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JP: Background

» introduced in 1988 upon introduction of product patents for pharmaceuticals

= granted as compensation for the time the applicant could not work the invention
due to safety tests, approval procedures etc

» maximum term: 5 years (until 1999: minimum term of two years)

= several extensions may be requested in parallel

Conditions
= regulatory approval must be granted to patent holder or licensee

= request for extension can be filed only by patent owner (after grant!!)
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JP: Main institutions

https://www.pmda.go.jp
Pharmaceuticals and Medical Devices

http://www.jpo.go.jp/ Agency (PMDA) (founded 2004) under
Japan Patent Office (JPO) Ministry of Health, Lab‘our and Welfare
‘ .-- In charge of approvals of new drugs

in charge of grant of term extensions <~

European Patent Office



Patents eligible for term extensions

= pharmaceuticals (both for humans and animals)
= agrochemicals

= in vitro diagnostics

* regenerative medicine products

» includes patents for substance, process, use and composition

= PTE not limited to products with new substances as active ingredient but also
permitted for products based on previously approved substances — examples:

- new effect/application of already known ingredient
— new Drug Delivery System (DDS) for a formerly approved ingredient
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Important features at a glance
Several extensions per patent permitted

= condition: several marketing approvals granted for the patented invention
» PTE for second and subsequent approval permitted if these approvals are
necessary to work the patented invention

Examples

= approvals for several active ingredients included in the same product
= approvals for several applications/dosages of same product

¢

Different term extensions are not aggregated but exist in parallel;
maximum term for each extension: 5 years
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Important features at a glance

Several extensions in parallel

Ofigina' | | | | | | End of maximum
expiry day | | | | | | term

20 years 21 years 22 years 23 years 24 years 25 years

from filing from filing from filing from filing from filing from filing

PTE 1 ) /\Cti\e ingredient A (capsule): 2 ¥ years
T 2 ) /\CUIVE iNgredient A

(injection): 5 years
PTE 3 =) /ctive ingredient B: 1 year

European Patent Office



JP: Procedure for the grant of term extensions

= no mutual information exchange between JPO and PDMA (= no
"automatic" term extension after approval of new drugs)

= term extension can be granted only upon request of (all) patent owner(s
jointly)

= must be filed within 3 months from disposition designated by Cabinet order,
but not later than 6 months before end of the regular patent term

European Patent Office



JP: Challenging a granted term extension
= Trial for invalidation of term extension may be requested by interested party
or examiner at any time in any of the following cases (Art. 125):

— extension has been registered for an application that did not require a
permission to execute the patented invention

— extension has been registered for an invention that did not receive
approval from PMDA

— registered extension exceeds the period during which the invention was
not executable

— request for extension was not filed by the patent owner

= |n case of invalidation: term extension deemed never to have existed
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Legal basis

= Japan Patent Act, Article 67 (2) to 68 (2)

= Agrochemical Control Act

= Act on Securing the Quality, Effectiveness and Safety of

Pharmaceuticals and Medical Devices

Unofficial English translations of these laws
partly available at:

https://www.[p0.go0.|p/e/system/laws/rule/ipacts.html
http://www.]Japaneselawtranslation.qo.ip

Act on Securing Quality, Efficacy and Safety of Products Including Pharmaceuticals and Medical Devices

Chapter I General Provisions (Articles 1 to 2)
Chapter II Prefectural Pharmaceutical Affairs Councils (Article 3)

Chapter [Tl Pharmacies (Articles 4 to 11)

Chapter IV Marketing and g of Quasi- Products and Cosmetics (Articles 12 to 23)
Chapter V Marketing and Manufacturing Businesses for Medical Devices and In-vitro Diagnostics

Section 1 Marketing and Mamufacturing of Medical Devices and In-vitro Diagnostics (Articles 23-2 to 23-2-22)
Section 2 Registered Certification Bodies (Artic 23-19)
Chapter VI Marketing and Manufacturing of Reg: cine Products (Articles 23-20 to 23-42)
Chapter VII Selting of Pharmaceuticals, Medical Devices and Regenerative Medicine Products
Section 1 Selling of Pharmacenticals (Asticles 24 to 38)
Section 2 Selling, Leasing and Repairing of Medical Devices (Articles 39 to 40-4)

Section 3 Selling of Regenerative Medicine Products (Articles 40-5 to 40-7)

Chaotar UTIT Seandacdls aud Official Us £ izals st (Acticlesd]en ATV

European Patent Office
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https://www.jpo.go.jp/e/system/laws/rule/ipacts.html
http://www.japaneselawtranslation.go.jp/

JP: Patent term adjustments (PTA)

= JPO grants term extensions in case of procedural delays

*= on 6 February 2019, JPO published a draft of the Examination Guidelines
for Patent Term Extensions

— extension of patent term possible as compensation for a curtailment of
the term

— if granting procedure took more than 5 years from date of filing
— or 3 years from date of request for examination (whichever is later)

— Revised Examination Guidelines published on 27 March 2019
For PTA and PTE applications filed from 10 March 2020 onwards

European Patent Office https://www.jpo.go.jp/e/system/laws/rule/guideline/patent/kaitei/rev_201903.html 11



JP: Searching information on patent term extensions

Official source:
Japan Platform for Patent
Information (J-PlatPat)

= complete legal status information (divisionals, post-grant information,
opposition, invalidation details)

» detailed information on patent term extensions

= electronic file inspection

European Patent Office https://www.j-platpat.inpit.go.jp/
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https://www.j-platpat.inpit.go.jp/

The new J-PlatPat search tool

Q Simple Search [+ Help |

Input keywords or numbers of desired patents/utility models, designs or trademarks. For search targets, click [ here,
For a detailed search by classification, date, etc., use appropriate services lisfed in the menu.

@ Alllaw categories O Patents/Uity Models O Designs O Trademark

Automatic narrowing

Exl: AT Ex2: 2019-00012X I

J-PlatPat’s Simple Search: '
no need to know the difference between
the kind codes

Timeliness: search done on 28 May 2021

European Patent Office https://www.j-platpat.inpit.qo.jp/



https://www.j-platpat.inpit.go.jp/

JP: Search example (family member of WO 2006063154)

Application filed on 07 December
2005 — how long in force?

[ ]
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JP: Search example (family member of WO 2006063154)
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JP: Search example | (family member of WO

2006063154)

Patent term extensions granted
on 02 August 2017 and
on 04 October 2017

\ 4

e period of extension?
e coverage of extension?

European Patent Office
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JP: Search example |

1

y [ |

European Patent Office

https://www.j-platpat.inpit.qo.jp/
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https://www.j-platpat.inpit.go.jp/

JP: search example I: result list

Number format for patent term extensions:

yyyy-7nnnnn : 2016-700277
y: 4 digits Western year

7: type of right (patent term extension)

n: serial number

requests for
patent term
extensions

— —

/4

legal events
of patent
application

European Patent Office
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JP: Search example I: registration information

|| Maximum

term of patent

European Patent Office
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JP: Search example I: legal events
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JP: search example I: result list

requests for
patent term

extensions

— —

/4
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JP: search example |: PTE requests/grants
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JP: search example Il

JP 6487609 B1 2019. 3. 20

(19) BREHRHT(P) wiR F K/ W|E () EHFES
rMme48T608 2

I431 FiTH WM31%3F 208 (2019.3. 20) ©4) BmE  FRAIFIA 1A 2019.3. 1) |
(51) Int.Cl. F1

AG1K 31/55  (206.01) AB1K 31/55

AB1P 27/14 (2006.01) AB1P 27/14

AG1K 47/02 (2006.01) AB1K 47/02

AG1K 9/08  (206.01) AGLK  9/8

MREO® 7 (£17TH

21) HEES F7EE201B-546564 (P2018-546564)  ||(73) Fr#FHES 000177634
(86) (22) HEER SERR294E12H 27H (2017.12.27) EERER ST
(86) EIP% H B 5 PCT/JP2017 /046857 KEFEAXRGTERIIETFTHEITESSE |

EEWTRE ERLI0EE]] E 228 (2018.11.22) o8
(B3] @EEEEET SE2017-01391 (P2017-91391) [(74) {CFR A 100145403
(32) 58 ER29%FSALE (2017.5.1) #H+ LUE ®A
(33) MTHEERE BRE(IP) (74) fCEEA 100126778

E o il S
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JP: search example Il

I
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JP: search example Il: result list

legal events
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JP: Search example II: registration information

| Maximum term of patent
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JP: Search example IlI: trial information
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JP: Search example II: detalils for PTE
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JP: Search example lll: PTE application
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JP: Search example lll: PTE duration
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JP: Search example lll: legal events
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JP: Search example lll: PTE application
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JP: Search example lll: PTE application
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Looking for support

Www.epo.org/asia
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Further guestions?
Contact Asiainfo!

aslainfo@epo.org
WWWw.epo.org/asia

European Patent Office
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