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Summary of Facts and Subm ssi ons

2164.D

Eur opean patent No. 0 522 087 based on the
international application No. PCT/US91/01794 was
granted on the basis of 29 clains.

Claims 1 and 16 relating to a nethod and an assenbly

read as foll ows:

"1.

A net hod of bleaching a patient's teeth as a
cosnetic treatnment, which conprises:

(a) providing a dental tray configured to cover a
patient's teeth surfaces to be bl eached and
configured to hold a quantity of dental bl eaching
conposition;

(b) placing a quantity of dental bl eaching
conposition within the dental tray, the dental

bl eachi ng conposition conpri sing:

a quantity of dental bleaching agent capabl e of

bl eaching vital tooth surfaces in contact with the
dental bl eachi ng agent; and

a matrix material into which the dental bl eaching
agent is dispersed, the matrix material conferring
tacky characteristics on the conposition, and

i ncl udi ng car boxypol ynet hyl ene i n an anmount such
that the matrix material has a sufficiently high
viscosity and low solubility in saliva that the
matrix material provides for the bl eaching agent
to be in contact with the tooth surfaces over a
period of time greater than about 3 hours;

(c) positioning the dental tray over the patient's
teeth surfaces so that the dental bl eaching
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conposition is in contact wwth the patient's teeth
surfaces to be bl eached;

(d) retaining the dental tray in position over the
patient's teeth surfaces by virtue of the tacky
characteristics of the bleaching conposition; and

(e) renoving the dental tray fromthe patient's
t eet h.

16. An assenbly for providing dental bleaching of a
patient's teeth, which conprises:

(a) a dental bleaching conposition conprising:

a quantity of dental bleaching agent capabl e of

bl eaching vital tooth surfaces in contact with the
dental bl eachi ng agent; and

a matrix material into which the dental bl eaching
agent is dispersed, the matrix material conferring
tacky characteristics on the conposition, and

i ncl udi ng car boxypol ynet hyl ene i n an anmount such
that the matrix material has a sufficiently high
viscosity and low solubility in saliva that the
matrix material provides for the bl eaching agent
to be in contact with the tooth surfaces over a
period of time greater than about 3 hours; and

(b) a dental tray to be fitted over the patient's
teeth so as to cover them and configured to hold
a quantity of the dental bleaching conmposition.”

Opposition was filed against the granted patent by both
Respondent 01 and Respondent 02 on the grounds of

i nventive step under Article 100(a) EPC, and
additionally opposed by Respondent 02 under Article 100



2164.D

- 3 - T 0069/ 99

(c) EPC on the grounds that the feature
"...carboxypol ynet hyl ene in an anount such that the
matri x material has a sufficiently high viscosity and
| ow solubility in saliva that the matrix materia

provi des for the bl eaching agent to be in contact with
the tooth surfaces over a period of tinme greater than
about 3 hours;..."

ext ends beyond the content of the application as fil ed.
It was particularly pointed out that the application as
originally filed exclusively related to a bl eaching
conposi tion including carboxypol ynet hyl ene in an anmount
of about 3.5%to about 12% by wei ght of the bl eaching
conposition

By a deci sion announced on 12 Novenber 1998, and posted
with witten reasons on 1 Decenber 1998, the Qpposition
Di vision revoked the patent under Article 102(1) EPC

The Opposition Division did not uphold the opposition
under Article 100(c) EPC since in particular the
passage at page 13, lines 7 to 14 of the application as
filed disclosed a basis for replacing an anmount of

car boxypol ynet hyl ene ascertai ned by wei ght (about 3.5%
to about 12% by wei ght of the bl eaching conposition)

wi th an anmount ascertained by the result to be achieved
(see the feature cited in section Il above). This
passage indicated clearly that the effect that was
sought by the nethod of treatnment is achievable over a
period of tinme greater than 3 hours.

The foll ow ng docunents were cited:

(1) Haywood et al, "N ghtguard Vital Bl eaching”
publ i shed in Quintessence International, Vol. 20,
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No. 3 (March 1989) pages 173 to 175,

(2) US-A-3657413,

(7) dinical Research Associates Newsletter, Vol. 13,
| ssue 12 (Decenber 1989).

In the Opposition Division's view the subject-matter of
claiml of the main request (corresponding to claim1l
as granted) |acked novelty over docunent (1) or
docunent (7).

More particularly, it was held that the prior art would
al so show tacky characteristics of the matrix materi al
whi ch to sone degree would hold the dental tray in

pl ace on patients' teeth. The feature relating to

car boxypol ynet hyl ene in an anmount such that the matrix
mat eri al provided for bleaching agent to be in contact
with the tooth surfaces for nore than 3 hours did not
di stingui sh the subject matter of the patent in suit
fromthe relevant prior art disclosing dental trays as
ni ght guards because conpositions contained in such
trays could be expected to remain in contact with the
teeth for over 3 hours, notw thstanding | eakage.

As regards the auxiliary request (so-called subsidiary
request 111), the Opposition Division found that the
amendnents to clains 1 and 15 relating to the extrusion
of the conposition froma container did not fulfil the
requirenents of Articles 84 EPC and 123(2) EPC and
considered that the subject-matter of these clains

| acked novelty over the cited prior art.

| ndependent clainms 2 and 13 of subsidiary request 111
relating to a nethod and assenbly conprising, in
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addition to the granted version of the clains, the
feature that the dental tray having scall oped
configuration so that it can cover the patients tooth
surfaces while not covering the interdental papill ae,
however, were considered to be novel but not inventive.
In addition to the cited docunents, the Opposition
Division relied on an expert's statenent during the
oral proceedings that dental trays with scall oped
configurations were well-known in the art at the

rel evant date of the patent in suit.

The Opposition Division based its reasoning inter alia
on the follow ng:

(1) that the expert's statement was not chal |l enged
by the Appellant,

(i) that particularly in the Iight of the disclosure
of docunment (7), page 2, "Summary of Data in
Chart", it was obvious to increase the viscosity
of the matrix material of the bl eaching
conposi tion,

(iii) that increasing the viscosity by increasing the
anount of carboxypol ynet hyl ene at the sane tine
gave a greater tackiness to the whol e bl eaching
conposi tion,

(iv) t hat greater tackiness of the conposition kept
the tray in position on the patient's teeth so
that the skilled person would thereby solve the
probl em of | onger retention of the bl eaching
conposition in the dental tray, thus allow ng
for use of a lighter tray.
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The Appel | ant appeal ed agai nst this decision. After the
Appel l ant had by its letter of 29 May 2001,
substantiated its allegation that infringement of the
patent m ght be taking place, the Board accelerated the
appeal proceedings. On 17 June 2002, the Appell ant
filed a new main request and 29 auxiliary requests,
each conprising a set of 29 cl ains.

Oral proceedi ngs took place on 17 July 2002. The

Appel lant's request to present its case partly by neans
of an audi o-vi sual presentation was refused since
neither the Board nor the Respondents were infornmed in
advance of the oral proceedings that the proposed video
presentation would be Iimted to a presentati on of
argunment and woul d not include matters of evi dence.

After discussing formal aspects of the newy filed
requests, particularly the question whether in the
circunstances of the case, clains in the two-part form
of the clains appeared to be the best nmanner of
characterizing the invention, the Appellant w thdrew
the main request and auxiliary requests 1 to 14 filed
on 17 June 2002, the clains of which were drafted in
the two part form

The Respondents did not object to the adm ssibility of
the remaining requests 15 to 29 in the formof a new
mai n request and auxiliary requests 1 to 14.

Claim16 of former auxiliary request 21, now the sixth
auxiliary request, reads as foll ows:

"16. An assenbly for providing dental bleaching of a
patient's teeth, which conprises:
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(a) a dental bl eaching conposition conprising:

a quantity of dental bleaching agent capabl e of

bl eaching vital tooth surfaces in contact with the
dental bl eaching agent; and

a matrix material into which the dental bl eaching agent
is dispersed, the matrix material conferring tacky
characteristics on the conposition, and including

car boxypol ynet hyl ene in an anmount from about 3.5%to
about 12% by wei ght of dental bl eaching conposition
such that the matrix material has a sufficiently high
viscosity and low solubility in saliva that when the
conposition is placed within a dental tray that is
formed froma thin, soft flexible material and that is
trimmred barely shy of the patient's gingival margin and
that is scalloped up and around interdental papilla so
that the finished tray does not cover the papilla, the
matri x material provides for the bleaching agent to be
in contact wwth the tooth surfaces over a period of
time greater than about 3 hours; and

(b) a dental tray to be fitted over the patient's teeth
so as to cover them and configured to hold a quantity
of the dental bleaching conposition.”

After the parties were inforned that, for the purposes
of Article 54 EPC, a conbination of the disclosures of
di fferent documents, even though dealing with very
closely related matter, was unal |l owabl e, novelty of the
cl ai med subject-matter of each of the requests was
agreed by the Respondents.

The argunents of the Appellant, both during the witten
procedure and at the oral proceedings, may be
summari sed as foll ows:
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Taking into account the disclosure of the originally
filed PCT-application as a whole, it was clear that the
anount of carboxypol ynet hyl ene of 3.5%to 12% by wei ght
of the dental bleaching conposition did not represent
an essential feature of the invention. A specific basis
for replacing the specified anount of

car boxypol ynet hyl ene by the now cl ai ned conbi nati on of
functional features could be found on page 4, |ines 28
to 34; page 5, lines 1 to 3, 9 to 11 and 19 to 27,

page 8, lines 24 to 27 and page 9, lines 9 to 16 and 24
to 29.

The deci sion of the Opposition Division was based on a
wong interpretation of the prior art disclosure. The
use of scalloped trays in relation to the treatnent of
teeth surfaces using techniques of the type with which
the patent in suit was concerned was neither disclosed
by any of the prior art docunents nor was it part of

t he common general know edge as all eged by one expert's
opi nion. The Opposition Division ignored the fact that
t he bl eaching conpositions of the prior art docunents
woul d | eak out of the tray unless the tray overl apped
the guns. The bl eachi ng conpositions which were
considered in docunents (1) and (7) were runny

conposi tions which had a | ow tacki ness and protection
from di spl acenment was provided by use of a tray which
was relatively stiff and resulted in significant

di sconfort for the user. Docunment (1) clearly described
a 2 mmthick nightguard simlar to an athletic

nout hguard. The stiff prior art trays allowed only
nmechani cal sealing by abutting the edge of gingival

ti ssue and thus caused orthodontic forces on the teeth.
Mor eover, docunent (7) neither disclosed a flexible
tray material nor taught to trimthe tray barely shy of
the patient's gingival margin.
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Accordingly, in the light of the prior art disclosures
and starting fromdocunent (1) as the closest prior
art, the invention of the patent in suit solved a
plurality of problens namely, keeping saliva from

di luting the bl eaching conposition, avoiding the
conposition running out and being swal | owed,
positioning the tray w thout inposing nechanical forces
on the teeth surfaces and, as an overall result, good
sealing of the tray by mnim zing patient disconfort.

Al'l these inconveni ences were undoubtedly avoi ded when
using a thin soft flexible tray material which is
trimed and scal |l oped as defined in the clainms and held
in place by an adhesi ve conposition.

The prior art did not give the slightest hint to

i ncl ude such a hi gh amount of carboxypol ynethyl ene in

t he bl eaching conposition in order to achieve the high
vi scosity which was necessary to solve the stated

probl enms. Docunents (1) and (7) clearly described
dropwi se application of Proxigel which could only inply
a high fluidity of the matrix material of the
conposition. Mreover, point 4 of the "Summary O Data
In Chart" of docunent (7) disclosed only in relative
terns a higher viscosity of Proxigel in conparison with
nearly aqueous non-viscous materials but not a high
viscosity as defined in the now cl ainmed invention. The
bl eachi ng conposition of the invention represented, in
contrast to the prior art conpositions, an extrudable
material as a result of the use of nodified Proxigel.
Finally, it was pointed out that in contrast to the
surprising effect of three hours of bleaching activity
on the teeth surface according to the invention, the
nmet hod and the use of materials disclosed in docunent
(7) implied frequent replenishnent of the bl eaching
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conposition in the tray and nerely 40 to 60 m nutes of
bl eachi ng acti on.

Even assum ng, which was strongly contested, that
docunent (7) disclosed that a person skilled in the art
could increase the viscosity, the prior art gave himno
incentive to do so in order to solve the stated

pr obl ens.

Docunent (2) published in 1972, a long tinme before the
priority date of the patent in suit, contained a clear
teaching that by increasing the viscosity del eterious
effects on tissue were to be expected, in particular
having regard to the fact that docunent (2) disclosed

t hat car boxypol ynet hyl ene inparts greater tissue
adherence characteristics on solutions. Accordingly,
there was a strong prejudice against using a matrix
material with the high viscosity of the invention. This
was proven by several experts' opinions to the effect
that the application of carboxypolynmethylene to tissue
shoul d be avoi ded. Even assumi ng that an ordinary
denti st would have been pronpted to | ook at docunent
(2), the suggestion of an increased adherence of an
antiseptic conposition to soft tissue would not have
suggest ed usi ng tacki ness of a bl eaching conposition to
make a plastic tray adhere to teeth. Moreover, for
practical purposes, docunment (2) taught anmounts as | ow
as 0.4 to about 1.5 weight percent (based on total

wei ght of the conposition) of polyner.

The Respondents' argunents may be summari sed as
fol | ows:

Since only claim31 as originally filed represented the
rel evant disclosure of the functional features opposed
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under Article 100(c), but that claim 31 contained a
specific reference back to claim22 as originally filed
relating to a matrix material necessarily including

car boxypol ynet hyl ene in the range from about 3.5%to
12% by wei ght of the dental bleaching conposition, the
Appel lant's reference to a general disclosure in the
description as a whole was no answer to this ground of
opposi tion.

Rel ative terns, such as "thin", "soft", "flexible",
"barely shy", "scalloped up and around" and
"concentrated”, |acked clarity under Article 84 EPC,

particularly when used to delimt the clained subject-
matter against the prior art.

The probl em underlying the all eged invention could only
be seen as the avoidance of soft tissue irritation
resulting fromintimte contact of dental bl eaching
trays and dental bl eaching conpositions over a

prol onged period of time with soft tissue in the nouth.

This problem however, had al ready been recognised in
docunent (7) (see itemF on page 1738), clearly

i ndi cating that carboxypol ynet hyl ene contai ning tooth
bl eachi ng products affected gingival fibroblast

cul tures adversely and any subsequent devel opnent of
dental trays by cutting them back to avoid contact
bet ween the soft tissue and the bl eachi ng agent
inevitably led to tray configurations as now cl ai ned.

There was no basis for the assunption that docunents
(1) and (7) related exclusively torigid tray materi al
since this prior art expressly referred to a "soft

pl asti c ni ghtguard".
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It was obvious to a skilled person to further increase
the viscosity of the bleaching conposition by

i ncreasi ng the anount of carboxypol ynet hyl ene therein
because the clained matri x materi al

car boxypol ynet hyl ene was a wel | - known t hi ckeni ng agent
suitable for achieving a high viscosity and stickiness
or tackiness of conpositions. This was taught by
docunent (2) which disclosed viscosity ranges up to
500000 centi poise of extrenely stiff gels for
conpositions with up to 5% of this thickening agent.
Furt her docunent (7) contained clear technical
information that nore viscous conpositions prevented
run off and pooling and led to | ess saliva dissolution
and swal |l ow ng than | ess viscous conpositions. It was
al so observed that the conposition of docunment (1) was
commercially avail abl e under the trade nane Proxi gel
and that the package in which Proxigel was sold carried
a clear reference to docunent (2).

These argunents of the Respondents applied as a whole
to the subject-mater both of the clains relating to the
method as well as to the clains to a dental bl eaching
assenbl y.

The Appel |l ant requested that the decision under appeal
be set aside and that the patent be maintained on the
basis of the new main request or alternatively one of
auxiliary requests 1 to 14 filed during the oral

pr oceedi ngs.

The Respondents requested that the appeal be di sm ssed.

Reasons for the Decision

2164.D
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The appeal is adm ssible.

The new mai n request and each of the new auxiliary
requests 1 to 5 and 7 to 14 still contain the
functional feature opposed under Article 100(c) EPC,
namely that the bl eaching conposition includes
"...carboxypol ynet hyl ene in an anount such that the
matri x material has a sufficiently high viscosity and
| ow solubility in saliva that the matrix materia

provi des for the bleaching agent to be in contact with
the tooth surfaces over a period of tinme greater than
about 3 hours;...".

Page 13, lines 8 to 15 of the application as originally
filed did indeed contain a reference to "..3 to 7 hours
of normal day tinme activity and after 7 to 10 hours of
sleep..." but certainly did not disclose any period of
time longer than about 3 hours w thout any other
[imtation of tine.

The Board notes that, of the clains as originally filed
only claim31 relates to "a nmethod for bleaching a
patient's teeth...wherein the dental tray remains
positioned over a patients teeth for a period of tine
greater than about 3 hours and wherein the dental

bl eachi ng conposition remains active while the dental
tray is positioned over the patient's teeth surface”
and thus relates to a period of tine greater than about
3 hours. This claim however, depends on claim 22 as
originally filed and incorporates all the restrictions
required by the independent claim

The ot her passages of the application docunent referred
to by the Appellant do not contain any reference to a
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preci se period of tinme over which the clained functions
are to be achi eved.

Accordingly, the only basis for the functional features
under discussion is that found in claim31 in
conbination with claim22 as originally filed, which

al so requires an obligatory amount of 3.5%to 12% of
car boxypol ynet hyl ene in the bl eachi ng conposition.
Therefore it can only be concluded that each of the
sets of clains of the new main request and auxiliary
requests 1 to 5 and 7 to 14 do not fulfil the

requi renents of Article 123(2) EPC and as a consequence
each of those requests nust be refused.

The sixth auxiliary request is the only request which
does not rely on a pure functional relationship between
the period of time of the contact of the bl eaching
agent with the tooth surfaces and the anmount of

car boxypol ynet hyl ene but defines a concrete range of

t he amount of carboxypol ynet hyl ene to be included in
the matri x.

The subject matter of claim 16 of the sixth auxiliary
request (see point |V above), the broadest and

i ndependent product claim can be derived from

claims 22 and 31 as originally filed in conbination
with page 9, lines 9 to 16; page 11, lines 27 to 30 and
page 15, lines 9/10 and lines 14 to 16. The net hod
claiml1l of the sixth auxiliary request is also based on
t he sane di scl osures.

The Board is also satisfied that each of the dependent
claims 2 to 15 and 17 to 29 of the sixth auxiliary
request has a basis in the application as originally
filed.
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Mor eover, having regard to the inclusion of an
obligatory anount of 3.5%to 12% of

car boxypol ynet hyl ene in the bl eaching conposition of

i ndependent clains 1 and 16, the subject matter of the
whol e set of clains 1 to 29 of the sixth auxiliary
request is also restricted in conparison with the set
of claimse 1 to 29 as granted.

Accordingly the requirenments of Articles 123(2) and (3)
EPC are fulfilled for the sixth auxiliary request and

t he grounds of opposition under Article 100(c) EPC can
be consi dered overcone for the purposes of this
request .

The Respondents put forward strong objections under
Article 84 EPC against relative terns such as "thin",
"soft", "flexible", "barely shy", "scalloped up and
around"” and "concentrated", when used to delimt the
cl ai med subject-matter against the prior art.

The Board, however, sees a priori no reason to refuse
under Article 84 the use of such relative ternms when
defining the subject-matter for which protection is
sought. Rather it enphasises the fact that for the

pur pose of exam nation under the requirenents of the
EPC in the light of the prior art in the absence of
nore precise definition in the application as filed,
relative terms should be interpreted in their broadest
techni cal ly nmeani ngful sense. Accordingly, in the
absence of any specific nmechanical paraneter, the term
"flexible" as such neans any property of a materi al
which is not absolutely rigid.

At the oral proceedings before the Board the
Respondents agreed that none of the cited docunents
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t aken al one discl osed the conbi nation of features of

t he i ndependent clains of the new requests and
accordingly the Board sees no reason to consider
further the application of Article 54 EPC to the sixth
auxiliary request, particularly since none of the
docunents discloses a trinmed and scal | oped dental tray
whi ch cont ai ns car boxypol ynet hyl ene i n amounts as
defined in the independent clains 1 and 16.

6. Al t hough the Respondents presented sone argunents
regardi ng the obvi ousness of the subject-matter of the
patent in suit by starting fromdocunent (7), during
the oral proceedings the parties agreed that docunent
(1) represents the suitable starting point for the
assessnment of inventive step under Article 56 EPC.

Docunent (1) is concerned with a nethod of "nightguard
vital bleaching". Vital bleaching is described as a

vi abl e option in aesthetic dentistry to be considered
when treating intrinsically stained or discol oured
teeth whose formand integrity are deemed acceptabl e
(page 173, left columm, "Introduction"). The nethod
requires the manufacture of an al ginate inpression of
the arch to be treated. Fromthe resultant hydrocal
cast, a vacuum forned soft plastic night guard,
approximately 2mmthick (simlar to an athletic

nout hguard) is fabricated. The nightguard shoul d
conpletely cover all the teeth in the arch, while

| eaving the pal ate and as nuch conti guous gi ngi val

ti ssue as possible uncovered. This design is
reconmended both for patient confort and for mnimzing
potential injury to the soft tissue. Try-in of the

ni ghtguard to assess the accuracy of fit and to verify
that no rough edges exist is recomended. Foll ow ng

2164.D Y A
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initial try-in, the nightguard is adjusted with a slow
handpi ece to ensure uniformdistribution of occlusal
contacts (see page 173, |ast paragraph to page 175,
first paragraph).

On page 174, "Figure 3" shows a patient wearing a soft
ni ght guard. The acconpanyi ng description reads "The
soft ni ghtguard covers each tooth entirely with only
m ni mal soft tissue coverage".

Points 2 and 4 of the patient instructions on page 175,
| eft colum, read as follows: "Place 2 to 3 drops of
car bam de peroxi de (Proxigel, Red & Carnick

Phar maceuticals) into the space in the nightguard for
each tooth to be lightened"; "War the |oaded

ni ghtguard during sleep every night until treatnment is
conpl ete".

Finally, under the heading "discussion" on page 175,
right colum, it is said that no long termdetri nental
effects upon the teeth or gingiva had been observed
with this bleaching technique. Patients reported either
no sequelae or only mld transient disconfort. No |ong-
termdel eterious effects had been observed to date
(i.e. the date of the document). There had been no
patient reports of significant tissue problens, odour,
or bad taste associated with the procedure.

In defining the problemto be solved by the subject-
matter of the clains of the sixth auxiliary request as
agai nst docunent (1), it is necessary to consider
claim16 relating to an assenbly for providing dental
bl eachi ng and thus a product per se since this claim
seeks a broader scope of protection than the nethod
claim1.



7.2

2164.D

- 18 - T 0069/ 99

The Board notes that claim 16 does not refer back to
the nethod of claim1 and does not conprise the feature
of claiml "retaining the dental tray in position over
the patient's teeth surfaces by virtue of the tacky
characteristics of the bleaching conmposition”. The

rel evant passages of claim 16 only conprise the
requirenent that "the matrix material conferring tacky
characteristics on the conposition” and that the matrix
material provides for "the bl eaching agent to be in
contact with the tooth surfaces over a period of tine
greater than about 3 hours”. Neither of those features
inevitably require that the bl eaching conposition be
sufficiently tacky to retain the dental tray in
position over the patient's teeth w thout any
mechani cal inpact or fitting of the tray onto the teeth
surf aces.

The references on page 2, lines 24 to 36 and |lines 44
to 50 of the description of the patent in suit show
sone di sadvant ages of the bl eaching nethod of docunent
(1), disadvantages which are inevitably related to a

| eakage problem of the tray used in docunent (1). In
witing and during the oral proceedings both the
Appel I ant and the Respondents referred in various ways
to the | eakage probleminherent in the use of the tray
shown in Figure (3) of and described in docunent (1).

Furthernore, as was conmon ground between the parties
and as was indicated by patients' reports, the nethod
and hence the tray of docunment (1) causes sone

di sconfort in use. The picture in Figure (3) of
docunent (1) undoubtedly shows some contact of the soft
tissue of the gumw th tray edges and i ndeed the
description of "Figure 3" does not indicate whether the
tray shown there has already been adjusted as indicated
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in the correspondi ng passages of the text.

In view of the foregoing, the problemunderlying the
patent in suit can be seen as the provision of a dental
bl eachi ng assenbly including a dental tray which is
sufficiently tight-fitting so as to reduce | eakage of

t he bl eachi ng conmposition while preventing saliva
dilution and mnim zing patient disconfort.

This problemis solved by the ambunt of
car boxypol ynet hyl ene and the configuration of the tray
as set out in claiml6.

The Board notes that the wording of said claim16
“...in an amount from about 3.5%to 12% by
weight...such that..." clearly requires that each of
the functional features of claim16 are fulfilled when
car boxypol ynet hyl ene is present in an anount of 3.5%to
12% by wei ght of the dental bleaching conposition.

Having regard to exanple 1 of the patent in suit, which
includes a reference to a dental tray such as that
described in connection with Figures 1 to 4 of the
patent in suit and worn by a patient for 9 hours, the
Board is satisfied that the stated probl em has been

pl ausi bl y sol ved.

It remains therefore to consi der whether the clai ned
solution involves an inventive step.

Any dentist woul d undoubtedly consider the "dinical
Research Associ ates” newsl etters which provide the
dental profession with research results, and would thus
be aware of docunent (7), an update report which

provi ded an overvi ew of the performance of various
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bl eachi ng agents.

On page 1737, under the heading "SUMWARY OF DATA IN
CHART", point 4, docunent (7) discloses a |list of

vari ous bl eachi ng agents, one of which is Proxigel.
These agents are characterised as having "higher
viscosity that prevented run off & pooling & m nimzed
saliva dilution & swall ow ng". The same techni cal
information can be derived fromthe table on top of
page 1737 under col umm "PRODUCT NAME', point 7,

Pr oxi gel .

The Board agrees with the Appellant's subm ssion that
the reference to higher viscosity in docunent (7) neans
hi gher than nearly aqueous non-vi scous materials and
that this report discloses several disadvantages such
as hourly repl enishnment (point F on page 1736),

bl eaching activity of only 40 to 60 m nutes (I ast

par agr aph point C on page 1737), and tissue problens on
page 1738, point F on top of page) but only when using
t he Proxigel product as then avail able on the market.

Not wi t hst andi ng the probl ens associated wi th honme-use
bl eachi ng and Proxigel as sold commercially at the date
of docunment (7), the dentist would obtain from docunent
(7) the clear information that the viscosity of the

bl eachi ng agent plays a key role in phenonena such as
run off or saliva dilution of the bleaching
conposition, which (phenonena) can be ascribed to the
fact that the dental trays then in use suffered from

| eakage probl ens.

Once the dentist had recogni zed the rel evance of the
chem cal, or nore precisely the physico-chem cal nature
of the solution to this part of the problem he would
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turn with this docunent (7) to a chem st who is the
skilled person to whomthe problem nust be addressed.

The chem st, as the relevant person skilled in the art,
woul d know from several disclosures and from his common
general know edge in the field, that Proxigel not only
cont ai ns the bl eaching conponent carbam de peroxide
referred to in docunent (1) but is also a conposition
of a plurality of components i ncluding

car boxypol ynet hyl ene pol yner as a matrix materi al

mai nly responsible for the viscosity and drug rel ease
properties of the conposition.

Accordingly, the skilled person's particular attention
woul d be drawn to docunent (2) since it relates to
antiseptic conpositions in the field of dentistry

i ncl udi ng urea peroxide (carbam de peroxide) and

car boxypol ynet hyl ene (see claim1l), in other words a
nmet hod of treating the nmucous nenbranes of the oral
cavity by a conposition conprising essential conponents
as proposed in docunent (1) for tooth bl eaching.

Docunent (2) includes the clear teaching "that it has
been found that not only do carboxypol ynet hyl ene

pol yners serve as effective thickening agents for
solutions of urea peroxide in glycerol, but
surprisingly, these polynmers inpart sustained nascent
oxygen rel ease effects to such solutions and, noreover
inpart greater tissue adherence characteristics
thereto"” (see colum 2, lines 36 to 44). Docunent (2)
descri bes the use of al kanol am ne neutralized and
commerci ally avail abl e carboxypol ynet hyl ene pol yners
such as Carbopol 934 and 940 (see exanples 1 and 2),
the sane type of polyner used in the patent in suit.
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According to the passage fromcolum 3, lines 66 to
colum 4, line 5, the concentration of neutralized

car boxypol ynet hyl ene pol yner nmay be varied in order
that the finished conposition ranges in viscosity from
a thickened syrup-like Iiquid of about 1000 centi poi se
at roomtenperature (about 24°C) to extrenely stiff
gels with viscosities of 500000 or nore centi poi se at
roomtenperature. In general anounts of fromO0.05 to
about 5 wei ght percent (based on total weight of the
conposition) of polymer are enpl oyed.

Contrary to the Appellant's argunent as to the
preferred anount of 0.4 to about 1.5 weight percent
(based on total weight of the conposition) of polymner
enpl oyed, the Board sees no reason to exclude the upper
per cent age val ue of 5 weight percent fromthe teaching
of document (2), particularly since that docunent
refers to "extrenely stiff gels".

It follows that there is no reason why the skilled
person faced, with the | eakage probl em as stated above,
woul d not nodify the composition of docunent (1) by
adjusting the viscosity as suggested by docunent (7)
and thereby be lead to further increase the viscosity
by increasing the anmount of carboxypol ynethylene up to
an maxi mum anount of 5 wei ght percent as described in
docunent (2) if necessary, until the dental tray would
be sealed by a stiff gel

The reference in docunent (2) to tissue adherence
clearly inmplies tacky characteristics of the
conposition. Low solubility in saliva was nmentioned in
docunent (7) and claim 16 requires even for an anount
of carboxypol ynmet hyl ene as | ow as 3.5% (a | ower ampunt
than the 5% found in docunment (2)), that the bl eaching
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agent be in contact with the tooth surfaces over a
period of time greater than about 3 hours. Claim16
does not refer to the quantity of bl eaching agent.

In these circunstances the Board can only concl ude that
the skilled person pronpted by the disclosures in
docunents (1), (2) and (7) to include in the
conposition of docunent (1) the maxi num anount of

car boxypol ynet hyl ene of 5 wei ght percent of the total
conposition, would inevitably achi eve each of the
functions of the bleaching conposition of claim 16 of
the sixth auxiliary request wthout the exercise of
inventive skill. Hence, the dentist thus advised woul d
obvi ously sol ve the essential aspect of the problem
defi ned above (see point 7.3).

The remai ning part of the problem nentioned under 7.3
above is in the view of the Board a nere matter of
optim sation of the teaching of docunment (1). The Board
agrees with the Appellant's subm ssion that Figure 3 of
docunent (1) shows a tray which abuts the edge of
gingival tissue. It appears furthernore pl ausible that
such a tray configuration may cause di sconfort.
However, the col our photographs of document (1) cannot
be taken as the exaustive inplenentation of the
teaching of this docunent. They are nmerely sel ected
exanpl es of the teaching of docunent (1) as

i npl enent ed. However, docunment (1) in suggesting that

t he night guard should conpletely cover all the teeth
in the arch while |eaving the palate and as much
contiguous gingival tissue as possible uncovered,
contained a clear indication to adjust the
configuration of the tray to such an extent that the
patient no | onger feels any disconfort. The denti st
confronted with an oversensitive patient wearing a
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docunent (1) tray would therefore progressively adjust
and cut back the tray with a handpi ece as described in
this docunment and thus arrive at a configuration

| eaving all the tissues except the teeth surfaces free
fromtray material. In these circunstances, any contact
wi th the gum being avoided, there is no | onger any

prej udi ce agai nst the use of the teaching of docunent
(2) as raised by the Appellant. Taking into account the
very vague and broad technical nmeaning of relative
terns such as "trinmred barely shy" (which neans,
according to the Appellant's subm ssions, the sane as
"just short of") and "scal |l oped up and around
interdental papilla"” so that the finished tray does not
cover the papilla, the configuration resulting from
such a progressive adjustnent of a docunent (1) tray
could not be distinguished fromthe tray configuration
described in claim 16. To achieve this result would
require no nore than the normal professional skill of a
dentist and could not ampbunt to an inventive step.

The sane reasoning applies to the "thickness" argunent
rai sed by the Appellant. Docunent (1) clearly refers to
a vacuum formed soft plastic nightguard approximately 2
mmthick. It nust be clear that faced with a probl em of
di sconfort resulting fromthe thickness of the tray
material, the dentist would try to formthe nightguard
as thin as possible and that this woul d depend on the
characteristics of the material used. The thickness of
the material is limted by the stability of the form or
shape of the tray. In the case of a soft plastic

mat eri al as described in docunent (1), the thickness
and flexibility of the material are directly correl ated
properties.

Accordingly, claim16 of the sixth auxiliary request
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does not fulfill the requirenments of Article 56 EPC
with respect to inventive step.

8. Since each of the Appellant's requests fails to neet
the requirements of the EPC, there is no reason to set
asi de the decision of the first instance.

Or der

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

A. Townend P. A M Lancon
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