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Summary of Facts and Subm ssi ons

1783.D

Eur opean patent No. 0 359 829 with the title "process
for producing intraocular lens for correcting cyanopi a”
was granted with a set of nine clains in response to
Eur opean patent application No. 89 903 277.5.

Opposition was filed against the granted patent by the
Respondent on the grounds of |ack of novelty and |ack
of inventive step under Article 100(a) EPC and for
insufficiency of disclosure of the invention under
Article 100(b) EPC.

O the numerous docunents cited during the proceedi ngs
the followng remain relevant to the present deci sion:

(5a) "Colour Index", Third Edition (1982), "Pignents
And Sol vent Dyes", Information Conpiled from
Vol umes 2-7 of the Conplete Third Edition (Second
Revi si on: 1982), Published by The SOCI ETY OF DYERS
AND COLOURI STS", page 162.

(6) WD A-87/05797

(7) US-A- 4390676

EP- A- 259 532 (cited under Article 54(3) EPC in the
speci fication)

The Opposition Division took the view that docunment (7)
represented the closest prior art because of the fact
that it related to a casting process for naking

pol ynet hyl nethacrylate lenses in order to restore the
original spectral distribution of the light striking
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the retina of aphakic individuals. Since the | enses
according to docunent (7) renoved excessive blue |ight
bet ween 350 nm and 400 nm this prior art also solved
t he probl em of cyanopi a.

Since furthernore docunment (7) taught that dyes other
t han those used in the exanples m ght be enployed for
manuf acturing intraocular | enses with the desired
absorption characteristics, it was obvious to use
alternative yell ow dyes correcting cyanopi a.

Having regard to the fact that docunent (7) also

di scl osed the use of a crosslinker in the

pol yneri zation process, an auxiliary request relating
to such a process was regarded obvi ous over the prior
art.

L1l The Appellant (proprietor of the patent in suit) |odged
an appeal against the said decision and filed grounds
of appeal. Annexed to a letter dated 14 February 2000,
the Appellant filed a main request and three auxiliary
requests.

Claim1l of the main request reads as foll ows:

"A process for producing a cyanopsi a-correctable

i ntraocul ar I ens having a |ight absorption
characteristic close to that of human crystalline |ens,
by nononer cast pol ynerization, which process is
characterized by conprising steps of casting into a
moul d a nononer sol ution conprising at | east one
nmonomner capable of formng a transparent |lens materi al
upon pol ynerization, a yellow colorant as the sole
colorant, an UV-absorber and a pol ynmerization
initiator; sealing the nould; and effecting

1783.D Y A
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pol ymeri zation. "

According to the first auxiliary request, claiml
additionally relates to "....a yellow colorant as the
sole colorant in an anount of 0.01 to 0.03% (WYV) based
on the total nonomer content...".

Claim 1 of the second auxiliary request further defines
"....an WV-absorber in an anount of 0.03 to 0.05% (WYV)
based on the total nononmer content...".

In accordance with the wording of claim1 of the main
request, claim1l1l of the third auxiliary request does
not contain the amounts of yellow col orant and

UV- absor ber but contains additionally a definition of
the colorant in that "....said yellow col orant being at
| east one menber selected fromthe group consisting of
C.1. Solvent Yellow 16, C. 1. Solvent Yellow 29, C I.
Sol vent Yellow 56, C. I. Solvent Yellow 77 and C. 1.

Sol vent Yellow 93...".

Oral proceedi ngs took place on 14 March 2000, during
whi ch the Appellant filed a new main request and a new
first auxiliary request both including clains 1 to 8
havi ng the wordi ng of the requests annexed to the

| etter dated 14 February 2000 but | acking product
claim9 relating to a cyanopia correctabl e intraocul ar

| ens produced by a process according to any of clains 1
to 8.

During the oral proceedings the Appellant has sought to
introduce a fourth auxiliary request relating to the
use of an intraocular lens for correcting cyanopi a.
This request was not admtted into the proceedi ngs
since the Board regarded it as not clearly allowable
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under Article 52(4) EPC

As regards the disclosure of docunent EP-A-0 259 532
referred to in the patent specification and relevant to
the question of novelty under Article 54(3) EPC, the
Appel | ant argued that this prior art clearly described
a separate prepolynerization step whereas the process
of the patent in suit by the wording "sealing the nould
and effecting polynerization" excluded a two step

pol yneri zati on process in which the prepol yner was
transferred fromone reactor to another between the

pol ynmeri zati on steps.

For the discussion of inventive step, the Appell ant
accepted docunent (7) as representing the closest prior
art but argued that this docunent neither related to
the correction of cyanopia nor disclosed visible Iight
absorbi ng dyes as an essential conponent of intraocul ar
| enses, nor described a lens with a yell ow col orant as
t he sol e col orant.

In the Appellant's view the problem underlying the
patent in suit was to produce an intraocul ar |ens
having a |ight absorption characteristic which in
conparison with the I ens of docunent (7) cones closer
to that of human crystalline | ens and being effective
for correcting of cyanopi a.

More particularly it was argued that in conparison with
the lens material of the patent in suit the test
sanpl es of docunent (7) showed very |ow transm ssion
val ues at 400 nm wave | ength and that docunent (7)
contai ned the clear teaching to use high amounts of

UV- absor bers.
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Havi ng regard to the "Experinental Report” annexed to
the letter dated 12 August 1998, it was proven by one
of the co-inventors of the patent in suit that the
[ight transm ttance curve of the lens disclosed in
Exanple 1 of docunment (7) has a | arge concave portion
at 480 to 550 nmw th the m ni mum point ¢ at around

510 nm and as a result, it is different fromthat of a
human crystalline lens and it has a light transmttance
val ue of less than 70% at a wavel ength range of 480 to
550 nm

The presence of a UV-absorber and a yellow col orant as
the sol e colorant according to the patent in suit gave
rise to a synergistic effect and as a result the lens
mat erial of the patent in suit showed |ow transm ttance
val ues within the wavel ength range rel evant for
correcting cyanopia, and as a further advantage the

| ens material contained very | ow UV-absorber amounts
whi ch was inportant to mnimzing | eakage of toxic
conponents. The | ow anobunts of conmponents to be
included in the lens material were reflected by the
additional features of the first and second auxiliary
requests and coul d be regarded as further supporting
the inventiveness of the clainmed subject matter of the
patent in suit.

Having regard to the disclosure of docunent 5(a), it
was clear that the group of 5 specific yellow col ours
as defined in claiml of the third auxiliary request
represented an inventive selection out of a group of
about 100 yel l ow colours known in the art.

It was accepted that docunment (6) related to an intra-
ocul ar inplanted |l ens but having a yellow sh brown
colour, and that this prior art neither related to
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specific colours for a |light absorption characteristic
close to that originally possessed by human crystalline
| enses nor disclosed anobunts of col ours.

In the Respondent's viewthe [imtation in the process
clainms to the use of "a yellow colorant as the sole
colorant” was a selection out of a list of colorants
not disclosed in the application as originally filed
and therefore, each of the requests did not fulfil the
requirenments of Article 123(2) EPC.

As regards the question of novelty, the Respondent

di sputed that a process step characterized by the
wor di ng "sealing the nould and effecting

pol yneri zation" could be regarded as excluding a
prepol yneri zation step as disclosed in EP-A-0 259 532.

Taki ng i nto account docunent (7) as the closest prior
art, the Respondent agreed that this docunment did not
expressly nentioned cyanopi a but argued that the
reference in this docunent to intraocular |enses and to
the problem of avoiding a | ack of visual acuity and
hi gh chromatic aberration in aphakic individuals could
only be regarded as an alternative description of a

| ens for correcting cyanopi a.

In the Respondent's view there was no support in the
prior art for a wavelength of 400 nmas the only
critical value for deciding on the effectiveness of a

| ens for correcting cyanopi a. Mdreover, there was

nei ther proof for a synergistic effect resulting from
the use of a yellow colorant and a UV-absorber nor
experinmental evidence that the all eged advantage of | ow
transmttance was achi eved over the whol e spectrum of
the crystalline Il ens of a human eye and accordingly, in
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the light of the disclosures of docunent (7) and al so
(6), it was an obvious alternative to choose yell ow as
the sole colorant for a cyanopia correcting |ens.

Regardi ng the auxiliary requests, the Respondent argued
that there was no surprising effect fromusing the

cl aimed anounts of col orant and UV-absorber and that
docunent (5a) particularly showed the obvi ousness of
using C. 1. Solvent Yellow 93 together with

pol ymet hacryl ate pl asti cs.

The Appel |l ant requested that the decision under appeal
be set aside and that the patent be maintained on the
basis of the set of clainms according to the main
request as submitted during the oral proceedings.

Alternatively, it was requested to maintain the patent
on the basis of one of the follow ng sets of clains:

First auxiliary request as submtted during the oral
proceedi ngs, second or third auxiliary request as
submtted with letter dated 14 February 2000, fourth
auxiliary request as submtted during the oral

pr oceedi ngs.

The Respondent requested that the appeal be dism ssed.

Reasons for the Decision

1

2.

1783.D

The appeal is adm ssible.

Di scl osure of the invention

The objection under Article 100(b) EPC in the statenent
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setting out the grounds of opposition regarding
insufficiency of disclosure in relation with the use of
a specific colorant for correcting cyanopia was nerely
al | eged but not founded on any fact and the Respondent
did not substantiate the grounds of insufficiency of

di scl osure during the appeal proceedings. As already
ruled in decision T 182/89 (QJ EPO 1991, 391), if a
noti ce of opposition contains allegations as to grounds
of opposition which are not supported as required by
Rul e 55(c) EPC, such allegations are to be rejected on
the sane basis as if they were inadm ssi bl e under

Rul e 56(1) EPC.

Since the specification of the patent in suit contains
on page 5, lines 10 to 19 a long list of specific
colorants which are undi sputedly suitable for
correcting cyanopia, the Board sees no reason to

di scuss this matter further.

Amrendnent s

The description of the patent application as originally
filed (see page 8, second paragraph) and as granted
(see page 5, line 20) clearly indicate that the
colorants specified in the precedi ng paragraphs of the
description "can be used al one". Moreover, each of the
exanpl es of the patent application originally filed and
as granted relates to the use of "a yellow col orant as
the sole colorant” in a process for producing a

cyanopi a-correctabl e intraocul ar |lens. Accordingly, the
feature in claim1 of each of the requests now on file
"a yellow col orant as the sole colorant” does not
contravene Article 123(2) EPC.

The Board notes that the Respondent nade no objections
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under Article 123 EPC as to the remaining features of
clainms according to the requests now on file.

The Board is also satisfied that each of the other
features according to the clains of the requests now on
file have a basis in the patent application as
originally filed and as granted and the cl ai ned subj ect
matter is not amended in such a way as to extend the
protection conferred.

Accordingly, the Board considers that the requirenents
of Article 123(2) and (3) are satisfied.

Novel ty

4. In the Board's view it is questionable whether the
wor di ng "casting into a nould a nononmer solution....
sealing the nould, and effecting polynerization"
clearly excludes the teaching of docunent
EP- A-0 259 532, which docunent is relevant to the
question of novelty under Article 54(3) EPC for
clainms 1 of the main request and first auxiliary
request .

However, it appears at |east from Exanple 1 of docunent
EP-A-0 259 532 that this prior art relates to a

pol yneri zation process in which the prepol ynerization
step and the final polynerization step are carried out
in different recipients.

Havi ng regard to the outcone of the proceedings as to

t he question of inventive step, the Board has deci ded

to presune novelty of the process of the nmain request

and first auxiliary request by excluding a

pol yneri zation of the nonomer solution in two steps in

1783.D Y A
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different recipients.

The Respondent did not raise any further objections
under Article 54(1) EPC and having regard to the

di scl osure of each of the other docunents cited during
t he exam nation, opposition and appeal proceedings the
Board is satisfied that none of these docunents
destroys the novelty of the subject matter of the
clainms of the main request as well as that of the first
to third auxiliary request.

Mai n request - inventive step

It was undi sputed by the parties that docunent (7)
represented the closest prior art.

Thi s docunent relates nore generally to suitable | enses
whi ch restore the normal el enents of vision for aphakic
i ndi vidual s. Intraocular |enses, which are inplanted in
the interior of the eye are inter alia described as
suitable for correcting the vision of aphakics.

Ref erence is nade particularly to the probl em of
adequately conpensating for certain changes in |ight
transm ssi on which occur in the absence of the natural
human crystalline lens since the result is a |ack of

vi sual acuity and high chromatic aberration in aphakic
i ndi viduals. Wiile the exanples only relate to the
preparation of corneal contact |lenses, it is clearly

i ndi cated that the disclosure of docunment (7) is also
applicable to intraocul ar | enses (see colum 1,

lines 55 to 57, 21 to 30 and colum 2, lines 10 to 14).

According to Exanple 1 a coronal contact lens is
prepared fromthe follow ng fornulation
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Met hyl mat hacryl ate 95 Parts by Wi ght
Et hyl enegl ycol di nethacryl ate 5

Bi sazoi sobutyronitrile 0.2

2, 2' -di hydroxy-4, 4' - di net hoxy-

benzophenone (UV-absorber) 0.1

D&C Red #17 0. 002

D&C Yel | ow #11 0. 004

Al'l the conponents of the fornulation are m xed and the
m xture poured into glass test tubes of about 3/4 inch
di aneter. The tubes are then placed in an 80°F
(26.67°C) bath until the mxture solidifies. The test
tubes are then transferred to an oven and subjected to
i ncreasing tenperatures reaching a maxi mum of 105°C
The test tubes are then renoved fromthe oven, allowed
to reach roomtenperature, and the gl ass broken | eaving
pol yneri zed plastic rods. Plastic discs are sliced off
the rods and the discs converted into corneal contact

| enses (see colums 5/6).

Docunent (7) does not refer to cyanopia as a cause of
chromatic aberration in aphakic individuals.

Taki ng account of the aforenentioned content of
docunent (7), it was undisputed by the parties that
this closest prior art disclosed each of the process
features of claim1l of the main request except that the
nmononer solution to be casted into a nould - "the

m xture poured into glass test tubes” as it is
expressed in docunment(7) - conprises a yellow col orant
as the sole colorant.

I n accordance with the description of the patent in
suit the Appellant took the view that the skilled
person know ng the disclosure of docunent (7) is faced
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with the problemto produce an intraocul ar |ens having
a light absorption characteristic which comes closer to
that of the human crystalline | ens and being effective
for correcting cyanopia (see eg specification page 4,
lines 18 to 20). In order to support this point of
view, on 12 August 1998, the Appellant has filed an
"Experinmental Report" including Figure 1 showi ng the
spectral distribution between 350 nm and 650 nm of
light transm ttance values of a | ens of Exanple 1 of
docunent (7), a lens according to the invention and a
human crystalline | ens.

During the oral proceedings the Board invited the
parties to give, in addition to the phenonenol ogi cal
expl anations regarding the spectral distribution of
light transmttance according to the "Experinental
Report"”, a nore detail ed mathematical expl anation about
the curves representing the transm ttance val ues of the
test | enses, which, however, was not provided by the

Appel | ant .

In the absence of mat hematical cal cul ati ons quantifying
the rel ationship and correl ati on between the

transm ttance curves illustrated in Figure 1 of the
said "Experinental Report", there is no basis for the
conclusion that, expressed in absolute terns, the
spectral distribution of the |ens according to the
patent in suit conmes closer to the spectra

di stribution of the human crystalline lens than the

| ens according to the closest prior art from docunent

(7).

Therefore, the Board can accept as experi nental
evi dence only the overall shape of the transmttance
curves and as a consequence, the problemunderlying the
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patent in suit according to the main request can only
be seen in the provision of a process for producing a
i ntraocul ar | ens being effective for correcting
cyanopi a.

According to claim1 of the main request the solution
of the problemis the provision of a process for
produci ng a cyanopi a-correctable intraocular lens with
a yellow col orant as the sole col orant.

Having regard to the worked exanples of the patent in
suit and Figure 1 referred to under point 5.3 above,
the Board is satisfied that the probl em has been

pl ausi bl y sol ved.

The Respondent did not contest the light transmttance
curve of the human crystalline I ens according to
Fi gure 1.

It therefore remains for the Board to deci de whet her or
not the said solution would, in view of the citations,

have been obvious to a person skilled in the art faced
wi th the probl em defi ned above.

Docunent (7) relates to chromatic aberrations in
aphaki c individuals in general and therefore the
teaching of this docunent a priori envisages an
unspecified correction of colour sight defects. The
skill ed person, however, knows that anong aphakic eye
patients cyanopia is a condition of chromatic
aberration in which objects | ook bl uish.

In these circunstances the skilled person clearly w |l
regard the process steps for producing chromatic
aberration correctable | enses according to docunment (7)
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al so suitable for producing a cyanopi a-correctable
i ntraocul ar | ens.

Once the skilled person's attention is drawn to the
process of docunent (7) the skilled person will first
of all try to reduce the unwanted blue |ight reaching
the retina by using a blue |ight absorbing dye. Since
docunent (7) relates to an unspecified correction of
col our sight defects there is a further incentive to
change the colour m xture of the lens proposed in (7)
by one specific blue absorbing colour. The skilled
person undoubtedly is aware of the fact that yellowis
a conplenentary colour to blue. The physical background
of conplenmentary col ours bel ongs even to el enentary
school know edge. Accordingly, the skilled person's
first choice for weakening blue light on the retina is
yel | ow.

Docunent (6) also relating to intraocular |enses gives
confirmation for the aforesaid common general know edge
inthe field of correcting chromatic aberrations in
aphaki c individuals. Mreover, this docunent clearly

i ndi cates that, caused by a natural ageing process, the
human crystalline lens is yellow col oured, and proposes
t he production of an intraocular |ens which by

mai ntai ning the transparency is adapted to the col our
of the aged but healthy eye (see docunent (6), page 1
line 20 up to page 2, line 3).

In the end the Board can only conclude that the skilled
person would arrive at the subject matter of claim1l of
the main request w thout the exercise of inventive
skill.

First and second auxiliary request - inventive step
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These requests define the anounts of yellow col orant
and UV- absorber (see point |V above).

It was undi sputed by the parties that docunent (7) also
represented the closest prior art for the subject
matter of these requests.

In the Board's view it is within the conpetence of the
skilled person, in an attenpt to reduce to practice for
correcting cyanopia the general teaching of correcting
chromatic aberrations in aphakic individuals of
docunent (7), to introduce m nor experinmental

nodi fications, which are not expected to affect the
desired results but which may be justified by purely
practical considerations such as the econom cs of
reduci ng the technical teaching into practice or the
safety of the finished product. Determ ning the | owest
amounts of a used substance which still achieves the
desired effect is indeed one of those activities which
the skilled person usually perfornms w thout an
inventive effort.

| ndeed there is no evidence that in conparison with the
cl osest prior art according to document (7) only the
anount of 0.01 to 0.03% (WYV) of a yellow col orant and
any type of a UV-absorber in amounts of 0.03 to 0.05%
(WV) results in better transmttance val ues of the

i ntraocul ar | ens produced therefrom

There is also no evidence for the Appellant's all eged
synergi smof a yellow col orant al one and a UV-absor ber.

Accordingly, the amounts of yellow col orant and
UV- absorber of claiml of the first and second
auxiliary requests do not change the problem as stated
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under point 6 above.

Si nce docunent (6) clearly indicates that a | eakage of
t he conponents of the lens material, for exanple the
colorant and particularly the UV-absorber could cause
toxic reaction in the eye (see page 2 |ast paragraph),
the skilled person will try to use m ni num anmounts of
t hese conponents.

Since the reasoning for the rest of the features of
claim1l of the first and second auxiliary requests
remai ns the sane as set out under point 8.ff above, the
Board can only conclude that the subject matter of

t hese requests al so do not involve an inventive step.

Third auxiliary request - inventive step

It was undisputed by the parties that docunent (7) also
represented the closest prior art for the subject
matter of this request.

Claim1 of this request does not specify the amounts of
col orant and UV-absorber but specifies types of yellow
colorants. Therefore, in addition to the reasoning
above for the main request, for the third auxiliary
request it only remains to consider whether or not it
was obvi ous to choose a specific type (types) of yellow
colorant(s).

Once it is obvious to choose a yellow colorant as the
sole colorant in a process for producing a cyanopi a-
correctable intraocular lens (see points 5 to 8 above),
the skilled person when trying to put the said process
into practice will first of all |look at commercially
avai |l abl e types of yell ow col orants.
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Docunent (5a) discloses in the formof a col our index
nore than a hundred C. 1. Sol vent Yellow colorants. On
page 162 of this docunent reference is made to C. I.
Sol vent Yell ow 93 as being especially suitable for

pol ynmet hacryl ate plastics. The Board notes that C. I
Solvent Yellow 93 is cited in claim1l.

According to the closest prior art as described in
docunent (7), particularly Exanple 1, the lens is also
prepared from nethyl nethacrylate, the same material as
particularly preferred in the patent in suit.

The Board notes furthernore, that the patent in suit as
originally filed on page 7 and the description of the
patent in suit as granted on page 5, lines 10 to 20,
disclose a long list of yellow colorants, inter alia
C. 1. Solvent Yellow 33 (undisputedly corresponding to
D&C Yel | ow #11 used in Exanple 1 of docunent (7)) and
C.1. Solvent Yellow 93, all suitable to conbine with
met hyl nethacrylate solutions. In the same context the
patent in suit clearly indicates that the yell ow
colorants are not restricted to the species contained
in the said list.

In the absence of any unexpected novel technical effect
achi evable by the use of C I. Solvent Yellow 93 or any
other cited in claim1, the Board can only concl ude
that the use of these colorants nust be regarded as an
obvious alternative to the use of other equival ent

yel l ow col orants, for exanple C. 1. Solvent Yellow 33,
and in no way can be regarded as a selection invention.

Accordingly, claim1l does not involve an inventive step
ei t her.
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11. Since at | east one independent claimin each of the
requests fails to neet the requirenents of Article 56
EPC, there is no need to discuss the rest of the clains
formng the basis for the requests.

Or der

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

M Dai nese C. Germinario

1783.D



