BESCHWERDEKAMMERN
DES EUROPAISCHEN

PATENTAMTS OFFICE

Internal distribution code:
(A) [ ] Publication in QJ

(B) [ ] To Chairnmen and Menbers
(O [X] To Chairnen

BOARDS OF APPEAL OF
THE EUROPEAN PATENT

CHAMBRES DE RECOURS
DE L"OFFICE EUROPEEN
DES BREVETS

DECISI1ION
of 19 June 1995

Case Number:

Application Number:
Publication Number:

I1PC:

Language of the proceedings:

Title of iInvention:

T 0712/92 - 3.3.4
86306922. 5
0219220

AG1L 2/18

EN

Met hod and conposition for the sinultaneous cleaning and

di si nfecting of contact
Patentee:

ALLERGAN, | NC
Opponent:

Pi | ki ngton Vi sioncare |nc.
Bausch & Lonb Inc.
Al con Pharma GrbH
Cl BA- GEI GY Pat ent abt ei | ung

Headword:
cl eani ng | enses/ ALLERGAN

Relevant legal provisions:
EPC Art. 54, 56

Keyword:

"Novelty (yes)"

"I nventive step (no) -
expectation of success"

Decisions cited:

| enses

obvious to try with reasonable

T 0124/87; T 0293/88; T 0219/83; T 0547/88; T 0666/ 89;
T 0741/91; T 0296/93; T 0119/82; T 0229/85; T 0009/ 86

EPA Form 3030 10.93



Catchword:

EPA Form 3030 10.93



Case Number: T 0712/92

Appellant:

DECISION

of the Technical Board of Appeal 3.3.4

of 19 June 1995

ALLERGAN, | NC

(Proprietor of the patent)2525 Dupont Drive

Representative:

Respondent 01:
(Opponent 01)

Representative:

Respondent 02:
(Opponent 02)

Representative:

Irvine, California

Hut chi ns, M chael
FRY HEATH & SPENCE
The A d Coll ege

53 High Street
Hor | ey

Surrey RH6 7BN  (

Pi I ki ngt on Vi si onc
2429 Sandhill Road
Menl o Park CA 9402

92715

Ri chard

GB)

are I nc

5  (US)

Woodcraft, David Charles

BROOKS & MARTI N
H gh Hol born Road
52/ 54 Hi gh Hol born
London, WClV 6SE

Bausch & Lonb | nc.
1400 North Goodnan
Rochester, New Yor

Allam Peter Cerk

(CB)

Street
k 14602

LLOYD W SE, TRECEAR & CO

Nor man House
105-109 Strand
London WC2R QAE

(CB)

(US)

(US)



Respondent 03:
(Opponent 03)

Representative:

Al con Pharma GrbH
Bl ankreutestr. 1
D- 79108 Freiburg (DE)

Lederer, Franz, Dr.
Lederer, Keller & Riederer
Pat ent anwal t e
Prinzregentenstrasse 16

D- 80538 Minchen (DE)



Respondent 04: Cl BA- GEI GY AG
(Opponent 04) Pat ent abt ei | ung
Post f ach

CH 4002 Basel (cH

Decision under appeal: Decision of the Opposition Division of the European
Patent Office dated 19 June 1992 revoking European
patent No. 0 219 220 pursuant to Article 102(1)
EPC.

Composition of the Board:

Chairman: U M Kinkel dey
Members: L. Galligan
J. Sai sset



-1 - T 0712/ 92

Summary of Facts and Submissions

2135.D

Eur opean Patent No. 0 219 220 (application

No. 86 306 922.5) relating to a nethod and conposition
for the sinultaneous cleaning and disinfecting of
contact | enses was revoked pursuant to Article 102(1)
EPC by the Opposition Division with decision dated

19 June 1992. The Opposition Division held that the
subject-matter of the main and seven subsidiary
requests on file, although novel, |acked an inventive
st ep.

During the procedure before the Opposition Division a
| arge nunber of docunents were relied upon by the
parties. Anmong themthe follow ng are of particul ar
rel evance for the purpose of the present deci sion:

(1) US Serial No. 352 861 of 20 April 19783;

(2) US-A-3 553 139;

(3) DE-B-1 617 189

(4 Lo et al., J. Am Optom Assoc., 1969, pages 1106
to 1109,

(5 L. E. Janoff, Review of Optonetry, January 1984,
pages 79 to 82,

(6) C Stauffer et al., J. Biol. Chem, Vol. 244,
No. 19, 10 Cctober 1969, pages 5333 to 5338;

(7) GB-A-1 156 237

(8) US-A-4 155 868

(9) WO A-85/03247

(10) EP-A-0 140 669

(11) EP-A-0 141 607

(12) DE-A-2 854 278

(13) US-A-4 096 870

(14) GB-A-2 139 260
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(15) DE-A-2 221 047

(16) Econom c M crobiology, Volunme 5, M crobial Enzynes
and Bi oconversions, 1980, A H Rose ed., Acadenic
Press London, pages 49 to 97.

The Opposition Division considered docunent (1) to be
the closest prior art and defined the problemto be

sol ved as being the provision of an inproved nethod for
both cl eaning and disinfecting contact lenses. Inits
view, the simultaneous application of a peroxide and a
proteol ytic enzyne for the care of contact |enses was
obvious to try for the skilled person having regard to
further prior art docunents such as, for exanple,
docunent (2) and docunent (3), which disclosed

det ergent conpositions containing such agents in

conbi nation. Docunent (4) provided for the skilled
person a |ink between the field of detergents and that
of conpositions for cleaning contact |enses. The
Qpposition Division further observed that also the
conbi ned teachi ngs of docunent (1) and docunent (5)
rendered the clainmed solution obvious for the skilled
person. As regards the seven subsidiary requests, the
Qpposition Division expressed the view that the
restriction of the peroxide to hydrogen peroxi de and of
the Il enses to ones with hydrophilic surfaces
represented a [imtation to the known nost suited
peroxi de [cf. docunent (5)] and to | enses for which the
application of proteolytic enzymes or hydrogen peroxide
was al ready known as such. Thus, this could not provide
a basis for establishing an inventive step.

The Appel |l ants | odged an appeal against the decision of
the Opposition Division, paid the appeal fee and
submtted the Statenment of G ounds together with a
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revised set of clains, new citations and the affidavits
of Dr H L. Karageozian, Dr M A Voet and
Dr K. S. Anbrus.

Al'l Respondents made counterstatenents and submtted
further argunments and evidence in support of their
case.

By letter dated 17 Decenber 1993, the Appellants
replied and filed declarations of Professors
E. G Wodward, N. Efron and B. Hol den

Wth letter dated 7 March 1995, the Appellants filed a
revised set of clainms (Clains 1 to 4) as a main request
together with further evidence.

Caim1l reads as foll ows:

"A method for sinultaneously cleaning and disinfecting
contact |enses having a hydrophilic surface, which

nmet hod conprises contacting a contact |ens having a
hydrophilic surface with a solution conprising from
0.5%to 10% w v of hydrogen peroxide and an effective
anount of peroxide-active proteolytic enzynme sel ected
fromsubtilisin and pancreatin for a time sufficient to
remove substantially all protein accretions and to
disinfect the lens."

Dependent Claim2 to 4 relate to specific enbodi nents
of the method according to Caim 1.

In a comuni cation pursuant to Article 11(2) of the
rules of the procedure of the Boards of Appeal, the
Board nmade prelimnary observations on the case.
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By letter dated 2 June 1995, Respondents 03 sent
comments in respect of the new main request together
with further docunents. Anong them the follow ng
docunent was cited:

(17) G ant & Hackh's Chem cal Dictionary, 5th edition,
1987, McGaw Hi Il Book Conpany, New Yor k USA
page 420.

By letter dated 13 June 1995, the Appellants replied
t hereto.

Oral proceedi ngs took place on 19 June 1995.

During oral proceedings, the Appellants filed, as an
auxiliary request, Clains 1 to 4 which differed from
the clains of the main request nerely in that the

sel ected proteolytic enzyne was subtilisin.

Respondents 03 submtted the foll ow ng additional
docunent s:

(18) Advanced Inorganic Chemstry, F. A Cotton and
G WIkinson, 1980, J. Wley & Sons, New York,
USA, page 299;

(19) CRC Handbook of Chem stry and Physics, D. R Lide
ed, 1991, CRC Press Boca Raton USA, page 4-97.

The Appellants' subm ssions may be summari sed as
foll ows:

(a) the patent-in-suit provided a one-step nethod for
cl eaning and disinfecting soft contact |enses
whi ch constituted a considerable sinplification of
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known two-step nethods [cf. docunents (5), (12)
and (13)] to the benefit of the users who could

t hereby take much better care of their |enses. A
sinmplification of known nmethods could constitute a
basis for an invention (cf., for exanple, decision
T 293/88, QJ EPO 1992, 220, point 4.3.09). In

j udgi ng i nventive step, any hindsight had to be
avoi ded and account had to be taken of the fact
that the clainmed nethod satisfied a long-felt want
(cf. the affidavit of Dr Whodward), was a
conmer ci al success, was surprisingly sinple and
effective so that others had tried to copy it. The
rel evant question in respect of inventive step was
not merely whether the proposed nethod was
"obvious to try", i.e. whether the skilled person
could have tried it, but rather whether the
skilled person would have tried it with a
reasonabl e expectation of success, this not being
nerely "the hope to succeed” (cf. T 296/93 of

28 July 1994, to be published in the QJ EPO).

In respect of the conmbination of proteolytic
enzynmes with peroxides, in particular with

hydr ogen peroxide, prior art documents were quite
di scouragi ng as they enphasi zed the resulting

i nactivation of the enzynmes. This was true for
different technical areas such as that of enzynes
[cf. docunent (6)], of laundry detergents [cf.
docunent (7)] and of denture cl eansers [cf.
docunent (8)]. The rapid inactivation by hydrogen
per oxi de of enzynes used to clean contact | enses
was al so indicated in:
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(20) Bausch & Lonb Broschure "Technically
Speaki ng", circa 1984.

In view of this prejudice, the skilled person
woul d not have derived fromthe prior art any
incentive to conbine a proteolytic enzynme such as
subtilisin or pancreatin with an anount of
hydrogen peroxide in the range given in Claiml in
order to achieve sinmultaneous cleaning and

di sinfection of contact |enses. Nor would the
skill ed person have expected such a conbination to
work at all. This was also for the Appellants an
unexpected result for which a proper scientific
expl anation had yet to be found. Moreover, the
conbi nation of the two agents resulted in a
synergistic effect (cf. exanples in the
specification) which was even | ess foreseeabl e.

Al t hough the Respondents had disputed this effect,
none of them had repeated exactly the experinents
according to the patent specification. Rather,

t hey had provided their own experinents by using
di fferent approaches. Under these circunstances,
caution had to be applied and the Appellants had
to be given the benefit of the doubt (cf.
decisions T 219/83, QJ EPO 1986, 211 and T 547/88
of 19 Novenber 1993, not published in the QJ EPO).

Docunent (1), referred to by the Opposition

D vision and by the Respondents as the cl osest
prior art, was an old docunent merely concerned
wi th the provision of new proteolytic enzynes for
cl eaning contact |enses. The passage on

page 11, lines 12 to 19, on fair reading, taught
sequential treatnment of contact |lenses with a
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protease formul ati on and a non-toxi c agent
suitable for use in sterilising, i.e. with an
agent non-causative of mucosal irritation (cf.
affidavit of Dr Karageozi an). Even assum ng that
docunent (1) taught simultaneous use of a protease
and a non-toxic sterilising agent, it related to
different proteolytic enzynes, to different
sterilising agents and to different anmounts

t hereof . Thus, novelty of the clained subject-
matter was not affected by this docunent.
Furthernore, the skilled person would not have
received fromthis docunent any incentive to use
hydr ogen peroxide in the concentration ranges
recited in Claim1l because of its known irritating
effect on the eye.

Docunent (9) - published just before the priority
date of the patent-in-suit - was a nore up-to-date
state of the art than docunment (1) (cf. decision

T 741/ 91 of 22 Septenber 1993, not published in
the Q) EPO . This docunent clearly indicated that
the trend in the care of soft contact |enses was
towards the use of heat disinfection because cold
di sinfection with chemcals often |left residues
whi ch caused ocul ar problens (see page 3, third
par agr aph). As shown by docunents (10) and (11),
this was in fact the route that had been foll owed,
for exanple, by Respondents 02, after their

initial unsuccessful attenpts to establish a valid
one-step cl eaning and disinfecting nethod with
chemcals (cf. third affidavit of Dr Huth dated

7 April 1992 which discussed the result of the
Qgunbiyi's affidavit). As a matter of fact, the
patent-in-suit had gone in a different direction,
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nanely a direction which the average skilled
person, a person with a degree in chem stry and an
expertise in the art of contact |enses, would not
have followed in view of the technical prejudice
agai nst the conbi nation of enzynmes w th peroxides.
For these reasons, the clainmed subject-matter

i nvol ved an inventive step.

In reply thereto, the Respondents argued essentially as

foll ows:

(a)

Respondents 03 enphasi sed that the subject-matter
of the clains at issue was a nethod, not a product
per se. Thus, in evaluating novelty, it was not
proper to make a conparison with conpositions to
be stored. Mreover, when judging novelty, the
total information content of docunment (1) had to
be taken into account (cf. decisions T 124/87, Q)
EPO 1989, 491 and T 666/89, QJ EPO 1993, 495) as
the skilled reader would have perceived it. This
docunent affected the novelty of Claim1l of the
mai n request because it disclosed a nethod for

si mul t aneous cl eaning and sterilising soft contact
| enses with a solution conprising a conbination of
pr ot eases and peroxi des such as percarbonat es,
perborates, persulfates (cf. page 11, lines 12 to
19) which was essentially equivalent to the nethod
of the said claim This was because:

- the term"sterilizing" of docunment (1) was
synonynmous of the term "disinfecting” used in
Cl aim1;
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- the quoted peroxides of docunment (1), when
di ssolved in water, generated disinfecting
anounts of hydrogen peroxi de;

- the term"pancreatin" of Claim1l defined a group
of enzymes including trypsin, chynotrypsin,
car boxypepti dase and others, i.e. the enzynes
guoted in docunent (1) [cf. page 7, lines 14 to
17; cf. docunent (17)];

- the term"generally" used on page 11, line 18 in
connection with the amobunt of sterilising agent
to be used did not exclude higher anpunts than
t hose i ndi cat ed.

Thus, there was no real technical difference

bet ween the teaching of docunent (1) and the

met hod of Caiml of the main request that could
justify the acknow edgnent of novelty.

Wth respect to inventive step, Respondents 02
considered that the closest prior art was
represented by docunent (11) which taught cleaning
and disinfecting soft contact |enses in aqueous
solutions of a proteolytic enzynme (e.g. subtilisin
or pancreatin) in a single step by heating to a
tenperature of between 60 and 100°C and di scl osed
that the nmethod was effective in spite of the
concurrent heat deactivation of the enzyne. In
view of the fact that the use of heat for

di sinfecting contact | enses was inconvenient (cf.
the affidavits of Prof. Wodward and Prof. Efron
submtted by the Appellants), the probl em of
finding a single-step nethod based on cold
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di sinfection, found an obvious solution in the
substitution of heat by hydrogen peroxide which in
1985, i.e. at the time of priority, was the

di si nfecting agent of choice [cf. docunent 5)] and
was known to be conpatible with subtilisin [cf.
docunent (6)].

Bot h Respondents 03 and 04 consi dered docunent (1)
to represent the closest prior art. In their
subm ssi ons, the substitution of disinfecting
anounts of perborate by disinfecting anounts of
hydr ogen peroxi de did not involve an inventive
step as there was no prejudice in the art against
t heir conbi ned use, especially in view of the

| ar ge body of evidence in respect of the cleaning
and bl eaching effects of conbinations of

proteol ytic enzynes with hydrogen peroxi de-

gener ati ng conpounds from nei ghbouring fields such
as that of laundry detergents [cf., for exanple,
docunent (14)] and denture cleansers [cf.

docunent (8)].

Al'l Respondents maintained that the Appellants had
not provided any valid evidence for the occurrence
of a synergistic effect. In this respect,
Respondents 04 observed that the exanples had
failed to nake any conpari son between the effect
of the simultaneous (alleged invention) and the
sequential (state of the art) treatment of |enses
with a proteolytic enzynme and hydrogen peroxi de.
Thus, in their subm ssions, the results of the
exanpl es coul d not be considered probative of any
synergistic effect.
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The Appel lants requested that the decision under appeal
be set aside and that the patent be maintained on the
basis of Clains 1 to 4 filed by letter dated 7 March
1995 (mai n request) or on the basis of the set of
Clains 1 to 4 filed during oral proceedings (auxiliary
request).

The Respondents requested that the appeal be di sm ssed.

Reasons for the Decision

1

The appeal is adm ssible.

Late-filed evidence and other matters

As regards docunents (18) and (19) submtted during
oral proceedi ngs by Respondents 03, the Board considers
that these docunents relate to general technica

know edge (definition of peroxoborates and physical
constants of inorganic conpounds, respectively) which,
having regard to the |arge body of evidence already on
file, does not add anything that could be regarded as

i nportant for the purpose of reaching the final
decision. Therefore, the Board exercises its discretion
under Article 114(2) EPC to disregard them Under the
provi sions of the sanme article, the Board di sregards

al so docunment (20) as the parties were unable to
provi de any evidence that it had been made available to
the public before the priority date of the patent-in-
Sui t.

Formal allowability of the amended claims of the main and

auxiliary requests

2135.D
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Claim1 of both the main and auxiliary request is
restricted in conparison with CCaim1 as granted as it
islimted to contact |enses having a hydrophilic
surface and to the use of a specified proteolytic
enzyne (either subtilisin or pancreatin) and of
hydrogen peroxide in a specified w v concentration
range. All these anendnents find formal support in the
application as originally filed. Thus, there are no
obj ections under Article 123(2) and (3) EPC to the
anmended cl ai ns.

The main request: novelty (Article 54 EPC)

2135.D

Respondents 03 mmi ntained that the nethod according to
Claim1l is substantially identical with the nethod

di scl osed in docunent (1) [see Section X, item (a)
supra]. The Board cannot share this view The nethod
according to the said aim1l is characterised by three
specific technical features which are not found in
docunent (1), nanely (i) the type of proteolytic enzyne
to be used which is either subtilisin or pancreatin,
(i1) the type of peroxide to be used which is hydrogen
peroxi de and (iii) the concentration of the latter.

Al t hough the term "pancreatin" does not define a unique
enzynme but a group of enzynmes [cf. docunent (17)] sone
of which are recited on page 7, lines 14 to 17 of
docunent (1), it is a scientifically neaningful
technical termwhich defines such a m xture of enzynes
as a whole in ternms of its origin (extracted from
pancreas). This cannot be equated with the recitation
of the individual proteolytic enzynes of docunent (1)
where no reference is made to a m xture of enzymes of

t he "pancreatin” or "subtilisin" kind. As regards

hydr ogen peroxide and its concentration ranges,
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although it is true that the peroxides recited in
docunent (1), when dissolved in water, generate
hydrogen peroxide, it is known in the art that the
techni cal effect of disinfection depends upon the
nature and the anount of the peroxide used [cf.
docunent (15), pages 6 and 7]. Docunent (1) does
neither refer specifically to the direct use of

hydr ogen peroxide nor to the use of a concentration of
anot her peroxi de capabl e of generating amounts of

hydr ogen peroxi de corresponding to those recited in
Claim 1. Thus, the specification of the hydrogen
peroxi de and of its concentration range constitute
further technical features which distinguish the nethod
of Caiml fromthe nethod disclosed in docunment (1).
For these reasons, the subject-matter of Claim1l is
novel having regard to docunent (1). No other prior art
docunent affects the novelty of the said claimso that
no obj ection under Article 54 EPC ari ses.

The main request: inventive step (Article 56 EPC)

2135.D

In the Board's judgenent, the nost appropriate starting
poi nt for the evaluation of inventive step is
represented by docunent (11). This docunent, which was
publ i shed shortly before the priority date of the
patent-in-suit, is certainly representative of an up-
to-date state of the art which was available to the
skilled person at the tinme the clainmed invention was
made (cf. decision T 741/91 supra). Document (11)
relates to a one-step nethod for cleaning and

di sinfecting soft contact |lenses (e.g. |lenses having a
hydrophilic surface) which consists in enzymatically
treating the | enses in an aqueous solution of a
proteolytic enzyne by heating to a tenperature of
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bet ween 60 and 100°C. Subtilisin and pancreatin are
anong the representative proteolytic enzynes (see, for
exanple, page 3, lines 10 to 15 and Exanple | on

page 8). The nmethod, besides providing a | ess conpl ex
and nore conveni ent reginmen for the care of contact

| enses, is said to have the added benefit of concurrent
deactivation of the active enzynes by the time the
cycle is conpleted (cf. page 2, lines 18 to 20). Thus,
after treatnment according to the method of

docunent (11), the lenses are ready for reinserting
onto the eyes (see page 7, lines 31 to 32) because the
nmethod is said to be effective and safe (cf. page 4,
lines 5to 8).

In the light of docunent (11), the Board considers that
the technical problemto be solved is the provision of
a sinpler one-step nmethod for cleaning and disinfecting
soft contact | enses.

As a solution the patent-in-suit proposes the nethod
according to Caim1 of the main request whereby the
enzymatic cleaning of the | enses by neans of either
subtilisin or pancreatin is carried out in an aqueous
solution conprising from0.5%to 10% w v of hydrogen
per oxi de. The evidence on file indicates that the

nmet hod cl ai ned sol ves i ndeed the underlying technical
problemas it allows a convenient and effective care of
contact | enses.

The question to be asked in the present case is whether
or not the person skilled in the art, faced with the
probl em of further sinplifying the one-step nethod
according to docunment (11), would have readily

consi dered carrying out the cleaning step with
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pancreatin or subtilisin in an aqueous sol ution
cont ai ni ng di sinfecting anounts of hydrogen peroxi de,
i.e. substituting a cold chem cal disinfection step for
the heat disinfection step. In this respect, it nust be
observed that the skilled reader of document (11)
easily recogni sed that thermal disinfection, although
effective and safe - and this is inportant because the
proteol ytic enzynes used for the care of contact |enses
can inter alia induce an allergic response anong sone
users [cf. docunent (10)] -, had inter alia the obvious
i nconveni ent of requiring the use of heating devices
whi ch was not very practical.

The Appellants maintain that the skilled person, being
aware of the inactivating effect of hydrogen peroxide
on the proteol ytic enzymes, would not have tried this
approach with any reasonabl e expectation that it could
work or, much less, that a synergistic effect could be
obtained (cf. Section X supra), as there existed a
prejudi ce against conbining in a one-step nethod an
enzyme and hydrogen per oxi de.

The Respondents consider that the teaching in

docunent (11) that an effective cleaning and

di sinfection of soft contact |enses can be obtained in
a one-step nmethod in spite of the deactivation of the
proteol ytic enzynes by the tinme the cycle is conpl eted
rendered obvious for the skilled person the
substitution of heat by hydrogen peroxide, as this was
at that tinme the cold chem cal disinfectant of choice
[cf., for exanple, docunent (5)]. In this respect,
Respondents 02 point in particular to the simlarities
bet ween the heat stability curve of subtilisin reported
in Figure 3 of docunent (16) and the curve of the
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change in activity of subtilisin in the presence of
hydr ogen peroxi de reported in Figure 1 of docunent (6).
In their subm ssions, this conparison woul d have
pronpted the skilled person to proceed to the
substitution of heat by hydrogen peroxide. In any case
- they submt -, no real prejudice against the use of
proteol ytic enzynes in the presence of hydrogen

per oxi de- gener ati ng conpounds coul d be derived fromthe
literature and no synergistic effect had been nade

pl ausi bl e by the Appellants (see Section Xl supra).

In the Board's judgenent, for the reasons outlined
herei nafter, the observation nmade in docunent (11)
about the "added benefit of concurrent deactivation of
the active enzynes by the tine the cycle is conpl eted”
woul d i ndeed have given the skilled person, faced with
the problemof further sinplifying the known one-step
met hod, an inportant indication in the direction of the
solution clainmed in the patent-in-suit. The skilled
person, a person with a degree in chem stry and an
expertise in the care of contact |enses, was aware of
the fact that, although it was inportant for proper
cleaning of the lenses to ensure sufficient enzymatic
activity, residues of the active enzynme on the | enses
coul d cause problens to the users [allergic reactions,
unpl easant odours, discoloration of the lens etc.; cf.,
for exanple, docunent (10), page 2]. Thus, the

i ndi cation given in docunent (11) that the cleaning
action of the proteolytic enzynmes was not conprom sed
by the concurrent heat disinfection and that - as a
matter of fact - the concurrent deactivation of the
enzynme, far from being a di sadvantage, was an added
benefit, taught the skilled person that within the
framewor k of a single-step cleaning and disinfection



12.

2135.D

- 17 - T 0712/ 92

nmet hod a proper bal ance between enzyne activity and its
i nactivation had to be sought because it would be
advant ageous.

In the Board's view, the skilled person wishing - for
practical reasons - to dispose of thermal disinfection
in the known nmet hod according to docunent (11) would
have i medi ately considered the alternative of cold

di sinfection with chem cals such as peroxides,
thinerosal etc., as the latter was common w sdom [ cf.
for exanple, docunents (1), (9) and (1)]. In view of
the fact that by 1985 the use of hydrogen peroxide, in
particular of a 3%solution thereof, for disinfecting
soft contact |enses after an enzyne cl eaning step was
well known in the art [cf., for exanple, docunments (5)
and (12)], the skilled person would have readily
considered the possibility of substituting cold

di sinfection with hydrogen peroxide for therm

di sinfection. The known deactivating effect of hydrogen
peroxi de on proteolytic enzynmes such as subtilisin
[cf., for exanple, docunents (6) to (8)] would not have
discouraged the skilled person fromentering into this
rout e because:

- firstly, he or she knew fromthe prior art [cf.,
for exanple, docunent (6), in particular sunmary
and Figure 1] that the deactivating effect was not
sudden and conpl ete, but rather gradual, just like
t he heat deactivating effect [cf. docunment (16),
in particular Figure 3];

- secondly, the task was not the preparation of a
conposition to be stored, in which case the
stability of the enzyme over the storage period



13.

14.
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had to be ensured [cf. in this respect e.g.
docunent (8)], but the carrying out of a

si mul t aneous cl eaning and di sinfecting activity on
contact lenses, i.e. an operation for which a
short cycle was an advantage [cf. docunment (10),
page 12, lines 24 to 33] and for which the final
deactivation of the enzynme was actually a benefit
[cf. docunent (11)];

- thirdly, conbinations of proteolytic enzynes with
hydr ogen peroxi de-generati ng conmpounds were
successfully used for thoroughly cl eaning other
ki nds of protheses, e.g. dentures [cf., for
exanpl e, docunent (8)].

Thus, in the Board's judgenent, the evidence put
forward by the Appellants in support of possible
reservations that the skilled person woul d have had
about conbining in a one-step nethod a proteolytic
enzyme with hydrogen peroxide nust fail in the |ight of
what the skilled person knew shortly before the
priority date of the patent-in-suit which was suitable
to renove possible doubts. Therefore, The Appellants
have not denonstrated the existence - at the time the
invention was made - of a real prejudice in the art

whi ch m ght have diverted the skilled person away from
the method as clainmed in the patent-in-suit (cf.

T 119/82, QJ EPO 1984, 217, see points 14 and 15 of the
Reasons) .

The Board is of the opinion that a skilled person,
faced with the problemof further sinplifying the

met hod according to docunment (11), would have readily
tried to carry out in one step cleaning and
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di sinfection of soft contact |enses by treating the

| enses with a proteolytic enzynme such as subtilisin or
pancreatin in an aqueous sol ution of a disinfecting
anount of hydrogen peroxi de. Based on the quoted prior
art know edge, the skilled person would have reasonably
expected this approach to work as he or she knew t hat,
on the one hand, in spite of the gradual |oss of
enzymatic activity, there would have been sufficient
enzyne activity at least in the first part of the cycle
[cf. docunent (6), in particular Figure 1] to ensure
removal of the protein accretions (cleaning) and that,
on the other hand, the deactivation of the enzynme - in
consequence of the presence of hydrogen peroxide - by
the tinme the cycle was conpl eted woul d have been
beneficial [cf. document (11), page 2, lines 18 to 20).

As regards the controversial question whether or not
there is synergismin the conbination of the

proteol ytic enzyne and hydrogen peroxide, the Board
observes, in agreenent with the Respondents, that the
rel evance of the conparisons reported in the exanpl es
of the patent-in-suit in relation to an all eged
synergismis quite doubtful and that, in any case, a
conpari son between the effect of the sinultaneous
(patent-in-suit) and the sequential (state of the art)
treatment of lenses with a proteolytic enzyne and

hydr ogen peroxide is m ssing. Such a conparison would
have been appropriate in order to support a synergistic
effect.

Al though it is true that the sinplicity of a proposed
technical solution could be indicative of

i nventiveness, especially if the technical field is of
commercial inportance and if, despite the considerable
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anount of activity in the field, the said solution had
escaped those concerned (see, for exanple, T 229/85, Q
EPO 1987, 237, in particular point 7 of the Reasons and
T 9/86, QJ EPO 1988, 12, in particular point 6 of the
Reasons), nevertheless the recognition of an inventive
step presupposes the absence in the prior art of hints
at the proposed solution. In the present case, for the
reasons given above, the Board is of the opinion that
the skilled person was pronpted by the state of the art
to go into the direction of the clainmed nmethod. The so-
call ed "secondary indicia" relied upon by the
Appel I ants, such as long-felt want and conmerci al
success, cannot alter the Board' s finding on

obvi ousness because they are not convincing in the

I ight of what the skilled person would have reasonably
expected on the basis of the up-to-date know edge at
the priority date. Mreover, indicia such as comerci al
success may depend upon factors, such as market
nmonopol y, advertisenent policy etc., which are

unrel ated to technical features of the invention.

17. Auxiliary request
Claim1 of this request is restricted to subtilisin as
sel ected proteolytic enzyne. This is one of the two
enbodi nents of Claim1l of the main request. Thus,
obvi ously, the sanme reasoning given in respect of
novelty and inventive step of Claim1 of the main
request (cf. points 4 to 16 supra) applies to this
claim

Conclusion

2135.D
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18. For the above reasons, Claim1l of both the main and
auxiliary request lacks an inventive step and,
therefore, none of the requests is allowable so that
t he appeal nust be di sm ssed.

Order

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai rwonman:

L. MGrry U. Ki nkel dey
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