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A met hod of placing a vaginal discharge collector, holding it
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in place in the vaginal canal of a woman, collecting discharge
in the collector, retrieving it and di sposing of the collector
after a single use can be considered susceptible of industrial
application if it is imaginable that these steps are carried
out as a paid service and are not exclusively dependent for

t heir execution on the instructions of the woman in question.
(points 3.1 and 3. 2)
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Summary of Facts and Subm ssi ons

0289.D

Eur opean patent application No. 91 901 923. 2 published
under No. 0 504 301 was refused by the Exam ning
Di vi sion by decision dated 18 July 1997.

The basis for the decision of the Exam ning D vision
consisted of a main request and three auxiliary
requests. The reasons given for the refusal was that
the subject-matter of claim1 of the main and first
auxiliary request (relating to a nmethod of using a
vagi nal discharge collector, nowclains 1 and 8 of the
third auxiliary request and claim1l of the fourth
auxiliary request) did not conply with the requirenent
of industrial applicability (Article 57 EPC).

It based its argunentation primarily on deci sion

T 74/ 93 (QJ EPO 1995, 712) which considered a nethod of
contraception which was to be applied in the private
and personal sphere of a human bei ng as not being
suscepti bl e of industrial application (see Headnote).

It argued that even if the positioning was done by
sonebody el se than the person in question, eg a nurse
or a doctor, this activity would fall under the
exception of Article 52(4) EPC (nethods for treatnent
of the human or animal body by surgery or therapy and
di agnhosti c net hods practised on the human or ani ma
body), rendering the subject-matter of the claim

al ready unpatentable for that reason alone. In

addi tion, the steps of holding it in place and

coll ecting the vagi nal discharge were individually and
personal |y performed by the woman in question and an
i ndustrial application of such a step could not be
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i magi ned. Finally, the step of disposing the discharge
collector had no relation to an industria
applicability.

The subject-matter of claim1 of the second and third
auxiliary request (relating to a set of vagi na

di scharge coll ectors) was considered to |ack inventive
step (Article 56 EPC) in respect of each of the
foll ow ng docunents on its own:

D1: EP-A-0 247 837,

D2: EP-A-0 129 271

D3: US-A-2 915 065,

the features distinguishing the claimover each of

t hese docunents being considered as not addi ng
technical details to the collector itself, but relating
to the way the coll ector was sol d.

On 18 Septenber 1997 the Appellant (applicant) | odged
an appeal against this decision and paid the prescribed
appeal fee. On 14 Novenber 1997 a statenent of grounds
of appeal was fil ed.

The Appel | ant requests cancell ation of the decision and
grant on the basis of the main request considered by
the Examining Division or auxiliarily on the basis of
one of four auxiliary requests. Auxiliarily ora
proceedi ngs were requested.

In essence, the Appellant's argunents in support of the
appeal are as follows:
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The Exam ning Division applied Article 57 EPC in a too
narrow and restrictive manner. Article 57 EPC did not
state that an invention which was normally carried out
in private circunstances was not susceptible of

i ndustrial application, what counts was whether the
net hod was capabl e of being used in any kind of

i ndustry. The nethod of the invention is equivalent to
a nethod of collection and di sposal of waste products;
a conmpany could run a business supplying and di sposi ng
of the collectors in question.

In respect of decision T 74/93 (supra) the Appell ant
argued that the present case was different, as the
maj or reasons for the person for perform ng the nethod
of the invention were not private but either cosnetic
(mai ntai ni ng the personal appearance, prevention of
odours, preventing tell-tale signs of nenstruation) or
prof essi onal (being capable of continued carrying out

of certain professions). Mre applicable than the above
deci sion woul d be the decision T 144/83 (QJ EPO 1986,
301) relating to a nethod of orally adm nistering

nal trexone and continuing to do so until a cosnetically
beneficial |oss of weight has occurred. In both cases
the actual physical steps were carried out in private
by the person enpl oyi ng the nethod, under instructions
of athird party with a commercial interest in the use
of the nethod (in the case of T 144/83 the supplier of
nal trexone, in the present case the supplier of the

di scharge coll ectors).

I n a comruni cati on acconpanyi ng summons for ora
proceedi ngs pursuant to Article 11(2) of the Rules of
Procedure of the Boards of Appeal the Board expressed
the prelimnary opinion that the main, first and second
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auxiliary request (conprising clains to the set of

vagi nal discharge collectors) were in conflict with
Article 123(2) EPC for adding subject-matter to the
application which was not originally disclosed. The
third and fourth auxiliary request (with only clains to
a nethod of using a vaginal discharge collector) were
considered to fulfil the requirenent of industria
applicability. The Board indicated its intention to
refuse the main, first and second auxiliary request and
refer the case back to the Exam ning Division for
prosecution of the exam nation in respect of novelty
and inventive step on the basis of the clains of the
third and fourth auxiliary requests, the reasons for
refusal of these clains no | onger being applicable. If
the applicant agreed, oral proceedings could be

avoi ded.

By facsimle letter of 11 January 2000 the applicant
agreed to this procedure requesting cancellation of the
oral proceedings, which was ordered by the Board that
sanme day.

Rel evant for this decision are the follow ng cl ai ns:

Claim9 of the main request:

"A set of vaginal discharge collectors (10; 20; 30; 40;
50; 60; 70; 80; 90; 100; 110; 120; 130; 140; 150), each
of said collectors conprising:

body nmeans (14; 24; 34; 44; 54; 64; 74; 84; 94; 104;
114; 124; 134; 144; 154) for providing a collection
space (19; 29; 39; 49; 59; 69; 79; 89; 99; 159) for the
col l ection of discharge and having an opening for the
passage of discharge into said space;
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rimmeans (11; 21; 31; 41; 51; 61; 71; 81; 91; 121

141; 151) for providing resilient outward hol ding force
sufficient for holding the collector in position during
use, said rimneans being affixed to said body neans
proxi mte the top of said body neans;

wherein said collectors are | ocated together to be used
and di sposed of seriatimby a user during a single

peri od of nenstruation and wherein the rimneans of
each collector is a solid annulus forned entirely of

el astoneric material."

Clains 8 and 1 of the first and second auxiliary

requests respectively:

The sol e difference between these clains and claim9 of
the main request as set out above resides in the fact
that the feature of the rimneans being "a solid
annul us formed entirely of elastoneric material" was
transferred fromthe last line of the claimto the

| ocation after "rimneans (11; 21; 31; 41; 51; 61; 71
81; 91; 121; 141; 151)".

Caiml of the third auxiliary request:

"“A nmethod of using a vagi nal discharge collector (10;
20; 30; 40; 50; 60; 70; 80; 90; 100; 110; 120; 130;
140; 150) conprising the steps of:

(a) providing a vagi nal discharge collector including
body neans (14; 24; 34; 44; 54; 64; 74; 84; 94;
104; 114; 124; 134; 144; 154) for providing a
col l ection space (19; 29; 39; 49; 59; 69; 79; 89;
99; 159) for the collection of discharge and
havi ng an opening for the passage of said
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di scharge into said space, and rimneans (11; 21,
31; 41; 51; 61; 71; 81; 91; 121; 141; 151) for
providing resilient outward hol ding force
sufficient for holding said collector in position
wi thin a woman's vagi nal canal (201) during use,
sai d body neans having a top, said rimneans
having a | eading portion and a trailing portion,
said rimneans being affixed to said body neans
proxi mate said top of said body neans;

positioning said discharge collector in said
position such that said | eading portion of said
rimmeans is |located at a rearward | ocation (203)
behi nd the woman's cervix (202), such that said
trailing portion of said rimneans is |ocated at a
forward | ocation (204) behind the woman's pelvic
bone (205), and such that the woman's cervix is

| ocated between said | eading and trailing portions
of said rimnmeans;

hol ding said collector in said position by
applying said resilient outward hol ding force
against the walls of the woman's vagi nal canal;

whi |l e holding said collector in said position,
collecting said discharge in said collection space
wi t hout absorbing said discharge by allow ng said
di scharge to flow through said opening and into
sai d space; and

subsequent |y, disposing of said vagi nal discharge
collector after a single use.”

Caiml of the fourth auxiliary request:
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Differs fromclaim1l of the third auxiliary request
solely in that:

"A nmethod of collecting and di sposi ng of vagi na

di scharge (10; 20; 30; 40; 50; 60; 70; 80; 90; 100;
110; 120; 130; 140; 150) conprising the steps of:"
repl aces:

"A nmet hod of using a vagi nal discharge collector (10;
20; 30; 40; 50; 60; 70; 80; 90; 100; 110; 120; 130;
140; 150) conprising the steps of:".

Caim8 of the third auxiliary request:

"A nmet hod of collecting vagi nal discharge using a

vagi nal di scharge collector (10; 20; 30; 40; 50; 60;
70; 80; 90; 100; 110; 120; 130; 140; 150) i ncluding
body nmeans (14; 24; 34; 44; 54; 64; 74; 84; 94; 104;
114; 124; 134; 144; 154) for providing a collection
space (19; 29; 39; 49; 59; 69; 79; 89; 99; 159) for the
col l ection of discharge and having an opening for the
passage of said discharge into said space, and rim
means (11; 21; 31; 41; 51; 61; 71; 81; 91; 121; 141
151) for providing resilient outward hol ding force
sufficient for holding said collector in position

wi thin a wonman's vagi nal canal (201) during use, said
body neans having a top, said rimneans having a

| eading portion and a trailing portion, said rimneans
being affi xed to said body neans proxi mate said top of
sai d body neans conprising the steps of:

(a) collecting said discharge in said collection space
wi t hout absorbing said discharge by allow ng said
di scharge to flow through said opening and into
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sai d space; and

(b) subsequently, disposing of said vagi nal discharge
collector after a single use.”

Reasons for the deci sion

2.1

0289.D

The appeal is adm ssible.

Amendnents (Article 123(2) EPQ

When introducing the clains relating to a "set" of

vagi nal di scharge collectors into the application
during the exam nation proceedings, with letter of

9 April 1996, the Applicant referred as support
therefor to page 3, lines 26 to 28 and page 7, lines 5
to 9 of the originally filed application docunents.
However, these references do not disclose or otherw se
support the clainmed set of vaginal collectors as

referred to above for the foll ow ng reasons:

The nention to the fact that the collectors are

"di sposabl e", does not allow the conclusion that they
are intended to be disposed of "seriatint. As regards
the word "seriatini: the original application docunents
do not nention that after taking one collector out of
the vagina, it should be substituted by another froma

seri es.

The nmention on page 1 of the original application
docunents that the collectors are considered to be an
alternative to sanitary napkins or tanpons does not
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all ow the conclusion either that the collectors are

"l ocated together in a set". Firstly, on this page the
napki ns or tanpons thenselves are not referred to in
connection with them bei ng packaged together, |et al one
being "l ocated together in a set". Secondly, napkins
and tanpons are not packed together to be used and

di sposed of "in a single period of nmenstruation". As
Wi th diapers, they can be bought in small or |arge
quantity packages; no nmention is nmade on the package
that the contents are for use in one single period of
menstruati on only.

Further, the nention on page 14, lines 21 to 23 of the
original application docunents relates only to the
possi bl e vol ume of the collector, which cannot inply a
"set" of collectors as such. The nention on page 26,
lines 21 to 26 relates to the possibility of a l|arger
vol une of the collector, such that it can be worn for a
| onger tine or when |arger quantities of discharge are
to be expected. Also this disclosure cannot be

considered as inplying a "set" of collectors.

Therefore, since no support is to be found in the
originally filed application for the disclosure of a
plurality of vaginal discharge collectors being

"l ocated together in a set to be used and di sposed of
seriatimby a user during a single period of
nmenstruation”, the independent claim9 of the main
request and clains 8 and 1 of the first and second
auxi liary requests respectively, contravene the
requirenents of Article 123(2) EPC. As a consequence
these requests are not all owable.

Support for the subject-matter of the independent
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clainms of the third and fourth auxiliary request can be
found on page 23, first paragraph and cl ai m65. Page 6,
fourth paragraph and page 19, penultinmate sentence
contain the information that the absorption of the

di scharge may be di spensed with.

Requi renment of industrial applicability (Article 57
EPC)

It is the view of the Board that the nmethod as cl ai ned
by the above nentioned i ndependent clains of the third
and fourth auxiliary request conplies with the

requi renents of Article 57 EPC, which consider an

i nvention as susceptible of industrial application if
it can be made or used in any kind of industry.

Such a nethod can be perfornmed by an enterprise of

whi ch the object is to assist wonen in collecting a
sanpl e of their vagi nal discharge, eg for subsequent

vi sual, chem cal or bacterial inspection or for
extraction of one or nore of its conponents for use in
I ndustrial preparation of pharmaceutical conpositions.
Whet her such enterprises actually exist is not rel evant
for the purposes of Article 57 EPC, what counts is the
possibility that such a service may be offered by an
enterprise. For the question whether the nethod of

coll ecting a sanple under the exclusion of diagnostica
nmet hods pursuant to Article 52(4) EPC, see point 4.3
bel ow.
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At present there exist (hospital-)Ilaboratories offering
the service of taking sanples of body fluids (eg bl ood,
sputum nucus) for further analysis. Such services are
perfornmed for a fee and are run on a commerci al basis.
They performtheir functions "continually,

i ndependently and for financial gain" (see decision

T 144/ 83, supra, Reasons point 5). It is not

I nconcei vabl e that such services are extended to the
provi sion and placenent of a vagi nal discharge

coll ector, collection of vaginal discharge therein and
the retrieval and subsequent disposal of the collector
as presently clained in the nethod clains of the third
and fourth auxiliary request.

In decision T 74/ 93 (cf supra) relied upon by the
Exam ni ng Di vision the Board considered that a nethod
of contraception which was to be applied in the private
and personal sphere of the woman in question was not
suscepti bl e of industrial application. The Board

consi dered that apart fromthe exception of industria
applicability enshrined in Article 52(4) EPC an

i nvention still had to conply with the requirenents of
Article 57 EPC

In one exanple it was di scussed whether the fact that a
nurse could be applying the nethod to a di sabl ed person
was sufficient to fulfil the requirenent of industria
applicability. The Board deciding case T 74/93

consi dered that the fact that such a nurse acts
professionally did not suffice to nmake the application
of the nmethod an industrial activity. The service of
applying the contraceptive nethod was not offered as an
i ndustry but to satisfy the strictly personal needs of
the di sabled person. It followed therefromthat the
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nature of the activity was not changed by the fact that
it was not exercised by the disabled person in
question, but by her assistant follow ng her

I nstructions.

In the present case, it can be foreseen that
application and retrieval of the discharge collector is
perfornmed by a professional in the service of an
enterprise. However, in contrast to the case of
decision T 74/ 93, this service is not one satisfying
only the strictly personal needs of the woman in
guestion. Collecting a sanple may be caused by externa
reasons, eg the advice of a nmedical practitioner to
have such a sanple taken for further diagnosis.
Moreover, in the situation described above, the person
taking the sanple will generally not be acting on the
i nstructions of the wonman in question, but rather on
the basis of the instructions supplied with the
collector itself, if necessary suppl enmented by

I nstructions issued by his/her superior.

Excl usi on under Article 52(4) EPC

As far as the aspect of industrial applicability is
concerned it is, however, also necessary to exam ne
whet her the exclusion of industrial applicability under
Article 52(4) EPC applies.

In the present case that is not so. The nere pl acenent
in and collection of the discharge device in the

vagi nal canal of a fenale, even if perforned by a

nmedi cally trained person or a doctor, is not a nethod
of treatnent of the human or animal body by surgery or
therapy. A prerequisite therefor is the act of surgery
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or the curative or preventive treatnment of illness or
the alleviation of the synptons of pain and suffering,
which is not the case with the nethod of the invention.
Neither is there the necessity of particular nedica
skills in positioning and renoving the di scharge

coll ector, as these actions are identical to the

pl acenent and renoval of a contraceptive device such as
a pessary, which is perforned by wonen thensel ves.

Neither is there a case of a diagnostic nethod
practised on the human or ani mal body, since that
exclusion only applies to diagnostic nethods of which
the results make it directly possible to decide on a
particul ar course of nedical treatnent. To fall under
this exclusion the nethod cl ai med should contain al
the steps involved in reaching a nedical diagnosis. The
steps of providing a collector, placing it, collecting
di scharge therein, retrieving and di sposing of it do
not fulfil this condition because on the sanple thus
coll ected not even data are gathered (see deci sion

T 385/86, QJ EPO 1988, 308).

However, in this respect it nust be guaranteed that al
references to nethods of therapeutical treatnent are
del eted fromthe description. See eg page 4, second and
fourth paragraph; page 5, first and second paragraph,;

t he paragraph bridgi ng pages 6 and 7; page 13, second
paragraph, fifth sentence; page 20, |line 5; page 28,
second par agr aph.

Pr ocedur al consi derations

For the reasons expl ai ned above the independent
clains 1 and 8 in accordance with the third auxiliary
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request do not give rise to objections with respect to
added subject-matter or industrial applicability.
Caim1l of the fourth auxiliary request is practically
identical to claiml1 of the third auxiliary request and
also fulfils these requirenents.

However, these nethod clains have not yet been exam ned
by the Examning Division wth respect to novelty and

i nventive step. In conformty with the case | aw of the
Boards of Appeal, such a case is normally referred back
to the Exam ning Division for further prosecution. Thus
the Board decides to nmake use of its powers pursuant to
Article 111(1), second sentence EPC to refer the case
back to the Exam ning Division for further prosecution,
particularly in view of the explicit request made by
the applicant to that effect.

5.2 In this respect the Board wi shes to point at docunents
D5 (US-A-2 915 065) and D9 (US-A-2 616 426) which
appear to represent nore relevant prior art for the
vagi nal di scharge collector and its technical features
as clained in the present nethod clains than that

di scl osed in D1-D3 considered in the decision under
appeal .

O der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The case is remtted to the first instance for further

0289.D Y A
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prosecuti on.

The Regi strar: The Chai r man:

M Patin P. Alting van Ceusau
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