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INTRODUCTION: Definition of Patent Term Extension

= Patent term extension or Patent term restoration is a compensation for
compulsory lengthy regulatory approval/market authorisation
(testing and clinical trials)

= Hybrid system: basic patent and market authorisation

Approval

Patent procedure

European Patent Office



INTRODUCTION: Countries with Patent term
extension for medicinal products/patents

= EU, EEA (Iceland, Norway, = New Zealand
Liechtenstein) and Switzerland = Russia

= UK (after the Brexit) = Singapore

= |srael = ? China

= US -

= Canada

= Japan

= Korea

= Chinese Taipei
= Australia

European Patent Office



EU: Supplementary protection
certificate (SPC)

EU regulation and national procedure



EU: EU SPC regulation and national law

» EU Regulation and national law
* Product approval procedure
* Where to find SPC Information

* Future developments
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EU: EU regulation

* |n 1992 creation of a
supplementary protection
certificate for medicinal products;
entered into force in January 1993
(No 1768/92)

* |n 1996 SPC for plant protection
products (No 1610/96)

* |n 2006 Paediatric extension of 6
months (No 1902/2006)

= |n 2009 legislation was codified
(No 469/2009)

Council requlation (EEC) No 1768/92 concerning the creation of
a supplementary protection certificate for medicinal products

Requlation (EC) No 1610/96 of the European Parliament and of
the Council concerning the creation of a supplementary
protection certificate for plant protection products

Requlation (EC) No 1902/2006 of the European Parliament and
of the Council of 20 December 2006 amending Regulation
1901/2006 on medicinal products for paediatric use (Text with
EEA relevance)

Requlation (EC) No 469/2009 of the European Parliament and of
the Council of 6 May 2009 concerning the supplementary
protection certificate for medicinal products (Codified version)
(Text with EEA relevance )

European Patent Office




EU: Purpose of the EU regulation

> putting EU industry on equal level with US and Japan

** preserving the integrity of the common market
(Italy and France had developed own national law)

“*adequate protection of pharmaceutical research
“*public health interests

s*compensation for long period between filing of patent and market
authorization of a product

European Patent Office



EU: EU Regulation - content

= Pharmaceutical and plant patents
SPC only granted to patent holder(s) of basic patent (at the time of SPC
grant), NOT to different authorisation holder or licensee
Conditions for obtaining an SPC.:
1. Product must be protected by a basic patent
2. Valid market authorisation must already exist
3. SPC for the product cannot already exist
4. The valid market authorisation is the first place to place the
product on the market

Paediatric extension:
— Only if an SPC is granted (Negative term SPC!)
— Agreed completed Paediatric Investigation Plan
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EU: Third party observations, opposition and appeal

= Majority of countries allow for third party observations (not in GR, LT, CH) *
= With the exception of Denmark, no country allows for opposition to SPCs.

= Appeals:

From: Requlation (EC) No 469/2009 of the European Parliament and of
the Council of 6 May 2009 concerning the supplementary protection
certificate for medicinal products (Codified version) (Text with EEA

relevance )

* Source: Study on the legal aspects of supplementary protection certificates in the EU, European Commission, EU publication, 2018
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EU: SPC fee structure — national law

20.2.16 Payment of fees (EURO)

Country Filing an 1=t year 2™ year 3" year 4th year 5th year Request for Additional information
SPC extension of
application duration
Austria 363 2,611 3,029 3,448 3,864 4,282 258
(v ZLiERE  Adm. fee 20 1,500 2,000 2,400 2,800 3,200 330 In case of late payment (grace
+ coverage period 6 months), the specified
charges 400 amounts double

Czech 191 994 1,070 1,147 1,223 1,299 =

Republic

Denmark 403 685 685 685 685 685 403 (re- Fee for appeal: 537; fee for
* Paed. ext. — establishment | administrative re-examination:
336 fee) 2,012

Finland 500 900 900 900 900 900 500 Decision fee under section 71a
of the Finnish Patents Act: 450
and annual fee for each year or
part of it: 900

France 520 940 940 940 940 940 470

Germany 300 2,650 2,940 3,290 3,650 4,120 100 (if filed 6th year (extension) — 4520
with SPC
request)
200 (if filed
separately)

Greece 250 1,200 1,300 1,400 1,500 1,800 Filing fees for duration of the
validity of an SPC for paediatric
medicines & months extension
- 1200

Source: Table 20.2.16 in:Study on the legal aspects of supplementary protection certificates in the EU, European Commission, EU publication, 2018
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EU: SPC Numbers
1990-2015

Kyle, Margaret. “Economic Analysis of Supplementary Protection Certificates in Europe”. 2017, table 19 page 24.
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EU: European regulatory system for medicines

= Centralized authorisation procedure
— “European Medicines Agency” (EMA)
— Brexit: Relocation to Amsterdam
— Brexit: UK to become 3" country on 30 March 2019

= National authorisation procedure

— mutual recognition procedure in EEA (including Switzerland)
— decentralised procedure

https://www.ema.europa.eu/en/about-us/what-we-do/authorisation-medicines

European Patent Office
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EU: Product authorisation - single marketing
authorisation “European Medicines Agency” (1995)

https://www.ema.europa.eu/en

The European Medicines Agency (EMA) is a
decentralised agency of the European Union (EU)
responsible for the scientific evaluation,
supervision and safety monitoring of medicines
in the EU.

Single marketing authorisation
application Compulsory for:

- Human medicines containing a new active substance to treat:
(human immunodeficiency virus (HIV) or acquired immune
deficiency syndrome (AIDS); cancer; diabetes; neurodegenerative
diseases; auto-immune and other immune dysfunctions; viral
diseases.

- Medicines derived from biotechnology processes, such as genetic
engineering; advanced-therapy medicines, such as gene-therapy,
somatic cell-therapy or tissue-engineered medicines;

- Orphan medicines (medicines for rare diseases);

- Veterinary medicines for use as growth or yield enhancers.

European Patent Office
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EU: EPARs — European Public Assessment reports

What we publish on medicines and when

Table of contents

= Applications for centralised marketing authorisation
» Changes to centralised marketing authorisations

* EU referrals

« Other documents and procedures

The European Medicines Agency (EMA) publishes information on human medicines at various
stages of their lifecycles, from early development through initial evaluation to post-
authorisation changes, safety reviews and withdrawals of authorisation.

EMA has published a guide to the different types of information stakeholders can

) expect on this website about centrally and non-centrally authorised medicines,
including the publication times and location:

A Guide to information on human medicines evaluated by EMA

For the Committee for Medicinal Products for Hume
Pharmacovigilance Risk Assessment Committee (P

se (CHMP) and the

), EMA publishes meeting
highlights to communicate information of major public interest, usually the day

after their meetings have ended.

As a matter of good practice, marketing authorisation holders, applicants and third parties should wait
until EMA communication is published before publishing their own communication related to the
committee's outcome.

In line with Good Pharmacovigilance Practice (GVP) Module XV, EMA gives advance notice of its safety-
related publications to national competent authorities, the European Commission and the concerned
marketing authorisation holders.

Marketing authorisation holders are also obliged to inform the Agency and relevant national competent
authorities of their intention to publish information on the safety of medicines.

https://www.ema.europa.eu/en/medicines/what-we-publish-medicines-when

European Patent Office
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EU: Table of all EPARs for human and veterinary medicine

European Patent Office 17



EU: National authorities

https://www.ema.europa.eu/en/partners-networks/eu-partners/eu-member-states/national-competent-authorities-human
https://www.ema.europa.eu/en/partners-networks/eu-partners/eu-member-states/national-competent-authorities-veterinary

National competent authorities (human)

The European Medicines Agency works closely with the national competent authorities of the
Member States of the European Union (EU) and the European Economic Area (EEA)
responsible for human medicines.

The national competent authorities are primarily responsible for the authorisation of medicines available

in the EU that do not pass though the centralised procedure.

They also supply thousands of European experts who serve as members of the Agency's scientific

committees, working parties or in assessment teams supporting their members.

For more information on how EMA works together with the national competent authorities, see
European medicines regulatory network.

List of national competent authorities in the EEA

Country

Name

Contact details

Austria

Austrian Agency for
Health and Food Safety
]

Spargelfeldstrafe 191
1220 wien

Austria

Tel. +43 5 0555-0,®
Fax
+43 5 0555-22019,%
www.ages.at

Do A s Gesechel
| gty e

Belgium

Federal Agency for
Medicines and Health
Products iz

Eurostation building,
block 2
place Victer Horta, 40/

40
1060 Brussels
Belgium

Tel. +32 2 524 7111,®

E-mail:
info.medicines@fagg-
afmps.be
www.fagg-afmps.be/ =

famhp =

https://www.afmps.be/fr

European Patent Office
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EU: National authority: example Belgium

https://banquededonneesmedicaments.fagg-afmps.be

European Patent Office 19



EU: Procedure

Application -
patent
Scenariol |+
product
Scenario 2 |
Paediatric Investigation _
Plan
Extension

European Patent Office

basic patent granted
first market authorisation

first market authorisation

basic patent granted

with SPC application or
when SPC pending

not later than 2 years before
expiry of SPC




EU: Duration of an SPC

Duration of SPC protection: maximum of 5 years

date of first Market Authorisation in the EEA*
- date of filing of corresponding patent
- byears

maximum of 15 years of exclusivity from the time the product gets the
market authorization

European Patent Office
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EU: Expiry date of SPC

Country Filing of the basic Expiry date basic patent Start date SPC Latest expiry date SPC Latest expiry date
patent SPC paediatric
extension
Austria, Croatia, Czech Republic, 15.10.2015 15.10.2035 16.10.2035 15.10.2040 15.04.2041
Denmark, Finland, Germany, Hungary,
Latvia, Lithuania, Portugal, Romania,
Spain, Sweden
France, Luxembourg 15.10.2015 14.10.2035 15.10.2035 14.10.2040 14.04.2041
at midnight
Greece 15.10.2015 16.10.2035 17.10.2035 16.10.2040 16.04.2041
Ireland, Netherlands 15.10.2015 14.10.2035 15.10.2015 14.10.2015 14.04.2041
Italy 15.10.2015 15.10.2035 15.10.2035 15.10.2040 (excluded) 15.04.2041
(excluded)
Poland 15.10.2015 15.10.2035 15.10.2035 15.10.2040 15.04.2041
Serbia 15,10.2015 15.10.2035 (included) 16.10.2035 15.10.2040 (included) 15.04.2041
Slovak Republic 15.10.2015 15.10.2035 16.10.2035 16.10.2040 16.04.2041
Switzerland 15.10.2015 14.10.2035 15.10.2035 - -
at midnight
UK 15.10.2015 14.10.2035 15.10.2035 14.10.2040 14.04.2041
(expiry 5 years from the
legal term of the patent)

Source: Study on the legal aspects of supplementary protection certificates in the EU. Final report — Study. Published: 2018-05-31
https://publications.europa.eu/en/publication-detail/-/publication/6845fac2-6547-11e8-ab9c-0laa75ed71al

European Patent Office 22



EU: EP national entry sources at the EPO

- R vy v — - — e — — P et ey s g
3|BE Belgium 07 October 1977 only EP/BE **** T1, T2**** yes**** ** 1 EP application yes yes 11.2017 anniversary of filling
4|BG Bulgaria 01 July 2002 no no no no yes yes 05.2017 anniversary of filling
5|CH Switzerland 07 October 1977 _ EP application yes yes 02.2016 1 day before anniversary
6|CY Cyprus 01 April 1998 yes m™, T2 yes *** no yes no no
7|1cZ Czech Republic 01 July 2002 no no no no yes yes anniversary of filling
8|DE Germany 07 October 1977 _ EP application yes yes 08.2018 anniversary of filling
9|DK Denmark 01 January 1990 yes only EP/DK* T1-T7 yes EP application yes no anniversary of filling

10|EE Estonia 01 July 2002 yes B1-B9 yes EP application yes no 1 day before anniversary

11|ES Spain 01 October 1986 yes T1-T9 yes EP application yes yes 09.2016 anniversary of filling
12|FI Finland 01 March 1996 yes yes T1-T7 no EP application yes yes 03.2016 anniversary of filling

https://www.epo.org/searching-for-patents/data/coverage/regular.html

European Patent Office




EU: Example SPC procedure at the national offices

The procedure

How to obtain the certificate?
To obtain a supplementary protection certificate for a medicine, a reguest form (DOC, 109.5 Kb) must be filed with the Office for Intellectual Property.
To obtain a supplementary protection certificate for a phytopharmaceutical product, a request form (DOC. 106 Kb) must be filed with the Office for Intellectual

Propert.

The request may be filed in French, Dutch or German

Content of the request
The request file must contain:

1. The request form for a SPC addressed to the relevant Minister (2 copies);

2. A copy of the market authorisation (MA) issued in Belgium which identifies the product, the number and the date of the authorisation as well as a summary of
the product characteristics as of the date on which the SPC request was filed;

3. If the MA was issued in Belgium prior to another market autherisation in the European Union, information en the identity of the product for which authorisation
was issued and the legal basis of this authorisation as well as a copy of the publication of the authorisation in the Official Journal;

4. Where applicable, the proxy authorisation given to a representative of the requesting party (accredited patent agent, attorney, employee etc.).

Most of the data listed above may be provided after the request is filed. However, a filing date for the request may not be attributed unless the following
minimum data and documents have been provided:

® A declaration of the request for a certificate;
# Information on the requesting party's identity;
® Information on the basic patent.

Cost

Official taxes must be paid for an SPC request and for its continuance.

Granting and publication

Once all the administrative formalities have been carried out, the certificate is issued as guickly as possible. This certificate enters into force on the day the
patent expires. The SPC file is also made public except for documents regarding the MA and other documents which the patent holder prefers to keep
confidential. The delivery of the certificate is mentioned in the Compendium and in the Patent Register. Any change to the certificate, such as a transfer or a
license, must be submitted to the Office for Intellectual Property and mentioned in the Register.

https://economie.fgov.be/en/themes/intellectual-property/patents/supplementary-protection

European Patent Office
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EU: Example Liraglutide (Novo Nordisk)

EP 0944648

Filed 22.08.1997 First marketing authorization date
Granted 14.03.2007 30/06/2009 - EU/1/09/529/001

https://www.ema.europa.eu/en/medicines/human/EPAR/victoza

https://register.epo.org/application?number=EP97935509&Ing=en&tab=federated

European Patent Office 26




EU: Example Liraglutide (Novo Nordisk)

EP 0944648
Filed 22.08.1997
Granted 14.03.2007

First marketing authorization date
30/06/2009 - EU/1/09/529/001

SPC application in Belgium
2009C/050

Filing 30/10/2009

Grant 02/02/2010
Expiration date 22/08/2022

http://bpp.economie.fgov.be/fo-eregister-
view/search/detailsType/2009CSLASHO050/SPC

SPC application in the UK
SPC/GB09/058

Filing 11/12/2009

Grant 11/03/2011
Expiration date 21/08/2022

http://mijnoctrooi.rvo.nl/fo-eregister-view/search/detailsType/300422/SPC

SPC application in the Netherlands
300422

Filing 22/10/2009

Grant 16/02/2010

Expiration date 21/08/2022

http://mijnoctrooi.rvo.nl/fo-eregister-view/search/detailsType/300422/SPC

SPC application in the CH/LI C00944648/01
Filing 21/05/2010

Grant 31/10/2012

Expiration date 21/08/2022

https://www.swissreg.ch/srclient/faces/jsp/spc/sr300.jsp?language=en&section=spc&id=
C00944648%2F01

27




EU: Paediatric investigation plan (PIP)

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Medicines Human regulatory v Veteri gulatory v Com News & events v Partn & networks v About us v

Medicines

Use this search to find information on specific human, veterinary and herbal medicines published on the
European Medicines Agency’s (EMA) website. Alternatively, you can use the site-wide search in the header
above to search across all the content on the EMA website. The regulatory sections of the website contain
information on medicines under evaluation, medicine shortages, medication errors, medicines for use outside
the European Union (EU) and post-authorisation safety studies.

vietoza m

Categories
9 8 results Sort by Relevance (descending) .
Human (8) KEYWORD  vicloza &

First published

From: Date
Opinion/decision on a Paediatric investigation plan (PIP): Victoza, liraglutide

To: Date

Decision type: PM: decision on the application for modification of an agreed PIP, therapeutic area: Endocrinology,
-gynacology-fertility-metabolism, PIP number: EMEA-000128-PIP01-07-M08, decision date: 09/08/2017, last
updated: 29/09/2017, compliance check: X

Revision date Human medicine European public assessment report (EPAR): Victoza

From: Date Liraglutide, Diabetes Mellitus, Type 2
Date of authorisation: 30/06/2009, Revision: 18, Authorised

To: Date

European Patent Office



EU: Where to find data on Patents and SPC’s?

= National intellectual property registers: all EU members, Norway and
Switzerland (except for Croatia, Cyprus and Malta)

= INPADOC worldwide legal status database available in Espacenet and GPI
= Commercial databases: for e.g.

— Cabinet Alice de Pastor (CAP) database, recently bought by
ENIGMA marketing research

European Patent Office 29



EU: National Patent Registers

Federated register: EP0944648

Refinesearch  §, ST36 » Espacensl (7 Submitobservations | Report error A Print

GLP-1 DERIVATIVES

Application No. Publication No. Applicant IPC
EPQ7835509 EPD844648 NOVO NORDISK A’S CO7K14/605
AB1K38/26

Only designated contracting states and extension states providing the Federated Register Senvice are listed below.

Status Application Publication Proprietor Invalidation Not in Renewal fees Record
No. Ne. date force last paid last
since updated
A AT  Patentexpired EPG7935500 EPG44648 NOVC NORDISK A/S 12082017 22082017 — —
ABE — EPG7935500 EP0044648 NOVO NORDISK A/S 22082017 22082017 20.072016 07.022018
A CHILI Patent not in EPGT7035500 EP0044648 NOVO NORDISK A/S 21082017 21082017 — 28.082017
A DE  Patentnotin EPQ7035500 EPG44648 Novo Nordisk A/S, 28380 — — — 24.082017
Bagsvaerd, D...

AES Patentlapsed E97935509 ES2283025 NOVC NORDISK A/S 29112017 23082017 27072018

Latest annual fee
paid: 20

~FEl Patent expired EP37935500 EP0044643 NOVO NORDISK A/S — 22.082017 21072016 31102018

A GB Patentexpired EPG7935509 EP0944643 NOVO-NORDISK AIS - 21082017 26.072016
Latest annual fee

A GR Patentexpired EP37935509 GR3061947 NOVC NORDISK A/S 06.09.2017 23082017 25072016 06.09.2017
AlE Patent expired EP97935509 EPDJ44648 NOVO NORDISK A/S 28092017 28092017 21072016 28.002017
ALT  Patentnot EPG7935500 EP0944643 NOVO NORDISK A/S — — — 18.04 2016
validated
A LU Patentlapsed EP37935509 EPD044643 NOVC NORDISK A/S — 22082007 — 08.062018
ANL  — EPG7935500 EP0944643 NOVO NORDISK A/S 22082017 22082017 21072016 05.01.2018
APT Patentexpired EP87935509 EP844645 NOVOC NORDISK A/S 22.08.2017 — 01.08.2016 23.08.2013
Paid for year 20

ARO  Nodata provided by the national patent affice for this patent

ASE Patentnotin EPO7935509 EPD244643 NOVO NORDISK A/S - - 26.07.2016 31.10.2018
Latest annual fee
paid: 20

A8l Nodata provided by the national patent office for this patent

Respaensibility for the accuracy or quality of the data displayed lies entirely with the national patent office concemed, including but not limited to the
completeness and fitness of the information for specific purposes.
For complete and authoritative information, please refer to the appropriate naticnal patent register, e.g. by clicking the relevant country code.

National patent registers

Designated contracting states DE DK AES ~Fl AER ~GB ~GR AlE Al all
. SE

Extension states AL ALT LV AR A8l




EU: National Patent Registers

AT SPC 48/2009 23/11/2009 19/12/2014 22/08/2022
BE 2009C/050 EU/1/09/529/001-005 30/06/2009 23/10/2009 02/02/2010 22/08/2009
CHI/LI €00944648/01 SWISSMEDIC 59329 11/12/2009 21/05/2010 31/10/2012 21/08/2022
DE 122009000079.6 EU/1/09/529/001-005 30/06/2009 27/05/2010 16/06/2011 22/08/2022
DK CA 2009 00041 29/10/2009

ES C200900054 EU/1/09/529/001-005 30/06/2009 06/11/2009 18/04/2011 22/08/2022
Fl C20090043 EU/1/09/529/001-005 30/06/2009 29/12/2009 27/04/2012 22/08/2022
FR ER09C0054 EU/1/09/529/001-005 30/06/2009 23/10/2009 01/04/2011 21/08/2022
GB SPC/GB09/058 EU/1/09/529/001-005 30/06/2009 11/12/2009 11/03/2011 21/08/2022
GR 20090800031 EU/1/09/529/001-005 30/06/2009 22/10/2009 27/04/2010 23/08/2022
IE 2009/034 EU/1/09/529/001-005 30/06/2009 02/11/2009 27/10/2010 21/08/2022
IT 132009901790907 EU/1/09/529/001-005 30/06/2009 07/12/2009 17/03/2010 22/08/2022
LU No information

NL 300422 EU/1/09/529/001-005 30/06/2009 22/10/2009 16/02/2010 21/08/2022
PT 383 EU/1/09/529/001-005 30/06/2009 26/10/2009 04/06/2010 22/08/2022
SE SE 0990038-2 EU/1/09/529/001-005 30/06/2009 04/11/2009 02/02/2010 22/08/2022
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EU: Espacenet

Europdisches
Patentamt

European

Patent Offlce

Office européen
des brevets

About Espacenet Other EPO ol

Espacenet

Patent search

Deutsch English Francais
Contact

Change country «

e Services

Refine search + Results + EPD344643 (A1)

4648 (A1)
iographic data
Description

Claims

Inpadoc Legal Status

Bibliographic data: EP0944648 (A1) — 1999-09-29

W Inmy paients list  ~ EPRegisier  F1 Repori data eror = Print

GLP-1 DERIVATIVES

Page bookmark EP0344645 (A1) - GLP-1 DERIVATIVES

KNUDSEN LISELOTTE BJERRE [DK]; SOERENSEN PER OLAF [DK]; NIELSEN PER FRANKLIN [DK] +

tor(s):

INPADOC legal status
INPADOC patent family

Inpadoc Patent Family

-+ What is meant by high quality
text as facsimile?

-+ What does A1. A2, A3 and B
stand for after a European

ublication number?

—+ What happens if | click on "In m
patents list"?

-+ What haopens if | click on the
“Reqister” button?

-+ Why are some sidebar options
deactivated for certain
documents?

-+ How can | bookmark this page?

-+ Why does a list of documents
with the heading "Also published

Applicant(s): NOWO NORDISK AS [DK] +

Classification: -international: AG61K31/00; AGTK38/00; A6T1K38/26; A6T1K38/28; A6TK47/48; A6TP3/00; AG1P3/04; AGTP3/10;

ABTP5/50; COTKT4/00; COTKT4/605; (IPC1-7): AGTK33/26; COTK14/605

- cooperative:

Application number: [EP 19970935509 19970822 O Global Dossier

Priority number(s): WOQ1997DK00340 19970822 ; DK19960000931 19960830 ; DK19960001250 19961108 ; DK19960001470 18961220

Also published as: [ EP0244645 (B1) —+» AT35G530 (T) -+ AU3547897 (A) [y AUT32957 (B2) MAUT3I2957 (C) [4 BROT11437 (A)
[ BRPIGT11437 (B1) » CA2264243 (A1) [y CA2264243 (C) [y CA2458374 (A1) [y CA2468374 (C)

O CN1232470 (A) [ CN1271086 (C) [ CZ300837 (B6) [y CZ9900629 (A3) -+ DE1220008000079 (1

-+ DE122009000079 (12} [ DEGY737479(T2) -+ DEGS7IT479 (T4) [ DKO944648 (T3) [3 EP1826216 (A1)

O ES2283025 (T3) [y HU227021 (B1) —+HU9903714 (A2} -+ HUS903714 (A3) [1L128332 (A) [IL189135 (A)
(1 JP2000500505 (A) [ JP2001011095 (A) [ JP2006345038 (A) [4JP3149958 (B2) -+ KR100556067 (B1)

[y KR20000035064 (A) —+ NL300422 (1) —+NL300422 (12) + NO2009027 (I11) —+ NO2009027 (12)

[ NO325273 (B1) -+ NOG90050 (A) [y PL192350 (B1) - PL331806 (A1) [ PTO44648 (E) [y RU2214419 (C2)

O WO98083871 (A1) —+less
Simple Patent Family

European Patent Office
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EU: INPADOC legal status

Event date : 2009/10/23

Event code : REG FR CP

Code Expl.: SUPPLEMENTARY CERTIFICATE OF PROTECTION FILED
SPC NUMBER : 09C0054
FILING DATE : 20091023

FURTHER INFORMATION :

PRODUCT NAME: LIRAGLUTIDE; REGISTRATION NO/DATE: EUM/09/529/001 20090630

Event date : 2009/12/04
Ewvent code : REG FR CR
Code Expl.: SUPPLEMENTARY CERTIFICATE OF PROTECTION LAID OPEN TO THE PUBLIC (EEC
REGULATION OF 18 JUNE 1992)
SPC NUMBER : 09C0054
FILING DATE : 20091023

FURTHER INFORMATION :

PRODUCT NAME: LIRAGLUTIDE; REGISTRATION NOJ/DATE IN FRANCE:
EU/1/08/528/001 DU 20090630; REGISTRATION NO/DATE AT EEC: EU/1/08/528/001 DU
20090630

Event date : 2000/12/04

Ewvent code : REG FR CP

Code Expl.: SUPPLEMENTARY CERTIFICATE OF PROTECTION FILED

Event date : 2009/12/09

Ewvent code : REG IE SPCF

Code Expl.: REQUEST FOR GRANT OF SUPPLEMENTARY PROTECTION CERTIFICATE
SPC NUMBER : SPCO034/2000
FILING DATE : 20091102

FURTHER INFORMATION :

SPC034/2009: 20091102

Event date : 200011215

Ewvent code : REG SE SPCF

Code Expl.: APPLICATICN FOR SUPPLEMENTARY PROTECTION CERTIFICATE FILED
SPC NUMBER : 0990035-2
FILING DATE : 20090630

FURTHER INFORMATION :

0930038-2, 20090630

European Patent Office
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EU: INPADOC legal status — events on SPC filing (GPI)

REG CH SPCF 20100531G  SPCF SUPPLEMENTARY PROTECTION CERTIFICATE FILED
REG GB CTFF 20100120G CTFF SUPPLEMENTARY PROTECTION CERTIFICATE FILED
APPLICATION FILED FOR A CERTIFICATE OF PROTECTION (E-
REG AT ESZA 20100115G ESZA SERIES)
REG NL AC1 20100104G AC1 APPLICATION FOR A SUPPLEMENTARY PROTECTION CERTIFICATE
REG DE V448 20091230G V448 APPLICATION OF SPC
REG FI SPCF 20091229G SPCF SUPPLEMENTARY PROTECTION CERTIFICATE APPLICATION FILED
APPLICATION FOR SUPPLEMENTARY PROTECTION CERTIFICATE
REG DK CTFF 20091221G  CTFF (SPC)FILED
APPLICATION FOR SUPPLEMENTARY PROTECTION CERTIFICATE
REG SE SPCF 20091215G ~ SPCF FILED
REQUEST FOR GRANT OF SUPPLEMENTARY PROTECTION
REG IE SPCF 20091209G  SPCF CERTIFICATE
REG FR CP 20091023G CP SUPPLEMENTARY CERTIFICATE OF PROTECTION FILED

INPADQOC classification scheme v. 1.0
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EU: Legal status codes and categories

NL
163
NL

164
NL

165

NL
166

NL

167
NL

168
NL

169
NO

170

NO
171

NO
172

NO

173

NO
174

NO

175

SPCD

SPCE

SPCF

SPCG

SPCY

SPCZ

XC

SPCE

SPCF

SPCG

SPCH

SPCK

SPCW

SUPPLEMENTARY PROTECTION
CERTIFICATE REJECTED

FILING FOR A PAEDIATRIC EXTENSION
OF A SUPPLEMENTARY PROTECTION
CERTIFICATE

APPLICATION FOR A
SUPPLEMENTARY PROTECTION
CERTIFICATE

GRANT OF A SUPPLEMENTARY
PROTECTION CERTIFICATE
PAEDIATRIC EXTENSION OF
SUPPLEMENTARY PROTECTION
CERTIFICATE REJECTED

GRANT OF EXTENSION OF A
SUPPLEMENTARY PROTECTION
CERTIFICATE

OTHER COMMUNICATIONS
CONCERNING SUPPLEMENTARY
PROTECTION CERTIFICATES
APPLICATION TO EXTEND A
SUPPLEMENTARY PROTECTION
CERTIFICATE (SPC)

FILING OF SUPPLEMENTARY
PROTECTION CERTIFICATE
GRANTED SUPPLEMENTARY
PROTECTION CERTIFICATE
EXTENSION OF A SUPPLEMENTARY
PROTECTION CERTIFICATE (SPC)
GRANTED

CHANGE IN THE VALIDITY PERIOD OF
AN SPC

WITHDRAWAL, REJECTION OR
DISMISSAL OF SUPPLEMENTARY
PROTECTION CERTIFICATE

PROTECTION BEYOND IP RIGHT TERM

PROTECTION BEYOND IP RIGHT TERM

PROTECTION BEYOND IP RIGHT TERM

PROTECTION BEYOND IP RIGHT TERM

PROTECTION BEYOND IP RIGHT TERM

PROTECTION BEYOND IP RIGHT TERM

PROTECTION BEYOND IP RIGHT TERM

PROTECTION BEYOND IP RIGHT TERM

PROTECTION BEYOND IP RIGHT TERM

PROTECTION BEYOND IP RIGHT TERM

PROTECTION BEYOND IP RIGHT TERM

PROTECTION BEYOND IP RIGHT TERM

PROTECTION BEYOND IP RIGHT TERM

European Patent Office
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EU: categories for INPADOC events available in New
Espacenet
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EU: Future ... SPC Manufacturing waiver

Export manufacturing waiver for SPCs

On 28 May 2018, the Commission adopted a proposal for a regulation to
amend Regulation (EC) No 469/2009 on supplementary protection
certificates for medicinal products.

This initiative proposes to introduce an exception to let EU firms manufacture
certain pharmaceuticals for export to non-EU markets during the term of the

SPC.
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EU: SPC and effects of the Brexit

Legal notice | Cookies | Contact | Search | English (en) -

e GROWTH
Internal Market, Industry, Entrepreneurship and SMEs

European Commission > Growth > Brexat — guidance to stakeholders on impact in the field of supplementary protection certificates for medicinal products and plant protection
products

Single Market and Industry Entrepreneurship Access to finance Sectors
Standards and SMEs for SMEs

Industry - links

N - . . . .

e Brexit — guidance to stakeholders on impact in the field of
Events supplementary protection certificates for medicinal products
WMD) & and plant protection products
Contracts and grants v Published on: 27/04/2018

Public consultations
Preparing for Brexit is not just a matter for EU and national authorities, but also for private

parties. are i of legal reper i which need to be considered when the
United Kingdom ceases to be a member of the EU.

Publications

This document analyses the legal consequences of the United Kingdom's withdrawal on supplementary
protection certificates for medicinal products and plant protection preducts.

For more information about the Brexit negotiations, see the website of the European Commission's Task
Force for Article 50 negotiations with the UK.

See more information on the supplementary protection certificates for medicinal products and plant
protection products.

Documents

MNotice to stakeholders - Withdrawal of the United Kingdom and EU legislation in the field of
supplementary protection certificates for medicinal products and plant protection products

https://ec.europa.eu/growth/content/brexit-%E2%80%93-guidance-stakeholders-impact-field-supplementary-protection-certificates-medicinal _en

European Patent Office
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EU: SPC and Unitary Patent Package

= The 'patent package' that lays the ground for the creation of unitary patent

protection in the EU does not explicitly provide for a 'unitary SPC'.

» To ensure that companies which choose unitary patent protection can
benefit from the SPC extension, the European Commission is working on
the articulation of unitary patent protection and SPC legislation.
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AND NOW... KOREA
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US: Patent term extension
(PTE)



US: Background

= 1984 Drug Price Competition and Patent Term Restoration Act - Patent
Terms Extended Under 35 U.S.C. 8156

» Paediatric exclusivity attaches to the END of all existing marketing
exclusivity and patent periods.

= \Waxman-Hatch exclusivity, orphan exclusivity, and patent periods run
concurrently.

NOTE: 35 U.S.C. 8154(b): This legislation provides certain deadlines
that, if not met by the USPTQO, result in an automatic “adjustment” of the
term of an individual patent. In particular, each day of USPTO delay
results in one additional day of patent term.

https://www.uspto.gov/patent/laws-and-requlations/patent-terms-extended
https://www.uspto.gov/web/offices/pac/mpep/mpep-9015-appx-l.html#d0e303884
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US: Patents eligible for term extension

= The patent must claim a drug product, or method of using a drug product
where that product has been subject to regulatory review

= Only one patent can be extended upon an approval;

= in the event multiple patents cover that product; the proprietor must choose
one

= the request can be filed by the applicant or its agent (for e.g. licensee)

" maximum extension: 5 years
= total effective patent term after the extension of not more than 14 years
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US: Main authorities

https://www.uspto.qgov/

https://www.fda.gov/default.htm

basic patent granted

https://www.usda.gov/

request for Patent
term extension

Product

Product approval

within 60 days

!

USPTO

defining eligibility
defining term

FDA/USDA

Patent term extension

U
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US: Procedure for the product Selzentry (maraviroc

US 6667314 Granted 23.03.2003

Jo—ohf—o] ' ,t,dé

Attomiey Docket No, PC10S259A
Express Mail No. EF3216T0551US

s, PA1 B 1090, Al

Eugeess bind Lt b, EF KIISAI0US bdorsand s
¥ TIP3 o b, 3007

L]

1N THE UNITED STATES PATENT AND TRADEMARK OFFICE

INRE:  U.S. PATENT NO. 6867314

ISSUED: DECEMBER 23, 2003

TO: MANCUSSO0S PERROS, DAVID ANTHONY
PRICE, BLANDA LUZIA CHRISTA STAMMEN and
ANTHONY WOOD

FOR: . TROPANE DERVIATIVES USEFUL IN THERAPY
FROM:  SERIAL NO. 09/865 850

OF; MAY 25, 2001

Alexandria, Viegnia 22313-1450
Sir:
MITT E
T T
Transmitied harewith are the applicaton papers of PFIZER INC., dated
Oetobes3, 2007 for extension of the term of LS. Patent No. 6,667 314 under 36 US.C
5158, based o0 e regulalory review penod lor SELEZENTRY™ (maraviroc) Tablets,

nde
ith g

PTE Application under 35 USC
156 filed within 60 days after

approval by regulatory agency
and before expiration of patent

UNITED STATES PATENT AND TRADEMARK OFFICE

Commissioner for Palents.
United States Palent and 1’.-"5-'mm Offce

DEC 17 207 Aonanaria, G2 e
b 2

Office of Regulatory Policy
HFD-7

5600 Fishers Lane (Rockwall Il Rm 1101)
Rockville, MD 20857

Attention: Beverly Friedman

The attached application for patent term extension of U.S. Patent No. 6,667,314 was filed on
October 3, 2007, under 35 U.S.C. § 156,

The assistance of your Office is requested in confirming that the product identified in the
application, SELZENTRY™ (maraviroc) Tablets, has been subject to a regulatory review period
within the meaning of 35 US.C. § 156(g) before its first commercial marketing or use and that
the application for patent term extension was filed within the sixty-day period afier the product
was approved. Since a determination has not been made whether the patent in question claims a
product which has been subject to the Federal Food, Drug and Cosmetic Act, or a method of
manufacturing or use of such a product, this communication is NOT to be considered as notice
which may be made in the future pursuant to 35 US.C. § 156(d)(2)(A).

Our review of the application to date indicates that the subject patent would be eligible for
extension of the patent term under 35 U.S.C, §156.

Inquiries regarding this communication should be directed to Raul Tamayo at (571) 272-7728
(telephone) or (571) 273-7728 (facsimile).
Mary C. Til

Legal Advisor

Office of Patent Legal Administration s I I R . PTE
EatAg Initial etier Re:

S —— Application to regulating

PFIZER INC.

P: Dej 150/05/438)
el 20ENCY

New York, NY 10017-5755
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US: Procedure

Second letter to regulating

agency to determine regulatory
review period

o .
i’ DEPARTMENT OF HEALTH & HUMAN SERVICES
5
= Faod and Drug Administration
Rockville MD 20857
AFR 22 2008
Re: Selzentry
Docket No. FDA-2008-E-0194
The Hanorable Jon Dudas

Under Secretary of Commerce for Intellectual Property
Director of the United States Patent and Trademark Office
Mail Stop Hatch-Waxman PTE
P.O. Box 1430
Alexandria, VA 22313-1450

Dear Director Dudas:

This is in regard to the application for patent term extension for U.S. Patent No.

6,667,314 filed by Pfizer Inc., under 35 U.8.C. § 156. The human drug product claimed
by the patent is Selzentry (maraviroc), which was assigned new drug application (NDA)
No. 22-128.

A review of the Food and Drug Administration's official records indicates that this
product was subject 1o a regulatory review period before its commercial marketing or use,
as required under 35 U.S.C. § 156(2)(4). Our records also indicate that it represents the
farst permitted commercial marketing or use of the product, as defined under 35 US.C. §
156(E)(1), and interpreted by the courts in Glaxo Operations UK Lid v. Quige, 706 F.
Supp. 1224 (E.D. Va. 1989), aff'd, 894 F. 2d 392 (Fed. Cir. 1990).

The NDA was approved on August 6, 2007, which makes the submission of the patent
term extension application on October 3, 2007, timely within the meaning of 35 U.S.C. §
156(d)(1).

Should you conclude that the subject patent is eligible for patent term extension, please
advise us accordingly. As required by 35 U.S.C. § 156(d)(2)(A) we will then determine
the applicable regulatory review period, publish the determination in the Federal
Register, and nolify you of our determination.

Please let me know if we can be of further assistance.

Letter from FDA confirming the time limit;
New Drug Approval (NDA) 022128 for
Maraviroc: 6.8.2007

Vo UNITED STATES PATENT AND TRADEMARK OFFICE

United States Patent angmn?'-':mp“m

B
Aexandrl, VA i3 131450

2 150
MAY 12 2008 e

Office of Regulatory Policy

Food and Drug Administration

10903 New Hampshire Ave., Bldg. 51, Rm. 6222
Silver Spring, MD 20993-0002

Attention: Beverly Friedman -
Dear Ms. Axelrad:

Transmitted herewith is a copy of the application for patent term extension of U.S. Patent No.
6,667,314. The application was filed on October 3, 2007, under 35 U.S.C. § 156.

The patent claims a product that was subject to regulatory review under the Federal Food, Drug
and Cosmetic Act. Subject to final review, the subject patent is considered to be eligible for
patent term extension. Thus, a determination by your office of the applicable regulatory review
period is necessary. Accordingly, notice and a copy of the application are provided pursuant to
35US.C. § 156(d)(2)(A).

Inquiries regarding this communication should be directed to Raul Tamayo at (571)272-7728
(telephone) or (571) 273-7728 (facsimile).

ary C. Ti
al Advisor

Office of Patent Legal Administration
Office of the Deputy Commissioner
for Patent Examination Policy

ce: Christian Smolizza, Esq.
PFIZER INC.
Patent Department (150/05/43S)
150 East 42nd Street
New York, NY 10017-5755

RE: SELZENTRY® (maraviroc)
FDA Docket No. 2008-E-0194

European Patent Office
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US: Procedure

—
;"y DEPARTMENT OF HEALTH & HUMAN SERVICES Dudas - Selzensry
1 C Palesq No. 6,667,314
o Page 2
Food and Drug Administration
Rockville MO 20857 “This determination of the regulatory review period by FDA does not take into account the
JAN 8 2009 Re: Selzentry effective date of the patent, nor does it exclude one-half of the testing phase as required by 35
Docket No.: FDA-2008-E-0194 US.C.§ 156(e)2).
The Honorable Jon Dudas Please let me know if we can be of further assistance.
Undersecretary of Commerce for Intellectual Property
Director of the United States Patent and Trademark Office Sincerely yours,
Mail Stop Hatch-Waxman PTE
P.O. Box 1450

Alexandria, VA 22313-1450 d
Q,\ L (A
ane A. Axelrad

Dear Director Dudas: Associate Director for Policy
This is in regard to the application for patent term extension for U.S. Patent No, 6,667,314, filed Center for Drug Evaluation and Research
by Pfizer Inc., under 35 U.S.C. § 156 et seq. We have reviewed the dafes contained in the

lication and have determined the regulatory review period for Selzentry (maraviroc), the
human drug product claimed by the patent.

e Christian Smolizza, Esq.

The total length of the regulatory review period for Selzentry (maraviroc) is 1,524 days. Of this Pfizer Inc.
time, 1,294 days occurred during the testing phase and 230 days occurred during the approval Patent Department § 50/05/435
phase. These periods of time were derived from the following dates: 150 East 42nd Street

ork, NY 100117-5755

1 The date an exemption under subsection 505(i) of the Federal Food, Drug. and Cosmetic
Act involving this drug product became effective: June 6, 2003,

‘The applicant claims June 10, 2003, as the date the investigational new drug application Tra’n S aCti O n fo r F DA D ete rm i n a'ti O n Of R e g u I ato ry

(IND) became effective. However, FDA records indicate that the IND effective date was
June 6, 2003, which was thirty days after FDA receipt of the IND.

Review Period: Total length 1524 days;

2. The date the application was initially submitted with respect to the human drug product
under section 505 of the Federal Food, Drug, and Cosmetic Act: December 20, 2006.

The applicant claims December 19, 2006, as the date the new drug application (NDA) for
Selzentry (NDA 22-128) was initially submitted. However, FDA records indicate that
NDA 22-128 was submitted on December 20, 2006.

3. The date the application was approved: August 6, 2007.

FDA has verified the applicant’s claim that NDA 22-128 was approved on August 6,
2007

European Patent Office



US: Procedure

6638 Federal Register/Vol. 74, Nao. 26/ Tuesday, February 10, 2009/Notices

approval phasa as specified in 35 U.S.C.  of the actual period for patent extension. Managament (HFA-305), Food and Drug
155 (1)(B). In its application for patent extension, Administration, 5630 Fishers Lane, rm.
A recently approved for marketing  this applicant seeks 5 years of patent 1061, Rockville, MD 20852. Submit
Lhe human bi; { ic product MIRCERA  term extension. electronic comments to http://
(methoxy polyethylene glycgﬂ epoetin Anyone with knowledge that any of www.regulations.gov.
beta). MIRCERA is indicated for the the dates as published are incorrect may  cop cuaTHER INFORMATION CONTAGT:
treatment of anemia nm md with submit 1o the Division of Dockets Boverly Frisdman, Office of Regulatory
chronic renal fallure including patients ~ Management (see ADDRESSES] written or Policy, Food and Drug Administration,
on dialysis and patients not on dialysis.  electronic comments and as} 10803 New Hampshire Ave., Bldg. 51,
Subsaquent o this approval, the Patent  redetermination by April 13, 2000. rm. 6222, Silver Spring, MD 20893
and Trademark Office received a patent Furdaam[\‘lj:l)ra. Ea_ny JEhemswd PECSON MaY  gugg, 301-706-3602.
term restoration application for etition FDA for a determination -
MIRCERA (U 6. Putent No. 6.583.272) + 1o regarding whether the applicant for SURPLEMENTARY INF ORMATION: The VT8
from Hoffmann-La Rache Inc.,, and the  extension acted with due diligence Reat mmf et of 1084 (Public Law 98—
Patent and Tredemark Office requested durmg the regulatory review by “E_’, o i the Generic Animal Drug and
FDA’s essistance in determining this August 10, 2008, To meat its burden, the Pm] e (Pue
patent’s eligibility for patent term petition must contain sufficient facts to [ m noirc.';‘nIEi e lllm Lv'rl: that
restoration. In a letter dated April 22, merit an FOA investigation, (Ses H. w1 o Wl:;;“{' fPW ide U v ﬂr
2008, FDA advised the Patent and . 857, part 1, 9th Cong,, 2d ses: patent may e e | for a petiod o
Trademark Office that this human pp. 41-42, 1984,] Fetitions sl-ou]d ba ‘in Uupto e e o E“{’ patent ]ed
biclagical product had undergone a the format specmad in 21 CFR 10.30. "E;“dl man drug product, a:lnnv-d:t | Imzz
regulatary review pesiod and that the Comments and petitions shouid be ~ product, medical ""“'b”" dditive,
approval of MIRCERA wpresenled the  submitted to (‘le Division of Dockets or color additive) was su o h
vt pormitied o ‘Threa copies of any regulatory review by FJ::]A h:[uret @
use of the product. Shortly thereafter, mailed information are to be submitted,  item was marketed. Under thesa acts, a
the Patent and Trademark Office excopt that individuals may submit one  product’s regulatory review period
requasted that FDA determine the forms the basis for determining tha
product’s latory review period amopunt of extension an applicant may

py. Comments are to be identified
the docket number found in

FDA has determined that the ‘brackets in the heading of this recsive. | . od P
applicable regulatory review pi document. Commaents and petitions may _ regulatory seview pariod consists of
MIRCERA is 2,140 days. Of this tims e seen in the Division of Docksts twa periods of time: A testing phase and

1,565 days occurred during the tesiing  Management between 8 am. and 4 pm,, &0 approval phase. For human drug
phase of the regulalory review permd. Mo through Friday. products, the testing phase beging when
while 575 d o - the exemption to permit the clinical

the approval
proval phase starts
ission of an
the human drug
o = es until FDA grants
i Lu ma:lwl the drug product.
Although only a portion of a regulatary
review period may count toward the
actual amount of extension that the
Director of Patents and Trademarks may

applicant clsm; ]am.a:y-a 2002 as tha
g;ﬁg‘:i'c"; fmg‘g‘;"::n':’;,fm“ DEPARTMENT OF HEALTH AND
Howver, FDA records indicato that the U MAN SERVICES
IND affective date was January 6, 2002,  Food and Drug Administration "
hich was 30 days after FDA receipt of award (for example, half the testing
thelnp, e P [Docket No. FDA~2006-E-0194] phase must be subtracted as well as any
2. The date the ication was of Review time that may have occurred before the
initially submitted with respect to the Period for Purpases of Patent patent was issued), FDA's determination
hurman bivlogicol product under section Extension; SELZENTRY ol
351 of the Public Health Service Act {42 * it proi
US.C 262} April 19, 2006 The agency: Food and Drug Ad tration, acluds all of the tosting phase and
applicant claims April 18, 2006, asthe  HHS. approval phase as specified in 35 U.S.C.
date the biologics license application ACTION: Notice. 1 55 Ji1)(B).
(BLA) for MIRCERA [BLA B125164/0) FDA recently approved for marketing
was initially submitted. However, FDA ~ SUMMARY: The Food and Drug the human drug product SELZENTRY
records indicats that BLA B125164/0 A P r!f"_’igyp";;_:n . { o tmumnj llnlnrl;md .
bmitted on April 19, 2006, or combination antiretrovieal eni
e S ot the o catlon ok SELZENTRY and is publishing this of adults infocted with only CORS-tropic
approvad: November 14, 2007 FDA has  notice of that determination as required  HIV=1 detectable, wha have evidence of
verified the applicant's claim that BLA by law. FDA has made the viral replication and HIV-1 strains
B125164/0 was approved on November  determinalion because of the resistant to multiple antiretroviral
14, 2007. submission of an application to the agents. Subsequent to this approval,
This determinati n of I]lu regula:my Duemnr of Patents and Trademarks, Patent and Trademark Office
review perio of C for the patent term restoration a
potential length of a patenl extengion 'xlﬂmmn of a patent which claims that  SELZENTRY (LS. Patent No. 6,667,314)
Howsver, the U.S. Patent and human drug product. from Pfizer Inc., and the Patent and
Trademark Office applies several ADORESSES: Submit written comments  Trademark Office requested FDA's
statutory limitations in its calculations  and petitions to the Division of Dockets  assistance in determining this patent’s

Federal Register/Vol. 74, No. 26/ Tuesday, February

10, 2009/ Notices 6639

eligibility for patent term restoration. In
aletter dated April 22, 200

advised the Fatent and Trademark
Office that this human drug product had
undergene a regulatory review period
and that the approval of SELZENTRY
roprosonted the first permittad
commercial marksting or use of the
product. Shortly thereafter, the Patent
and Trademark Offics requested that
FDA determine the product’s regulatory
review period,

A has determined that the
applicable regulatory review period for
SELZENTRY is 1,524 days. Of this time,
1,294 days cocurred during the testing
phase of the regulatory raview period,
while 230 days oerurred during th
appraval phase. Thase pariods of time
were derived from the following dates:

1. The date an exemption un

saction 505(1) of the Federal Food, Drug,
and Cosmetic Act (the act] (21 U.5.C.
355(i]) becnme effective; June 6, 2003,
‘The applicant claims June 10, 2003, as

e date the investigstional new drug
lpplu:amm (IND) became effective.
However, FDA records indicate that the
IND effective date was June 6, 2003,
';',“if,]}ﬁ”" 30 days after FOA receipt of
[

2. The date the application was
initially submitted with respect to the
human drug product under soction
505(b) of the act: December 20, 2006.
The applicant claims December 19,
2006, 35 the dats tha new drug
application (NDA) for SEL ¥

A 22-128) was initially submitted.
However, FDIA records indicate that
NDA 22-128 was submitted an
Dacamber 20, Z006.

3. The date the application was
approved: August 6, 2007. FDA has
verified the applicant’s claim that NDA
22-128 was approved on August 6,
2007,

“This determination of the mguluw:y
review period establishes the maximum
potential length of a patent extension.
However, the U.S. Patent end
Tnademnrk Office upp]\eu saveral

petition must contain sufficient facts o
merit an FDA investigation. (See H.
Rept. 857, part 1, 86th Cang., 2d soss..
Pp. 41-42. 1984.) Patitions should be in
the format specified in 21 CFR 10.30.

‘Comments and petitions should ba
submitted to the Division of Dacl
Management. Three copiss of any
mailed information are to be submitted,
except that individuals may submit one
«copy. Comments are to be identified
wilh the docket number found in
trackats in the heading of this
document. Comments and petitions may
he sean in the Division of Dockets
Management between 9 a.m. and 4 p.m.,
Monday through Friday.

Dated: February 2, 2008,
Jane A, Axelrad,
Asaciate Dioctorfor Folicy,Caates for Org
Evalustion and Research.
[FR Doc. E9-2013 Filed 2-9-09: B
BILLNG CODE 4160-01-5

am)

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
(Docket No. FDA-2008-£-0112)
Determination of Regulatery Review

Period for Purposes of Patent
Extension; VETMEDIN

AGENCY; Food and Drug Administration,
HHS

ACTION: Motice.

suMMAAY: The Food and Dirug

Administration [FDA) has detarm\ned.
the regulatory review pariod for
VETMEDIN and is pusluhmg this

Patent Term Restoration Act (Public
Law 100=670) generally provide that a
patent may be extended for a period of
up to 5 years so long as the patented
ftem (human drug rar]ucl animal drug
product, medical device, food additiva,
or color additive) was snb]nnl to
regulatory review by FDA before the
item was marketed. Under thesa acts, a
roduct’s regulatory review perior
forms the basis for determining the
amount of extension an applicant may

A regulatory review period consists of
two periods of time: A testing phase and
an approval phase, For animal dru

ucts, the testing phase Inglns on

uw varlier date when either a major
environmental effects tast was r
for the drug or when an axamsg on
under saction 512(j) of the Federal Food,

rug, and Cosmetic Act [the act) (21
U.S.C. 360b{])) became effective and
nms until the aﬁpraw phase begins,

approval phase starts with the
mnm submission of an application to
market the animal drug product a;
continues until FDA grants permission
to market the drug product. Although
only a portion af a regulatory review
period may count toward the actual
amount of extension that the Director of
Patents and Trademarks may award (for
example, half the testing phase must be
subtracted as well as any time that may
have occurred before the patent was
issued], FDA’s determination of the
length of a regulatary review period for
an animal drug product will include all
of the testing phase and approval phase
as specified in 35 U.5.0. |5Bm(4)t8)
A recently appmved for market

the snimal drug product VTR
VETMEDIN s indicated

notice of that as required
by law, FDIA has made the
determination because of the
submission of an application to the
Director of Patents and Trudemallus
Department of Commerce,

extension of & pmm which cla:ms that
animal drug preduct,

Submit written comments

itutary li lations
orum nclua] peri od lur patent extension.
\ensi

and patitions to the Division of Dockets
{HFA-305), Food and Dryg

Ums applu:anl seeks 73 days of patent
term exten:

Anyone vmh knowledge that any of
the dates as published are Inmrlecl may
subimit to the Division of Do
Management (see Anmis} written or
electronic comments and ask for a
redetermination by April 13, 2009,
Furthermore, any interested person may

Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, Submit
alectronic commaents to htip://
www.ragulations gov.

FOR FURTHER INFORMATION CONTACT:
Beverly Friedman, Office of Regulatory
FPolicy, Food and Drug Administration,
10803 New Hampshire Ave.,

rm. 6222, Silver Spring MD 20993~
0002, 30

petition FDA for
regarding whether the applicant for
extension coted with due diligance
during the regulatory review period by
August 10, 2009. To meet its burden, the

Restoration Act of 1984 (Public I.aw 98—
417) and the Generic Animal Drug and

for the managsment of tha signs of mild,
modetate, or severe (modifiad NYHA
Clasg IT, TI1, or V) congestive heart
failure in dogs due fo alhovontnculnr
valvular insufficiency or dilated
cardiomyopathy. VETMEDIN is
indicated for use with concurrent
therapy for congestive heart failure (a.g.,
furosemide, etc.) a

wived a patent term restoration
application for VETMEDIN {U.S. Patent
No. 5,364 ,646] from D, Karl Thomae
GmbH, and the Pateat and Trademark
Office requested FDA’s essistance in
determining this patont’s eligibility for
Ppatent term restoration, In a letter dated
May 6, 2008, FDA advised the Patent
and Trademark Offica that this animal
drug product hud undergore a
rogulatory raview period and that the
approval of VETMEDIN repressnted the
first permitted commercial marketing or
uss of the product. Shortly thereafter,
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4 ., Department of Health and Human Services Public Health Service
g
] o
= Food and Drug Administration
o SEP 30 2009 Rockville, MD 20857
o
Re: Selzentry

Docket No. FDA-2008-E-0194

The Honorable David J. Kappos
Under Secretary of Commerce for Intellectual Property
Director of the United States Patent and Trademark Office
Mail Stop Hatch-Waxman PTE
P.0. Box 1450
Alexandria, VA 22313-1450

Dear Director Kappos:

This is in regard to the patent term extension application for U.S. Patent No. 6,667,314 filed by
Pfizer Inc. under 35 U.S.C. § 156. The patent claims Selzentry (maraviroc), new drug
application (NDA) 22-128.

In the February 10, 2009, issue of the Federal Register (74 Fed. Reg. 6638), the Food and Drug
A istration published its determination of this preduct's regulatory review period, as required
under 35 U.S.C. § 156(d)(2)(A). The notice provided that on or before August 10, 2009, 180
days after the publication of the determination, any interested person could file a petition with
FDA under 35 U.S.C. § 156(d)(2)(B)(1) for a determination of whether the patent term extension
applicant acted with due diligence during the regulatory review period.

The 180-day period for filing a due diligence petition pursuant to this notice has expired and
FDA has received no such petition. Therefore, FDA considers the regulatory review period
determination to be final.

Please let me know if we can provide further assistance.

Sincerely yours,

a.d

FDA Final Eligibility Letter

ce: Christian Smolizza, Esq.
Pfizer Inc.
Patent Department 150/05/438
150 East 42nd Street
New York, NY 10017-5755

Notice of Final Determination-Eligible

¥\ UNITED STATES PATENT AND TRADEMARK OFFICE

P 1517
FEB 23 201 Alexandiia, VA 223131450
Christian Smolizza, Esq. InRe: Patent Term Extension
Pfizer Inc. Application for
Patent Department (150/05/438) U.S. Patent No. 6,667,314

150 East 42nd Street
New York, NY 10017-5755

NOTICE OF FINAL DETERMINATION

A determination has been made that U.S. Patent No. 6,667,314, claims of which cover the human
drug product SELZENTR Y® (maraviroc), is eligible for patent term extension under
35 U.S.C. § 156. The period of extension has been determined to be 73 days.

A single request for ideration of this final ination as to the length of extension of the
term of the patent may be made if filed within one month of the date of this notice. Extensions
of time under 37 CFR § 1.136(a) are not applicable to this time period. In the absence of &
request for reconsideration, the Director will issue a certificate of extension, under seal, for a
period of 73 days.

The period of extension, if calculated using the Food and Drug Administration determination of
the length of the regulatory review period published in the Federal Register of February 10, 2009
(74 Fed. Reg. 6638), would be 776 days. Under 35 U.5.C. § 156(c):

= # (Testing Phase) + Approval Phase
= ¥ (1,294 -201) + 230
= 776 days (2.1 years)

Since the regulatory review period began June 6, 2003, before the patent issued

(December 23, 2003), only that portion of the regulatory review period oceurring after the date the
patent issued has been considered in the above determination of the length of the extension period
35 U.8.C. § 156(c). (From June 6, 2003, to and including December 23, 2003, is 201 days; this
period is subtracted from the number of days occurring in the testing phase according to the FDA
determination of the length of the regulatory review period.) No determination of a lack of due
diligence under 35 U.S.C. § 156(c)(1) was made.

. However, the 14 year exception of 35 U.8.C. § 156(c)(3) operates to limit the term of the
extension in the present situation, because it provides that the period remaining in the term of the
patent measured from the date of approval of the approved product plus any patent term
exlension cannot exceed fourteen years. The period of extension calculated above, 776 days,
would extend the patent from May 25, 2021, to July 10, 2023, which is beyond the 14-year limit
(the approval date is August 6, 2007, thus the 14 year limit is August 6, 2021). The period of

Period of Extension

European Patent Office
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Patent Term Extension Certificate for 73 days

European Patent Office
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US: Search example

= US PAIR
= Orange Book (FDA) — Patent Linkage concept
= INPADOC worldwide legal status database

European Patent Office
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US Pair

Public Patent Application Information Retrieval

Patent eBusiness =

#| Electronic Filing

Patent Application Information Retrieval

Select
New Case

4] Patent application Informaticn
(PAIR)

Select New Case

4| Patent Dwnership
+| Fees
+ Supplemental Resources &

* indicates a required field

‘ou may search for a specific application or conduct a search related to a customer number.

Suppert

Search for Application: o

Patent Guidance and General Info
+ Codes, Rules & Manuals

] Employee & Office Directories
] Resources & Public Notices

Patent Searches

Patent Official Gazette
] Search Patents & Applications
+ Search Biological Sequances
+| Copies, Products & Services

Copyrights
Trademarks
Policy & Law
Reports

e T type of number:

Application Number (exaMPLE: 59559993 or 53/355393)

O control Number

O patent Number

(JPCT Number ([EXAMPLE: PCT/CCYY/99999 or PCT/CCYYYY/9239993)

O Publication Number

O International Design Registration Number (exampLe: DM/929399)

* Enter number: SEARCH

If you need help:

+ Send general guestions about USPTO programs to the USPTO Contact Center (UCC) .

= Contact the Patent Electronic Business Center at (866) 217-91 97&5} (toll free) or e-mail EBC@uspto.gov for specific questions about Patent Application Information Retrieval (PAIR).
= If you experience technical difficulties or problems with PAIR outside normal Patent Electronic Business Center hours (M-F, 6AM to 12AM ET), please call 1 800-786-9199,C

https://portal.uspto.qov/pair/PublicPair

European Patent Office
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U.S.: Patent Linkage

Approved Drug Products with Therapeutic
Equivalence Evaluations (Orange Book)

https://www.accessdata.fda.qov/scripts/cder/ob/index.cfm

European Patent Office
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U.S.: Orange book

f s Department of Health and Human Services

A U.S. FOOD & D UG | Follow FDA | En Espafiol

ADMINISTRATION

R

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Home > Drug Databases > Orange Book Home
Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
f sHere in UNKEDIN | @ PINIT | & EMAIL | 8 FRINT
Home | Modify Search

Search Results for Proprietary Name, Active Ingredient or Application Number: maraviroc

5 records returned

RX oTC DISCN CSV  Excel Print
Display records per page Search for text in the table:
. . B B . TE Code “ RiD RS .

RX MARAVIROC SELZENTRY N208984 SOLUTION ORAL 20MGML RLD RS VN HEALTHCARE CO

RX MARAVIROC SELZENTRY ND22128 TABLET ORAL 25MG RLD VN HEALTHCARE CO

RX MARAVIROC SELZENTRY N022128 TABLET ORAL 75MG RLD VN HEALTHCARE CO

RX MARAVIROC SELZENTRY ND22128 TABLET ORAL 150MG RLD VN HEALTHCARE CO

RX MARAVIROC SELZENTRY N022128 TABLET ORAL 300MG RLD RS VN HEALTHCARE CO

RLD RS

Showing 1 to 5 of 5 entries

Previous

1

Next

European Patent Office
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U.S.: Orange book
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U.S.: Orange book
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U.S.: Inpadoc Legal Status database — legal codes

US |PTEF |APPLICATION FOR A PATENT TERM |G PROTECTION BEYOND IP RIGHT TERM
EXTENSION

US |[PTEG |GRANT OF APATENT TERM G PROTECTION BEYOND IP RIGHT TERM
EXTENSION

US PTER |REJECTION OF AREQUEST FOR G PROTECTION BEYOND IP RIGHT TERM

PATENT TERM EXTENSION (FOR EG.
INELIGIBLE, DISMISSAL,
WITHDRAWAL, ETC)

Event First Date Last Date First Application First Date Last Application Last Date No.

Code Gazette Gazette Filed Filed Events
us PTEF 28-09-1984 05-10-2018 US [53628166 A 22-03-1966 US  [201615019009 09-02-2016 1555
us PTEG 18-04-1986 10-09-2018 US  [70037568 A 25-01-1968 US  [201615019009 09-02-2016 821
us PTER 26-07-1985 12-06-2018 US 28674172 A 08-09-1972 US  [201113334288 22-12-2011 159

European Patent Office
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U.S.: Events in Espacenet

Event date : 2007/05M17

Event code : FPAY

Code Expl.: + FEE PAYMENT
PAYMENT YEAR : 4

Event date : 20071003

Event code : PTEF

Code Expl.: AFPPLICATION FOR A PATENT TERM EXTENSION
FILING DATE : 20071003
EXPIRY DATE : 20210525

FURTHER INFORMATION : PRODUCT NAME: SELZENTRY (MARAVIROC); REQUESTED FOR 73 DAYS

Event date : 2010/06M11

Event code : PTEG

Code Expl.: + GRANT OF A PATENT TERM EXTENSION
FILING DATE : 20071003
EXPIRY DATE : 20210525
EXTENSION DATE : 20210806

FURTHER INFORMATION : PRODUCT NAME: SELZENTRY (MARAVIROC)

https://worldwide.espacenet.com/publicationDetails/inpadoc?CC=US&NR=2002013337A1&KC=A1&FT=D&ND=3&date=20020131&DB=&locale=en EP#
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_ _ Contact
Need more information?

Patent Data Services team: patentdata@epo.org

Asian Patent Information: asiainfo@epo.orqg

Visit epo.org

Follow us on

= facebook.com/europeanpatentoffice
E twitter.com/EPOorg

=  youtube.com/EPOfilms

= linkedin.com/company/european-patent-office
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