requires the
following attentions:

- Implementing the transition to ST. 26 simultaneously in international
applications and in domestic applications has been internationally
agreed. Correspondingly, filing a domestic application on and after July

1, 2022 requires submission of a sequence listing compliant with ST. 26.

- Filing a domestic application (including a divisional application, a
converted application, an application based on a utility model

registration, and an application with a priority claim) on and after July 1,

2022 requires submission of a sequence listing compliant with ST. 26.

- In relation to an international application filed before July 1, 2022,
when such an application enters a national phase on and after July 1,
2022, submission of a sequence listing compliant with ST. 25 is

required in accordance with the previous manner.
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Introduction to Our Firm's Service

Search/Analysis

* Clearance searches of Japanese patents, invalidation material searches of
Japanese literature etc > click here for details

* Analysis by practitioners well-versed in Japanese Office Actions
* Reports available in English and Chinese as well as Japanese
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Revision of Pharmaceutical and Medical Device Act
A SIE
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On May 20, 2022, the "Cabinet Order on the Establishment, etc. of
Relevant Cabinet Orders Accompanying the Enforcement of the Act for
Partial Revision of the Act on Securing Quality, Efficacy and Safety of
Products Including Pharmaceuticals and Medical Devices etc."
(hereinafter referred to as "this cabinet order") was promulgated. This
cabinet order is for the establishment of the relevant cabinet orders
accompanying the enforcement of the "Act for Partial Revision of the
Act on Securing Quality, Efficacy and Safety of Products Including
Pharmaceuticals and Medical Devices etc." (hereinafter referred to as
"revision act") enacted in the 208th ordinary session of the Diet. This
cabinet order also relates to the system for the registration of an
extension of a patent term (Article 67(iv) of the Patent Act), and is for
the establishment of the provisions in the Order for Enforcement of the
Patent Act that stipulate the dispositions which shall be grounds for the
registration of an extension of a patent term.

The revision act newly establishes a mechanism for expedited
pharmaceutical approval (hereinafter referred to as ‘"emergency
approval system") in which, in emergency situations, conditional and
time-limited approval is given when the efficacy of a pharmaceutical
product, etc. is presumed on the premise that its safety is confirmed.
Under the emergency approval system, after conditional and time-
limited "emergency approval" is obtained, an application for approval
must be submitted again within a specified period.

w_-

In the emergency approval system under this cabinet order, the
"emergency approval' is the "marketing approval" under the
Pharmaceutical and Medical Device Act, which enables a patented
invention to be implemented. Therefore, the "emergency approval" is
equivalent to a disposition that is necessary to receive in order to
implement a patented invention under the Patent Act.

On the other hand, in a case where, under the emergency approval
system, an applicant receives "emergency approval" and approval based
on an application filed again within the time limit of the emergency
approval after receiving the "emergency approval," the "emergency
approval" is be deemed to be a disposition that constitutes grounds for
the registration of an extension of a patent term, and the approval based
on the application filed again is not be deemed to be a disposition that
constitutes grounds for the registration of an extension of the patent
term.

Hereafter, with respect to pharmaceuticals, etc. that have received
emergency approval, care should be taken when an application for the
registration of an extension of a patent term etc. is filed.
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Russia-related Patent Prosecution Highway
O 7 EhEDRFER/ N\ VA

On May 10, 2022, the Japan Patent Office (JPO) decided to suspend the
Patent Prosecution Highway (PPH) between the Japan Patent Office
(JPO) and the Federal Service for Intellectual Property, Patents &
Trademarks of Russia (ROSPATENT) and between the Japan Patent
Office (JPO) and the Eurasian Patent Office (EAPO).

As a result, on and after May 10, 2022, the JPO no longer grants
requests to participate in the PPH at the JPO when such requests are
based on work performed by the ROSPATENT and the EAPO as Offices
of Earlier Examination (OEEs) under the PPH.

In addition, regarding applications to which the JPO entitled the
accelerated examination status under the PPH prior to May 10, 2022
and which are based on work performed by the ROSPATENT and the
EAPO as the OEEs, the JPO removes such status and no longer treats
those applications as PPH applications.

2022425 H 10 A . B ARESEFFT (JPO) 1%, w7 MUER N () i P « RE 3T+ P AT
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Please visit our facebook pages and our twitter account below.

Officiall FacebooksBaGe s
HARAKENZO B8 2 AE e o,

ANV NBNIRYE LAWYERS We have an official Facebook page where we post helpful informationigathered from

- our offices in Osaka, Tokyo, Hiroshima, and Nagoya. “/
/ & TRADEMARK W RIZIE UL On this page, we pubhsh a variety of information, such as thejlatestdevelopmentsiin

IP law and practice in various countries around the world, excmng |pXrelated/news,
@]j

and what's going on with us and around us. Please find us On|FAcebook! /
KRR RE A B IR Z K DE R E B OFacebooky ST
HEHESORHEEP. MM =1—X, iﬂ_ ﬁp@l@%li’(ﬁ\?ﬁﬁ?ﬂﬁa&ﬂ@ﬁﬂ

GEEREBELTVWETTIFUOCHERE :

Please contact us if you have any comments or require any information.

Please acknowledge that the purpose of our column is to provide general
information on the field of intellectual property, and that the description

here does not represent our legal opinion on a specific theme. HARAKENZO WORLD PATENT & TRADEMARK
R EHBEAHARAKENZO WORLD PATENT & TRADEMARK

Below are links to further IP information.

] ) ¢ - 1 Our Twitter Account

BIO IP Information | | DX, IT IP Information | | . 10T X AL BEPR N T Twitter
upport Station ;
______________________________________________________________________________________________________ Tolhelpjyoulbecomelfamiliargwithfourfactivitiestand projects;we'post

Y
) information addltlon tolIP=relatedmews on Twitter. |f you have a Twitter accouﬁ‘
N A SNRA 1S R DX,ITH 315k IOTXAIZIB=E pleasefollowlus! Your“likes=and “re-tweets" are also appreqate‘d"’

EEROEH OIS E LB ICRCTET A L5 MU ERIC RS THAGERERE
LTHEVET. Twitter7 ATV FEaRHBEO AR BSEICZ+O0—<{ETL,

| Food & Medical | ( Maior & Emeraing | | ‘ LU PRIEABD TS

sl.p;',ﬁ.'i{“s‘i‘;t.on Eccjmomic Pouglerg TPP IP Chapter
""""""""""""""""""""" VYV IRVYYyYyYYY? @HarakenzoT #HARAKENZO ;-
BRxERZEE | | ENAEMIATER TPPHIA1E R u =]
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