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Supreme Court of Japan Decision on Patent Term Extension Application

Masaki Morishima™ / Kohei Yodoya™

The Supreme Court of Japan
(SCJ) handed down a decision last

year concerning a patent term ex- L 4

/ Genki Tanaka™™ / Hitoshi Seki’

tension (PTE) application relying
on an additional marketing autho-
rization obtained following a
change in the dosage regimen of a
previously approved medicament,
and clarified some of the require-
ments, which had been unclear
from previous case law, for such a

PTE to be granted.

1. Summary of Decision

On November 17, 2015, the Su- ol
preme Court of Japan (SCJ) made a
significant decision regarding a
patent term extension (PTE) apph—
cation for medicinal inventions.!

The issue at stake was the availa-
bility of a PTE under an additional
marketing authorization (MA) ob-
tained following a change in the do-
sage regimen of the patented medicinal product, even if
the ingredients, effect, and efficacy thereof were identical
to those of the product covered by a prior MA.

The SCJ concluded that a PTE should be allowed with
regard to this particular case, and clarified some of the
requirements, which had been unclear from previous
case law, for such a PTE. In accordance with the SCJ de-
cision, the Japan Patent Office (JPO) is now revising the
PTE Examination Guidelines (Guidelines).

Fig. 1

2. Background

In 2003, the U.S. company Genentech Inc. obtained a
patent for a composition for use in treating cancer, the
composition comprising an effective amount of vascular
endothelial cell growth factor antagonists. In 2007, Ge-
nentech obtained an MA (I1st MA) for ,, Avastin (Bevaci-
zumab),“ an anti-cancer preparation covered by the pa-
tent, from the Ministry of Health, Labour and Welfare.

According to the Japanese patent system, the duration
of the patent right (20 years from the filing date) may be
extended for up to 5 years with respect to medicinal pa-
tents, if there was a period during which a patented inven-
tion could not be worked due to procedures for obtaining
an MA (Article 67(2) of the Patent Act).

2003 2007 2009
v v
Patent Granted 1st MA 2nd MA
Directed to Bevacigumab, but 5 or 10 mg/kg (weight) of 1.5 mg/kg (weight) of
not dosage regimen Bevacizumab by intravenous Bevacigumab by intravenous
drip injection; drip injection;

ata dosage interval of more
than 2 weeks

ata dosage interval of more
than 3 weeks

Scope of the 1st MA

Scope of the 2nd MA

Genentech filed a 1st PTE application seeking an exten-
sion of roughly 4 years while relying on the 1st MA. The
JPO granted the extension.

In 2009, after an additional MA for a different dosage
regimen (2nd MA) was obtained, Genentech filed a 2nd
PTE application seeking an extension of 5 years while re-
lying on the 2nd MA.

Specifically, the dosage regimen of the medicinal pro-
duct covered by the 1st MA is as follows:

»The active ingredient Bevacizumab is usually admi-

nistered at a dose of 5 mg//eg (body weight) or 10 mg/kg

(body weight) to an adult in the form of an intravenous

drip injection, in combination with other anti-cancer

agents, at a dosage interval of more than rwo weeks.“

When compared to the above, the dosage regimen
covered by the 2nd MA differs in that Bevacizumab is ad-
ministered at a dose of 7.5 mg/kg (body weight) and at a
dosage interval of more than three weeks.

The subject matter of both the 1st and 2nd MA falls
within the scope of the patent.

The differences between the granted claim scope and
the two MAs in question are summarized in Fig. 1.

The JPO rejected the 2nd PTE application due to the
existence of the 1st MA. Genentech appealed, seeking a
revocation of the JPO’s decision.

* Japanese Patent Attorney Masaki Morishima, Saegusa &
Partners, Osaka, Japan.

* Japanese Patent Attorney Kohei Yodoya, Saegusa & Part-
ners, Osaka, Japan.

* Japanese Patent Attorney Genki Tanaka, Saegusa & Part-
ners, Osaka, Japan.
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“* Japanese Patent Attorney Hitoshi Seki, Saegusa & Part-
ners, Osaka, Japan.
1 English summary of the decision prepared by the Japan Patent
Attorneys Association is available here:
http://www.jpaa.or.jp/?cat=546
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Wourzer/Berres/Kramer, Organisatorische Umsetzung einer Patentstrategie

3. Issue

According to Article 67-3(1)(i) of the Patent Act, a
PTE application will be rejected unless the MA relied on
for the PTE application is deemed to have been necessary
for ,the working of the patented invention.”

Therefore, the issue was whether the 2nd MA is
deemed to have been necessary for ,the working of the
patented invention® due to the existence of the 1st MA.

The JPO concluded, based on the Guidelines, that ,,the
working of the patented invention in Article 67-3(1)(i) of
the Patent Act should be construed as the working of a
medicament specified by the claimed features only.

The JPO then took the position that the ,patented in-
vention“ already became workable following the 1st MA.
Accordingly, the JPO rejected the subject PTE applica-
tion, stating that it was unnecessary to obtain the 2nd
MA for ,the working of the patented invention.”

4. Holding of SCJ

The SCJ reversed the JPO’s position, and indicated that
if the manufacture and sale covered by the 2nd MA is also
covered by the 1st MA, the 2nd MA should not be deemed
to have been necessary for ,the working of the patented
invention.“ In view of this, the SCJ stipulated that
whether the 2nd MA is ne-

ing on the ingredients, quantity (i.e., amount of the active
ingredients), dosage regimen, effect, and efficacy.

The manufacture and sale of the subject medicinal pro-
duct for use in a combination therapy of XELOX treat-
ment (1 cycle = 3 weeks, only a 2-hour infusion and ad-
ministration of an oral medicine alone are required) with
Bevacizumab treatment did not become available follo-
wing the 1st MA. Thus, the 2nd MA allowed the above
combination therapy for the first time. In view of this,
the SCJ held that because the manufacture and sale
covered by the 2nd MA is not covered by the 1st MA,
the reason for rejection under Article 67-3(1)(i) could
not be applied to the 2nd MA.

5. JPO Activity Following SCJ Decision

The SCJ decision made it necessary for the JPO to re-
vise the Guidelines. The JPO is currently considering a
revision of the Guidelines, and expects to release the revi-
sed Guidelines in the spring of 2016.

The JPO announced that the examination of PTE
applications filed relying on an additional MA granted fol-
lowing a prior MA would, in principle, be suspended until
the publication of the revised Guidelines.

According to the SCJ ruling, a PTE may be granted
under each MA of a medicinal product if any of the ingre-

dients, quantity, dosage re-

cessary for ,the working of [gijeron Arguments:

gimen, effect, and efficacy

the patented invention®
should be considered based
on a comparison between
the 1st MA and the 2nd
MA. The SCJ further stated
that the comparison of the
two MAs should be made
based on their subject mat-
ter, while focusing only on
the matters that are directly
related to whether the two
medicinal products are iden-
tical in substance, i.e., focus-

— The issue was PTE availability under an additional marke-
ting authorization (2nd MA) covering a dosage regimen
different from that of the previous MA (1st MA).

— The Patent Act stipulates that a PTE only becomes available
when the MA relied on was necessary for ,the working of
the patented invention.“

— The SCJ held that the 2nd MA should not have been neces-
sary if the manufacture/sale covered thereby was already
covered by the 1st MA.

— The SCJ decision made it necessary for the JPO to revise its
Examination Guidelines.

— A PTE may be granted under each MA of a medicament if its
subject matter differs from that of a previous MA.

thereof differs from those
of a previously approved
product. If the Guidelines
are revised in accordance
with this ruling, increased
patent protection for medi-
caments having a new do-
sage regimen is expected to

be provided.

Article received on Fe-
bruary 29, 2016.

Organisatorische Umsetzung einer Patentstrategie — ein Fallbeispiel

Alexander Wurzer” /Wolfgang Berres™ /Rolf-Jiirgen Krimer™™"

Mit der Entwicklung der multifunktionalen Kiichenma-
schine Thermomix in der fiinften Produktgeneration wurde
2011 bei Vorwerk eine nene IP-Strategie entwickelt und or-
ganisatorisch implementiert. Anhand des Strategie-Strutk-
tur-Fit-Modells beschreibt der Artikel die organisatorische
Verankerung der Differenzierungsstrategie in einem inte-
grierten Managementsystem fiir die Patentarbeit zum
Thermomix. Die Konfiguration des Differenzierungscen-
ters mit den Systemschnittstellen wird erliutert und aus
den Erfabrungen die zentralen Erfolgsfaktoren abgeleitet.

L Strategie-Struktur-Fit in der Patentorganisation’

Ausgangspunkt der betrieblichen Organisation ist die
geeignete Arbeitsteilung. Die Herausforderung besteht
darin, quantitativ den Arbeitsanfall und qualitativ die ver-
schiedenen Anforderungen an die zu leistende Arbeit zu
verteilen. Durch die Arbeitsteilung entstehen Schnittstellen
und Wechselwirkungen zwischen Mitarbeitern und Orga-
nisationsbereichen, die es nach betriebswirtschaftlichen
Zielenwie Effizienz, Flexibilitt, Ergebnisorientierung, Ef-

* Prof. Dr. Alexander J. Wurzer, Wurzer und Kollegen
GmbH, Miinchen.
“* Dipl.-Kaufm. Wolfgang Berres, Wurzer und Kollegen
GmbH, Miinchen.
“** Dipl.-Ing., Rolf-Jiirgen Krimer, Vorwerk, Wuppertal.

1 Tatsichlich wurde fir die Umsetzung der IP-Strategie (vgl.
Fn. 24) fir den Vorwerk-Thermomix eine IP-Organisation
entwickelt, um jedoch den Umfang des Artikels zu beschran-
ken wird hier nur der Patentteil des integrierten IP-Manage-
ments (vgl. Abschnitt (III)) vorgestellt.
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