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Summary of Facts and Subm ssi ons
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I nternational patent application PCT/ G 02/ 00557 was
filed on 11 February 2002 with 26 clains, of which
claims 1, 7, 8, 12, 16, 18, 20 and 23 to 26 read as
foll ows:

"1l. A nethod of delivering a biologically active agent
to the cervix, the nethod conprising using a needl el ess
i nj ector.

7. A method of ripening the female cervix, the nethod
conprising adm nistering a cervical ripening agent to
t he cervix using a needl eless injector.

8. A systemfor delivering a biologically active agent
to the cervix conprising an agent which is biologically
active on the cervix and a needl el ess injector.

12. A needleless injector |oaded for injection with an
agent which is biologically active on the cerviXx.

16. A vial for insertion into, and containing an agent
for delivery by, a needleless injector wherein the
agent is an agent which is biologically active on the
cervi X.

18. A nmethod of preparing a needleless injector for use
in delivering a biologically active agent to the
cervix, the nethod conprising |loading the injector with
the biologically active agent.

20. A pharnmaceutical fornulation conprising an agent
for delivery to the cervix and a carrier suitable for
use in a needleless injector.
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23. Use of a cervical ripening agent in the manufacture
of a nedicanment for treating a female in need of a
cervical ripening agent wherein the cervical ripening
agent is for delivery using a needl el ess injector.

24. Any novel method for delivering a biologically
active agent to the cervix, as described herein.

25. Any novel needleless injector | oaded with an agent
for delivery to the cervix, as described therein.

26. Any novel vial for use in a needleless injector and
containing an agent for delivery to the cervix as
descri bed herein."

Clains 2 to 6, 9 to 11, 13 to 15, 17, 19 and 21 to 22
concerned specific enbodi nents of the nethod of
claim1l, the systemof claim8, the needleless injector
of claim12, the vial of claim16, the nethod of
claim 18 and the pharmaceutical formnulation according
to claim20, respectively.

On 5 June 2002 the European Patent O fice (EPO, acting
as an International Searching Authority (ISA), invited
the Applicant to pay within a time limt of 30 days
three additional search fees pursuant to

Article 17(3)(a) and Rule 40.1 PCT and issued a parti al
search report on claims 1 to 11 (partially), 16, 17 and
20 to 26 (partially) relating to the invention first
menti oned. As regarded this partial search, the | SA

poi nted out that although clains 1 to 7 related to a
nmet hod of treatnent of the human/ani mal body, the
search had neverthel ess been carried out, based on the
al l eged effects of the conposition.
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The invitation further stated that the application
related to four groups of inventions:

1. Clainms: 1 to 11 (in part), 16, 17 and 20 to 26 (in
part)

Phar maceuti cal conposition for the ripening of the
cervix containing a prostagl andi n;

2. Claims: 1 to 11 (in part), 16, 17 and 20 to 26 (in
part)

Phar maceutical conposition for the ripening of the
cervi x containing MCP-1;

3. Clains: 1 to 11 (in part), 16, 17 and 20 to 26 (in
part)

Phar maceutical conposition for the ripening of the
cervix containing interleukin 8; and

4. Clainms: 12 to 15, 18 and 19
A needl el ess injector and its method of
manuf act ur e.

The |1 SA further observed that the probl em underlying

t he application was the provision of an injectable

phar maceuti cal composition containing a ripening agent
for the cervix. The proposed solution was an injectable
phar maceuti cal conposition containing as ripening
agents prostaglandins, MCP-1 or |IL-8. However, this
common feature (injectable pharmaceutical conposition
conprising a cervical ripening agent) was already known
in the prior art, for exanple, fromthe foll ow ng
docunent s:
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(1) US-A-5,908, 829, which disclosed an injectable
phar maceuti cal conposition for cervical ripening
contai ning MCP-1 and prostagl andin; and

(2) EP-A-0 543 476, which disclosed an injectable
phar maceuti cal conposition for cervical ripening
contai ning IL-8 and prostagl andi n.

In view of this state of the art, the above common
concept was no | onger new and the probl em underlying
the present application had to be redefined as the
provi sion of further pharmaceutical conpositions for
cervical ripening, inventions 1 to 3 above (see
Section Il supra) being each a separate solution to
this problem

The | SA further argued that the above groups 1 to 3 of
inventions were not |inked to each other by any other
special technical feature in the sense of Rules 13(1)
and (2) PCT so as to forma single inventive concept.
Mor eover, since no conmon technical feature existed
bet ween a pharmaceuti cal conposition and a needl el ess
injector/its nmethod of manufacture, a single inventive
concept was al so m ssing between group 4 of inventions
(clains 12 to 15, 18 and 19) and the remai ni ng groups
of inventions 1 to 3 (see Section Il supra).

V. On 4 July 2002, the Applicant paid three additional
fees under protest pursuant to Rule 40.2(c) PCT. In
support of the protest, the Applicant submtted that
groups 1 to 4 were linked by the common utility of
providing a new and inventive nethod of delivery of a
bi ol ogically active agent to the cervix using a

0946.D Y A
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needl el ess injector. The Applicant further noted that
t he amount of the additional fee was excessive, since
the clained invention could have readily been searched
by reference to a reasonabl e nunber of classifications.

Wth a notification dated 19 Septenber 2002, a review
panel within the nmeaning of Rules 105(3) EPC and
68.3(c) PCT confirnmed the | SA's opinion regarding |ack
of unity. However, it considered that the parti al
search perfornmed by the | SA (see Section Il supra) also
covered inventions 1 to 3 and ordered a refund of two
of the three additional search fees.

By the sane date, the I SA issued the search report
established for groups 1 to 4 of inventions.

The Appellant requests that the additional fees and the
protest fee be refunded.

Reasons for the Deci sion

1

0946.D

The protest is adm ssible.

According to Rule 13.1 PCT, the international patent
application shall relate to one invention only or to a
group of inventions so linked as to forma single

i nventive concept. If the | SA considers that the
clainms lack this unity, it is enpowered, under

Article 17(3)(a) PCT, to invite the Applicant to pay
addi tional fees.

Lack of unity may be directly evident a priori, i.e.
before the exam nation of the nerits of the clains in
conparison with the state of the art reveal ed by the
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search (cf., for exanple, decision W6/90, QJ EPO 1991
438). Alternatively, having regard to decision G 1/89
of the Enlarged Board of Appeal (Q EPO 1991, 155), the
| SA is also enpowered to rai se an objection

a posteriori, i.e. after having taken the prior art
reveal ed by the search into closer consideration. This
practice is laid down in the PCT Search Guideli nes,
Chapter VII, 9 which are the basis for a uniform
practice of all International Searching Authorities.
The Enl arged Board of Appeal indicated that such

consi deration represents only a provisional opinion on
novelty and inventive step which is in no way binding
upon the authorities subsequently responsible for the
substantive exam nation of the application (point 8.1
of the Reasons for the decision). In point 8.2 of the
Reasons, the Enl arged Board nentioned that such
invitation to pay additional fees should always be nmade
"With a viewto giving the Applicant fair treatnent”
and should only be made in clear cases.

According to Rule 13.3 PCT, the determ nati on whether a
group of inventions is so linked as to forma single
general inventive concept shall be nmade w thout regard
to whether the inventions are clained in separate
clainms or as alternatives within a single claim

Since the review panel already ordered a refund of two
of the three additional search fees (see Section VI
supra), it remains only the be deci ded whet her or not
one additional search fee and the protest fee have to
be refunded.

The | SA has based its finding of lack of unity upon
a posteriori considerations. It found that the common
i nventive concept underlying the present clains was the
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provi sion of an injectabl e pharmaceutical conposition
containing a ripening agent for the cervix. The
proposed solution was an injectabl e pharnaceuti cal
conposition containing as ripening agents
prost agl andi ns, MCP-1 or |L-8. However, this common
feature (injectable pharmaceutical conposition
conprising a cervical ripening agent) was al ready known
in the prior art, for exanple, fromdocunents (1) and
(2). Furthernore, the | SA considered that a single

i nventive concept was al so m ssing between group 4 of
inventions (clains 12 to 15, 18 and 19) and the
remai ni ng groups of inventions 1 to 3 (see Section I
supra). Thus, in the absence of other technical
features which would be suitable to |ink the clained
subj ect-matter together as required by Rule 13.2 PCT,
the subject-matter of the present clains did not relate
to one invention but to four separate ones.

However, none of the clainms at issue (see Section
supra) is addressed to an injectable pharmaceuti cal
conposition conmprising a cervical ripening agent.
Therefore, the board disagrees to the finding by the

| SA that the technical problemsolved by the clained
subject-matter lies with the provision of an injectable
pharmaceuti cal conposition containing as cervix

ri peni ng agents prostagl andins, MCP-1 or |L-8.

In order to define the underlying technical problem
the closest state of the art has to be defined taking
rather into account that the objected clains all
directly or indirectly rely on a needl el ess injector
and its use for admnistering a biologically active
agent to the cervix.

Thi s conmbi nati on of features is disclosed in none of
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t he docunents cited in the search report. In fact,
docunents (1) and (2) are concerned with the

adm ni stration of nedicanents to the cervix by nmeans
ot her than a needl el ess injector (see paragraph 11
infra). As for docunent

(3) OBrien J.M et al., Utrasound OQostet. Gynecol.
Vol . 13, pages 137-139 (1999),

it is concerned with the assessnent of cervical

di mensi on during endovagi nal sonographi c exam nati ons,
wherein 10 mM of a normal saline solution was placed
intravaginally via a needl el ess syringe. However, this
t echni que cannot be considered as a nethod for

adm nistering a biologically active product to the
cervix by neans of a needl el ess syringe since nornal
saline is no biologically active product to the cerviXx.
Mor eover, no contact occurs between the syringe and the
cervix in the procedure disclosed in docunent (3). The
needl el ess injectors according to the present
application, however, require a direct contact to the
cervi x/vaginal fornix (see page 6, lines 10 to 19),
since injection of the drug occurs at high pressure
(see page 3, lines 28 to 30).

The cl osest state of the art is thus represented by
docunent (1) or (2). The former (see colum 7, |ine 27)
di scl oses a pharnaceuti cal conposition containing the
cervix ripening agent MCP-1. In colum 4, lines 28 to
31 thereof, it is suggested that this nedi canent be
adm nistered "as a gel or creamor by injection into
the cervix". Docunent (2) (see colum 4, lines 2 to 19)
di scl oses a pharnaceuti cal conposition containing the
cervix ripening agent IL-8 1In colum 6, lines 34 to
36, it is suggested that this nedi canent be
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adm nistered "in formof a gel, ointnent or | ocal
injection". Conpared with this prior art, the present
application purports to solve the problem of providing
an alternative nethod for adm nistering a biologically
active product to the cervix (see page 1, line 29 to
page 2, line 24 of the application). This problemis
sol ved by the use of a needleless injector (see page 3,
line 4 to 6). The advantageous technical effects

achi eved using a needleless injector conpared with

ot her nmethods of adm nistration are pointed on page 9,
lines 15 to 19 and in Exanple 3 of the description.

In view of the foregoing, the board al so disagrees to
the 1SA's finding that there is no common techni cal
feature susceptible of linking the subject matter of
groups 1-4 of inventions together. In fact, once
claims 1 to 7 and 24 are |left out of consideration
because they relate to nethods of treatnment of the
human/ ani mal body (see Article 17(2)(a)(i) and

Rul e 39.1(iv) PCT), the remaining i ndependent cl ains
relate to kits of parts conprising two conponents
(clains 8 to 17, 25 and 26), nanely a needl el ess
injector or a part thereof in conbination with an agent
bi ol ogically active to the cervix, or to a

phar maceutical conposition conprising two ingredients
(claims 20 to 22), all of which are specifically
designed for performng the adm nistration via a
needl el ess injector of a biologically active substance
to the cervix. Mreover, clains 18 and 19 are al so
unitary with claim@8, since they relate to a nethod for
maki ng the kit of parts of claim8. Finally, claim23,
drafted according to a second/further nedical use
claim is also unitary with the remaining clains since
it relies on the new node of adm nistration according
to the application at issue.
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12. Therefore, the board cannot follow the | SA's reasoning,
according to which the searched subject-nmatter
(inventions 1 to 4) is not considered as conplying with
the requirement of unity of invention. Hence, the
invitation provided for in Article 17(3)(a) and
Rule 40.1 PCT to pay 3 (three) additional search fees
for inventions 1 to 4 cannot be regarded as legally
effective, as it does not satisfy the requirenent of
Rul e 40.1 PCT.

Or der

For these reasons it is decided that:

1. Ref und of one additional search fee paid by the
Applicant is ordered.

2. The protest fee shall be refunded.
The Regi strar: The Chai rwonman:
P. Crenona U M Kinkel dey
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