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Summary of Facts and Subm ssi ons
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| nternational patent application PCT/US/ 01/50502 was
filed on 28 Decenber 2001 with twenty-nine clains.

Clains 1, 9, 16 and 26 read as foll ows:

"1. A pharnmaceutical conposition conprising a

phar maceutical carrier and at |east one conpound in
isolated or purified formselected fromthe group
consi sting of cobaltacene-octgonmet and
stigmast an- 3, 5, - di ene.

9. A pharmaceutical conposition conprising a
phar maceutical carrier and at |east one conpound
sel ected fromthe group consisting of gal oxolide,
benzyl salicylate, eucal yptol and a-pinene.

16. A nethod of preparing a conposition having
antimcrobial activity conprising extracting a plant
material in an organic sol vent,

contacting the extracted material with a
chromat ogr aphi ¢ separation system and eluting the
chromat ogr aphi ¢ separation systemw th a nobil e pol ar
phase to obtain a conposition

wherein the plant material is from Mammea Ameri cana,
Mar chant aceae pol ynorpha, or Callistenon citrinus, and
wherein the conposition has antimcrobial activity.

26. A nethod of inhibiting the growth of a
mycobacterium conprising adm nistering a conposition
conprising a carrier and at |east one compound sel ected
from anong cobal t acene-oct gonet, stigmastan-3, 5-di ene,
gal oxol i de, benzyl salicylate, eucal yptol, and

a- pi nene.
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1. On 2 July 2002 the European Patent office (EPO, acting
as International Searching Authority (I1SA), invited the
applicants to pay within atime limt of 45 days five
addi tional search fees pursuant to Article 17(3)(a),
Rul e 40.1 and 40.3 PCT and issued a partial search
report on clains 1 (partly), 3, 4to 5 (partly), and 26
to 29 (partly). The invitation stated the 6 groups of
inventions to which the application was found to
rel ate, namely:

(1) dainms: 1 to 8, 26 to 29(partly)

A pharnmaceuti cal conposition conprising a

phar maceutical carrier and at |east cobaltacene-
octgonet or stignmastan-3,5-diene in isolated or
purified formand a nethod of inhibiting the growh of
a nycobacterium using said conposition.

(1.1) dainms: 1(partly), 2, 4 to 5(partly), 6 to 8, 26
to 29(partly)

A pharnmaceuti cal conposition conprising a

phar maceutical carrier and at |east cobal tacene-
octgonet in isolated or purified formand a nmethod of
inhibiting the growth of a nmycobacterium using said
conposi tion.

(1.2) Cdainms: 1(partly), 3, 4 to 5(partly), 26 to
29(partly)

A pharnmaceuti cal conposition conprising a

phar maceutical carrier and at | east
stigmastan-3,5-diene in isolated or purified formand a
nmet hod of inhibiting the gromh of a mycobacterium
usi ng said conposition.

(2) Cainms: 9 to 15(partly), 26 to 29(partly)
A pharmaceuti cal conposition conprising a
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pharmaceutical carrier and at |east gal oxolide and a
met hod of inhibiting the gromh of a mycobacterium
usi ng said conposition.

(3) Adainms: 9 to 15(partly), 26 to 29(partly)

A pharnmaceuti cal conposition conprising a
pharmaceutical carrier and at |east benzyl salicylate
and a nethod of inhibiting the growth of a
mycobact eri um usi ng sai d conposition.

(4) dainms: 9 to 15(partly), 26 to 29(partly)

A pharnmaceuti cal conposition conprising a
pharmaceutical carrier and at |east eucal yptol and a
met hod of inhibiting the gromh of a mycobacterium
usi ng said conposition.

(5) dainms: 9 to 15(partly), 26 to 29(partly)

A pharnmaceuti cal conposition conprising a
pharmaceutical carrier and at |east &-pinene and a
nmet hod of inhibiting the gromh of a mycobacterium
usi ng said conposition.

(6) CAains: 16 to 25

A nmet hod of preparing a conposition having
antimcrobial activity conprising extracting a plant
material in an organic sol vent.

The reasons for the non-unity finding of the | SA were:

"It is imrediately apparent that the different (groups
of) inventions a priori do not share a single general

i nventive concept as inventions 1-5 relate to

phar maceutical conpositions conprising 6 chemcally
unrel ated, known conpounds and claim 16 relates to a
nmet hod preparing an antimcrobial conposition in the

1643.D Y A
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formof a plant extract.

In addition, it is noted that a conposition conprising
stigmast an- 3, 5-di ene and a pharmaceutical carrier is
known (e.g., Moreda et al., Journal of Chronatography
A, 936, 159-171)."

The |1 SA noted that all inventions nentioned under item
(1), although not necessary |linked by a conmon

i nventive concept, could be searched w thout effort
justifying an additional search fee. However, since
invention (1.1) referred to a conpound desi gnat ed
"cobal t acene-octgonet”, which nane was considered to be
so uncl ear that no neani ngful search was possible, the
search had been carried out for invention (1.2) only.

On 14 August 2002 the applicants paid five additional
search fees under protest pursuant to Rule 40.2 PCT and
provi ded a reasoned statenent to the effect that the
international application conplied with the requirenent
of unity of invention. They submtted that the first
five inventions had a special technical feature in
common whi ch defined themover the prior art, as
requested in Rule 13.2 PCT, nanely that they had anti -
m crobial, in particular anti-mnmycobacterial, activity.
The sixth invention referred to nethods for preparation
or use of the conpositions of inventions 1 to 5.

Wth the sane letter the applicants filed anmended

pages 3, 4, 8, 14 and 23 of the description and an
anended set of clainms 1 to 29, wherein the term

"cobal tacene-octgonet”, which was said to be an obvious
error, was replaced by "cobal t ocene-octonet”.

On 8 Novenber 2002, the | SA communicated to the
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applicants the result of its review under Rule 40.2(e)
PCT.

Wth regard to inventions 1 to 5 it was stated that
alternative conmpounds, clained in one patent
application and sharing a comobn activity, have to have
a conmmon structure or belong to a recogni zed cl ass of
chem cal conpounds, in order to neet the requirenents
of Rule 13.2 PCT. It was considered that the conpounds
of inventions (4) and (5), i.e. eucalyptol and

a- pi nene, which both were well-known terpenes, net

t hese requirenents, so that the refund of one
additional search fee was ordered. The conpounds of
conbi ned inventions (4) and (5), as defined by the | SA
and each of the conpounds of the first three inventions
did not share a structural elenment or belonged to a
recogni zed class. Invention (6) was found not to share
a single general inventive concept with the other

i nventi ons.

Thus, the need of the paynment of four additional search
fees was confirned.

On the sane date the ISAtransmtted the International
Search Report, established on the basis of clains 1 to
29 as originally filed. Clainms referring to the
conmpound "cobal t acene-octgonet” (invention (1.1)) were
considered to be unsearchabl e because they were uncl ear
to such an extent that no neani ngful search was
possi bl e.

The protest fee was paid by the applicants on
9 Decenber 2002 in conformty with Rule 40.2(c) PCT.

On the sanme date the applicants submtted a letter
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wherein they requested that a further search be carried
out on the basis of the substitute clains provided on
14 August 2002.

Reasons for the Deci sion

1643.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. As stated in Rule 13.2 PCT, this
requirenment is fulfilled only when there is a technical
rel ati onshi p anong those inventions involving one or
nore of the sane or correspondi ng "special technical
features”, these being those technical features that
define a contribution which each of the clai ned

i nventions, considered as a whole, nmakes over the prior
art.

If the |1 SA considers that the clainms |ack this unity,
it is enpowered, under Article 17(3)(a) PCT, to invite
the applicant to pay additional fees.

Under Article 154(3) EPC the boards of appeal rule on
protests agai nst additional fees charged by the |SA
under Article 17(3)(a) PCT. Under Rule 40.2(c) PCT they
can exam ne the protest and, to the extent that they
find it justified, order total or partial reinbursenent
of the additional fees.

The board has no power to exami ne the unity of the
present invention on the basis of newclains 1 to 29
submtted by the applicants on 14 August 2002. Its
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powers derive - as indicated above - from

Article 154(3) EPC in conjunction with Rule 40.2(c)
PCT, which provide for it to examne the protest. This
has to be done on the basis of the docunents avail abl e
when the I SA issued its invitation to pay the
additional search fees; there is no provision for
amendnent s during proceedi ngs before the | SA

Lack of unity may be directly evident a priori, i.e.
before the exam nation of the nerits of the clainms in
conparison with the state of the art reveal ed by the
search (cf. decision W13/87, 9 August 1988).

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

The | SA has based its invitation to pay additional
search fees on the fact that the internationa
application |acks unity a priori as it concerns five
di fferent inventions.

Al t hough the | SA nentioned a docunent which was
considered to be novelty destroying for a part of the
cl ai med subject-matter, no objection for lack of unity
a posteriori has been substanti ated.

Rule 40.1 PCT stipulates that the invitation under
Article 17(3)(a) PCT to pay additional fees nust say
why the international application is considered to |ack
unity. This means it nust include a substantiation the
applicant can foll ow
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The reason given by the ISA for its non-unity objection
was that the different inventions relate to
pharmaceuti cal conpositions conprising chemcally

unrel ated, known conpounds, respectively a nmethod for
preparing an antim crobial conposition in the formof a
pl ant extract.

Al t hough the substantiation given by the ISA is rather
short and not absolutely conclusive, the board
considers that the 1 SA has fulfilled its obligation to
substantiate its findings.

Four of the five different inventions identified by the
| SA refer to pharmaceutical conpositions and a use

t hereof, each conprising a carrier and a different,
pharmaceutically active substance. These substances are
stigmastan- 3, 5-diene (invention (1.2)), gal oxolide
(invention (2)), benzyl salicylate (invention (3)), and
eucal yptol or a-pinene (invention (4+5)). The fifth
invention is concerned with a nethod for the production
of an antim crobial conposition conprising extraction
of plant material with an organic sol vent and
chromat ogr aphi ¢ separation of the extracted material.

The applicants argue, that the first four inventions
are unified by the special technical feature that they
have anti-mcrobial, and in particular anti-
nycobacterial activity.

Fol l owi ng the Adm nistrative Instructions of the PCT
(see Annex B, Unity of invention, paragraph (f)), which
according to the decision of the Enlarged Board of
Appeal G 1/89 and G 2/89 (QJ EPO 1991, 155 and 166) are
binding to the boards, in a case where the clains, or a
single claim defines alternatives, the requirenment of
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a technical interrelationship and the sane or
correspondi ng special technical features as defined in
Rul e 13.2 PCT, shall be considered to be net when the
alternatives are of a simlar nature.

When alternatives of chem cal conmpounds are clained,
t hey shall be regarded as being of simlar nature where
the followng criteria are fulfilled:

(A) all alternatives have a common property or
activity, AND

(B)(1) a common structure is present, i.e. a
significant structural elenent is shared by all of the
alternatives, or

(B)(2) all alternatives belong to a recogni zed cl ass of
chem cal conmpounds in the art to which the invention
pertains.

The words "significant structural elenment is shared by
all of the alternatives” under (B)(1) above is defined
as neaning that the conpounds share a common chem ca
structure which occupies a |arge portion of their
structures, or in case the conpounds have in conmon
only a small portion of their structures, the comonly
shared structure constitutes a structurally distinctive
portion in view of existing prior art (Annex B, Part

() (ii)).

A "recogni sed class of chem cal conpounds” under (B)(2)
above is defined as neaning that there is an
expectation fromthe know edge in the art that nenbers
of the class will behave in the sane way in the context
of the claimed invention. In other words, each nenber
could be substituted for the other, with the
expectation that the same intended result woul d be
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achieved (Annex B, Part 1(f)(iii)).

The board agrees that the pharnmaceutically active
substances of the conpositions of inventions (1.2),
(2), (3) and (4+5), as indicated in point 8 above, neet
the requirement of criterium(A).

However, the chem cal substances, which are known in
the art per se, are a sterol (invention (1.2)), a
benzopyran-derivate (invention (2)), an ester of an
organic acid (invention (3)) and terpenes (invention
(4+45)). As such they obviously do not fulfil either of
criteria (B)(1) or (B)(2). Accordingly, the requirenent
of unity of invention is not net.

The method of claim 16 is defined by extracting plant
material derived fromthree specific plants with an
organi c solvent. Thereafter, the extracted material is
contacted with a chromatographi c separati on system
Finally the systemis eluted with a nobile polar phase
to obtain a conposition having antimcrobial activity.

The description on page 4, lines 17 to 25 states that
the invention is concerned with the identification and
i solation of purified plant fractions and conpounds
having antim crobial activity. The plant material is
described to be from Manmea Anericana, Marchant aceae
pol ynorpha or Callistenon citrinus, i.e the plants
listed in claim16. The nmethod described for obtaining
said fractions and substances is essentially the sane
as clainmed in claim16. On page 8 of the description it
is stated that nmethylene chloride extracts fromthe

pl ants specified in claim 16 contain the
pharmaceutically active conmpounds contained in the
conpositions according to inventions (1.2), (2), (3)
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and (4+5). It is stated to be an aspect of the
invention to provide conpositions conprising a
phar maceutical carrier and at | east one of these
conpounds (page 8, lines 26 to 36).

12. Accordingly, the board does not agree with the ISA in
this point. The nmethod according to clains 16 to 25 has
been specifically designed for the production of the
various conpositions of clains 1 and 9 (inventions
(1.2), (2), (3) and (4+45)), and therefore can be
considered as the technical link unifying the subject-
matter of clains 16 to 25 with either of the other
i nventi ons.

13. Therefore, the board partially followthe |ISA s
reasoni ng, according to which the searched subject-
matter is not considered as conplying with the
requirenments of unity of invention. Hence, the
invitation provided for in Article 34(3)(a) and
Rule 68.2 PCT to pay additional search fees is to be
regarded as legally effective for groups (1.2), (2),
(3) and (4+45) as defined by the I SA as they do not
satisfy the requirenment of Rule 40.1 PCT.

Or der

For these reasons it is decided that:

One additional search fee shall be rei nbursed.

The Regi strar: The Chai r wonman:

1643.D
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P. Crenona U M Kinkel dey
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