BESCHVWERDEKAMVERN  BOARDS OF APPEAL OF CHAMBRES DE RECOURS
DES EUROPAI SCHEN THE EUROPEAN PATENT DE L' OFFI CE EUROPEEN

PATENTAMI'S OFFI CE DES BREVETS

I nternal distribution code:
(A) [ ] Publication in QJ

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

(D) [ 1 No distribution

DECI SI ON
of 26 June 2002

Case Nunber: T 0993/98 - 3.3.2
Appl i cati on Nunber: 94903267. 6
Publ i cati on Nunber: 0668784

| PC: A61L 2/ 20

Language of the proceedi ngs: EN

Title of invention:
A met hod of enhanced penetration of | ow vapor pressure
chem cal vapor sterilants during sterilization

Pat ent ee:
AMERI CAN STERI LI ZER COVPANY

Opponent :
Johnson & Johnson Medical, |nc.

Headwor d:
Sterilizati on/ AMERI CAN STERI LI ZER COVPANY

Rel evant | egal provisions:
EPC Art. 54, 83, 100(a)(b)(c), 111(1), 112(1), 123(2)(3)
EPC R 57a, 66(1)

Keywor d:

"Main and first auxiliary requests: anendnents acceptable
under Article 123(2)(3) and Rule 57a; novelty (no)"

"Second and third auxiliary requests: anmendnents contravene
Article 123(2) EPC

"Fourth auxiliary request: anmendnents acceptabl e under
Article 123(2)(3) and Rule 57a; novelty (yes)"

"Remittal to the first instance"

"Question of law. remttal to the Enlarged Board of Appea
(no) - prerequisites not fulfilled"

Deci sions cited:
T 0004/83, T 0198/84, T 0124/87, T 0182/89, T 0666/ 89

EPA Form 3030 10.93



Cat chwor d:

Europdisches European Office européen
o) Patentamt Patent Office des brevets
Beschwerdekammern Boards of Appeal Chambres de recours

Case Nunber: T 0993/98 - 3.3.2

DECI SI ON
of the Technical Board of Appeal 3.3.2
of 26 June 2002

Appel | ant : AMERI CAN STERI LI ZER COVPANY
(Proprietor of the patent) 2424 \West 23rd Street

P. O Box 620

Erie

PA 16514  (US)

Represent ati ve: Wnter, Konrad Theodor, Dipl.-Ing.
Wnter, Brandl, Firniss, Hibner, ROss,
Kai ser, Polte
Part ner schaft
Pat ent - und Recht sanwal t skanzl ei
Al 0i s- St ei necker-Strasse 22
D- 85354 Frei sing (DE)

Respondent : Johnson & Johnson Medical, Inc.
(Opponent) 2500 Arbr ook Boul evard

P. O Box 90130

Arlington

Texas 76004- 3130 (USs)

Represent ati ve: Mercer, Christopher Paul
Carpmael s & Ransford
43, Bl oonmsbury Square
London WC1A 2RA (GB)

Deci si on under appeal : Deci sion of the Opposition Division of the
Eur opean Patent O fice posted 28 July 1998
revoki ng European patent No. 0 668 784 pursuant
to Article 102(1) EPC

Conposition of the Board:

Chai r man: P. A M Langon
Menber s: G F. E Ranpold



S. U. Hof f mann



- 1- T 0993/ 98

Summary of Facts and Submn ssions

1901.D

Eur opean patent No. 0 668 784 ("the patent”) was
granted with 15 clains in response to European patent
application No. 94 903 267.6. Caiml1l as granted read
as follows:

"A nmet hod of enhancing penetration of |ow vapor
pressure sterilant vapors during sterilization of an
article in an encl osed chanber conprising the
consecutive steps of:

(a) evacuating said chanber to a pre-determ ned
pressure bel ow at nospheric pressure;

(b) introducing sterilant vapors into said chanber
and, consequently, raising the pressure in said
chanber to a second pre-determ ned pressure bel ow
at nospheric pressure in a pre-determ ned tineg;

(c) allowing said sterilant vapors to be distributed
t hroughout said chanber for a pre-determned tine
peri od;

(d) introducing a gas into said chanber within a third
pre-determ ned tinme period, and raising the
pressure within said chanber to a pre-determ ned
pressure up to atnospheric pressure; and

(e) allowng said gas and said sterilant vapors to
remain in said chanber for a pre-determned tine
peri od;

(f) repeating steps (a)-(e) as needed to obtain a pre-
determ ned | evel of sterilization."

Dependent clains 2 to 15 related to el aborations of the
nmet hod according to claiml1.

The respondent filed notice of opposition seeking
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revocation in full of the European patent under Article
100(a) EPC for alleged | ack of novelty and inventive
step, under Article 100(b) EPC because of all eged

i nsufficiency of disclosure and under Article 100(c)
EPC on the ground of added subject-matter. In support
of these grounds, the respondent presented, inter alia,
the follow ng citations:

(1) EP-A-0 302 420

(2) US-A-4 643 876

By a decision posted on 28 July 1998 the European
patent was revoked pursuant to Article 102(1) EPC In
its decision the opposition division ruled that the
noti ce of opposition net all |egal requirenents of the
EPC and therefore rejected the patentee's objections
agai nst the admssibility of the opposition as

unf ounded. The opposition division also noted that it
coul d not recognise in the patent as granted an all eged
violation of Article 123(2) EPC which coul d have forned
the basis for the respondent’s opposition under Article
100(c) EPC. Simlarly, it sawin the respondent’'s

subm ssions insufficient substantiation for an

obj ection under Article 83 EPC to alleged insufficiency
of disclosure and accordingly no adequate basis for
opposition under Article 100(b) EPC. The opposition

di vision found that citation (1) disclosed al

technical features of claim1l as granted and revoked
the attacked patent for |ack of novelty.

An appeal was | odged agai nst the decision of the
opposition division. The appellant (patentee) presented
together with the statenent setting out the grounds of
appeal three revised sets of clains formng its main,
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first and second auxiliary requests.

The board issued a comruni cati on acconpanyi ng a sunmons
to oral proceedings. In this comunication, it was
questi oned whet her the proposed limtation of the
pressure range specified in step (d) of the clai ned
process by replacing the originally disclosed feature
"up to atnospheric pressure” with "sub-atnospheric
pressure” was adequately supported by the disclosure in
the application as filed. Further, the respondent's
attention was drawn to the fact that the notice of
opposi tion contai ned nothing that could be regarded as
an indication of the facts, evidence and argunents in
support of the ground for opposition referred to in
Article 100(c) EPC. Since the first instance did not
recognise in the patent a violation of Article 123(2)
EPC i n the decision under appeal and since, noreover,

t he opposition under Article 100(c) EPC was to be
consi dered non-existent ab initio and therefore

i nadm ssi ble, the respondent was inforned that the
guestion of allowability of any anmendnents effected to
the clains before grant did not arise as such under
Article 123(2) EPC in the present case. The respondent
was also informed that, in the rapporteur's provisiona
view, the first instance was correct in deciding that
the patent net the requirenents of Article 83 EPC

Wth a letter dated 24 May 2002, the appell ant
submtted new first, second, third, fourth and fifth
auxiliary requests to replace all previously filed
auxiliary requests.

(a) Steps (a) and (d) in claim1l of the nmain request
differ fromsteps (a) and (d) inclaiml as
granted as foll ows:
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"(a) evacuating said chanber to a first pre-
determ ned pressure bel ow at nospheric
pressure;

(d) i ntroducing a gas into said chanber within a
third pre-determned tine period, and
rai sing the pressure within said chanber to
a third pre-determ ned sub-at nospheric

pressure;"

(a4) Steps (a), (d) and (e) in claiml of the first
auxiliary request differ fromthe correspondi ng
steps in claiml1l as granted as foll ows:

"(a) evacuating said chanber to a first pre-
det erm ned pressure bel ow at nospheric
pressure;

(d) i ntroducing a gas into said chanber within a
third pre-determned tinme period, and
rai sing the pressure within said chanber to
a third pre-determ ned pressure up to
at nospheric pressure to conpress the vapor
sterilant; and

(e) all ow ng said gas and said sterilant vapors
to remain in said chanber for a pre-
determ ned sterilant exposure tine period;"

(&) Steps (a) and (d) to (f) inclaiml of the second
auxiliary request differ fromthe correspondi ng
steps in claim1l as granted as follows, with step

(g) bei ng added:

"(a) evacuating said chanber to a first pre-

1901.D Y A
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det erm ned pressure bel ow at nospheric
pressure;

i ntroducing a gas into said chanber within a
third pre-determned tinme period, and
raising the pressure within said chanber to
a third pre-determ ned pressure up to

at nospheric pressure to conpress the vapor
sterilant; and

allowi ng said gas and said sterilant vapors
to remain in said chanber for a pre-
determ ned sterilant exposure tine period,

repeating step (a); wherein
steps (b)-(e) are repeated as needed to

obtain a pre-determ ned | evel of

sterilization;"

Steps (a) and (d) to (f) inclaiml of the third
auxiliary request differ fromthe correspondi ng

steps in claim1l as granted as follows, with step
(g) bei ng added:

"(a)

(d)

evacuating said chanber to a first pre-
det erm ned pressure bel ow at nospheric
pressure;

i ntroducing a gas into said chanber within a
third pre-determned tinme period, and
raising the pressure within said chanber to
a third pre-determ ned pressure up to

at nospheric pressure to conpress the vapor
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sterilant, wherein the pressure differentia
between the third and second pressures is
greater than the pressure differentia

bet ween the second and first pressures;

(e) allowing said gas and said sterilant vapors
to remain in said chanber for a pre-
determ ned sterilant exposure tine period,

(f) repeating step (a); wherein

(9) steps (b)-(e) are repeated as needed to
obtain a pre-determ ned | evel of
sterilization;"

Steps (a) and (d) to (f) in claiml of the fourth
auxiliary request differ fromthe correspondi ng
steps in claiml1l as granted as foll ows:

"(a) evacuating said chanber to a first pre-
det erm ned pressure bel ow at nospheric
pressure;

(d) i ntroducing a gas into said chanber within a
third pre-determned tinme period, and
rai sing the pressure within said chanber to
a third pre-determ ned pressure up to
at nospheric pressure to conpress the vapor
sterilant; and

(e) all ow ng said gas and said sterilant vapors
to remain in said chanber for a pre-
determ ned sterilant exposure tinme period;
wherein
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() steps (a)-(e) are repeated between 2 and 32
times to obtain a pre-determ ned | evel of
sterilization."

Under cover of a faxed letter dated 24 June 2002, the
appel lant filed eight new sets of clains formng its
auxiliary requests 6 to 13.

Oral proceedings were held on 26 June 2002. The
respondent maintained alleged insufficiency of

di scl osure (Article 100(b) EPC) as a ground for
opposition, but it did not present any comrents on this
ground during the hearing. As a result of the board's
views as expressed early on during the ora

proceedi ngs, the appellant waived its objection as to
alleged inadmssibility of the respondent's opposition
and withdrew its request for reinbursenent of the
appeal fee. During the hearing the appellant presented
the follow ng question of |aw and suggested its
referral to the Enl arged Board of Appeal in the event
that the board should be inclined to consider the
content of citation (1) as relevant to the assessnent
of the novelty of the clainmed subject-matter in the
pat ent :

"If aclaimin a prior art docunent contains a teaching
including a plurality of steps wherein a specific
process step, however, is not nentioned for solving the
probl em which process step, however, is disclosed only
in connection with a description of tests aimng at
adjusting test paraneters so as to nmake the tests
conparable with each other, is this prior art docunent
novelty destroying for a proposal conbining the
features of claim1l with said specific step ?"
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The appellant's argunents submtted in the statenent of
grounds of appeal and in oral proceedings can, in
essence, be sunmarised as foll ows:

The anmended clains in all of the appellant's requests
presently on file were not only sufficiently clear and
conci se but al so adequately supported by the originally
filed docunents and conplied in these formal respects
with the requirenents of Articles 84 and 123(2) EPC
The requirenments of Article 123(3) EPC were |ikew se
et .

The clainmed process in the patent differed in severa
respects fromthe sterilization process disclosed in
(1), as far as process step (d) in claim1 of al
requests was concerned. The process as disclosed in
Exanples | and Il of citation (1) did not include
anything like step (d) of the clainmed process
conprising introducing a pressure gas into the vacuum
chanber and raising the pressure to a pre-determ ned
sub- at nospheric or atnospheric |l evel to conpress the
vapour sterilant. Step (d) was in the claimed process
in the patent a separate procedural step which foll owed
process step (c) wherein the sterilant vapour was
allowed to distribute itself throughout the chanber and
in the dead end lunen. Instead, in the process of (1) a
smal | amount of air was, only if necessary, admtted
into the chanber during the period when the aqueous
solution of hydrogen peroxide injected into the chanber
was allowed to vaporise and to create a hydrogen

per oxi de atnosphere in the chanber

The disclosure in lines 55 to 56 on page 4 of (1)
related to the step of feeding a sterile gas or
filtered, bacteria free air into the chanber to raise
the pressure in the chanber to atnospheric | evels and



1901.D

-9 - T 0993/ 98

to permt the sterilised articles to be renoved. This
final step in the process of (1), which was
specifically cited by the opposition division against
the novelty of the clainmed process, produced pressure
equal i sati on upon conpletion of the sterilization cycle
to allow renoval of the sterilized articles fromthe
encl osed chanber. This final step as such was not
conparable at all with step (d) of the clained process
whi ch served to conpress the vapour sterilant, as
sterilization occurs, and to drive the sterilant vapour
further into the article than the sterilant vapour
woul d naturally diffuse.

In the process of (2) the chanber was evacuated to a
pressure of approximately 0.05 Torr. Then an aqueous
sol ution of hydrogen peroxi de was injected. No

i nformati on was provided in (2) about the pressure
control during the entire period of about 5 to 30

m nutes before the plasma was generated. Steps (d) to
(f) of the clainmed process in claim1 of the patent
were sinply not disclosed in the cited docunent and
citation (2) was thus far frombeing prejudicial to the
novelty of the clained subject-matter in the patent.

The respondent’s argunents submtted in witing and
orally at the hearing can be sunmari sed as foll ows:

Claim1 of the main request had been anended to require
the pressure in the encl osed chanber to be raised to a
third predeterm ned sub-atnospheric pressure after the
gas had been introduced in step (d). Al though the
description and drawi ngs of the application as filed

m ght only refer to sub-atnospheric pressure |evels
bei ng reached on introduction of the pressure gas, this
was no justification for distorting the ordinary
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meani ng of the requirement in original claiml for the
pressure of step (d) "to be up to atnospheric
pressure”. There was no conplicated termnology in this
expression and therefore no conplicated interpretation
of it was needed. Thus, the original wording of step
(d) of claim1l1 did not provide clear and unanbi guous
support for the "sub-atnospheric requirenent” in step
(d) of claiml1l of the nmain request. Even if one were to
accept that the exanples and the description in Figure
1 of the application as filed referred to sub-

at nospheric pressure, there would be no genera
statenent in the application as filed that the pressure
gas raised the chanber pressure to a sub-atnospheric

| evel . To base the "sub-atnospheric pressure”
requirenent in claiml of the nmain request on the

speci fic sub-atnospheric pressures given in the
application as filed would result in an inadm ssible

I ntermedi ate generalisation.

Caimlinthe first auxiliary request contained in
both steps (d) and (e) anmendnents whi ch were not
all owable in view of Rule 57a EPC

Claim1 of the second and third auxiliary requests
covered the case where evacuation step (a) was repeated
W t hout steps (b) to (e) being repeated. In the
application as filed each instance of a repeat of the
evacuation step (a) was followed by each one of steps
(b) to (e) of claiml. Thus, claiml in the second and
third auxiliary requests was w thout foundation in the
originally filed docunents.

Irrespective of the added-matter issue, claim1 of al
requests | acked novelty over (1) and (2). Ctation (1)
made known a nethod of sterilizing an article with
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hydr ogen peroxi de vapour in a vacuum chanber. After the
chanber had been evacuated to a sub-atnospheric
pressure and hydrogen peroxi de vapour had been

i ntroduced therein, this inevitably caused the sub-

at nospheric pressure in the chanber to rise slightly.
The hydrogen peroxi de vapour was allowed to diffuse

t hroughout the chanber. Filtered air was then

i ntroduced into the vacuum chanber to raise the
pressure to a new sub-atnospheric level. Thus (1) nade
avai l abl e all of the steps positively required by
claim1l of the main request.

Citation (2) disclosed a nethod of sterilizing in an
encl osed chanber an article wth hydrogen peroxide
vapour as the precursor for the active species
generated during the plasnma generation cycle by

el ectrical discharges. The general sterilization
procedure was described fromcolum 5, line 45 to
colum 6, line 7, of citation (2). Step (2) of citation
(2) was equivalent to lines 1 and 2 of claim 1.
Consecutive steps (2) to (6) in citation (2) were
equivalent to steps (a) to (e) of claiml. Wen a

pl asma was generated in step (5) of citation (2), the
tenperature and pressure were raised and nore liquid
was vaporised, thus introducing nore gas into the
chanber. Thus, step (5) in citation (2) corresponded to
step (d) in the clained process and the genera

di sclosure in citation (2) deprived claim1l of novelty.
Exanple VI1 of citation (2) disclosed a two-cycle
sterilization procedure and anticipated thus not only
steps (a) to (e) but also step (f) of claiml in the
main, first and fourth auxiliary requests.

The appel | ant requested that the decision under appea
be set aside and that the patent be naintained in
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amended formeither on the basis of the set of clains
in the min request filed on 7 Decenber 1998 together
wWith the statenent of the grounds of appeal or on the
basis of the set of clains in one of the auxiliary
requests 1 to 5, all filed on 24 May 2002, or in one of
the auxiliary requests 6 to 13, all filed on 24 June
2002.

The respondent requested that the appeal be dism ssed.

Reasons for the Deci sion

1

1901.D

The appeal is adm ssible.

Since the respondent did not contest the board's
finding that the substantiation of the ground for
opposition recited in Article 100(c) EPC was
insufficient to admt this ground into the proceedi ngs,
it is not necessary to go into further detail on this
poi nt .

The description of the patent includes six worked
exanples the feasibility of which was not chall enged by
the respondent. Accordingly, there can be no doubt that
the patent describes in detail nore than one way of
carrying out the invention. The respondent argued,
however, in its reply to the statenent of the grounds
of appeal that the patent did not provide sufficient
information to allow the skilled person to operate the
clainmed invention within the full scope of claiml.

The burden of proof lies with the respondent (opponent)
to show that there is insufficiency under Article 83
EPC (see decision T 182/89, OQJ EPO 1991, 391). The
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board finds that this burden of proof has not been

di scharged. In the board's judgnent, the patent
contains sufficient informati on and exanpl es which

i nclude broadly varying paraneters (see eg Exanples 4
and 5) to allow the clainmed invention to be reproduced
by the skilled practitioner "w thout undue burden"
within the full scope of claim1. Since noreover, the
respondent did not provide any convincing or objective
evi dence, let alone real proof, to showin an

unequi vocal manner that a skilled reader woul d be
unable to carry out the clained invention in any
enbodi nent, the board concurs with the finding in the
deci si on under appeal that the requirenent of Article
83 EPC is net and that, consequently, Article 100(b)
EPC does not prejudice the nmai ntenance of the patent on
the basis of claiml1l in any of the present reqguests.

As i s apparent from paragraph VI above, the nmain
request and all auxiliary requests have, inter alia,
been anmended so as to specify the pressure in step (a)
of claim1l as first pre-determ ned pressure and in step
(d) as third pre-determ ned pressure. \Wereas these
anmendnents do not contravene Article 123(2) and (3)

EPC, the question arises whether they are al so
acceptabl e under the ternms of Rule 57a EPC. This Rul e,
whi ch according to Rule 66(1) EPC al so applies to the
appeal proceedings, requires that the anendnents are
occasi oned by grounds for opposition specified in
Article 100 EPC. Wether or not the proposed anendnents
can be admtted into the appeal proceedings is to be
deci ded by the board in the exercise of its discretion.
The appel |l ant argues that, in contrast to the cl ai ned
process in the patent, the sterilization process in (1)
did not include three distinctly different |evels of
pressure and that the above-nentioned specification was
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introduced to delimt the clainmed process nore clearly
and precisely against the prior art of (1). The board
follows this argunent because the proposed anendnents
could, at least in principle, contribute to a potentia
delimtation of the clainmed subject-matter against
citation (1) which was cited in support of a ground of
opposition. It should be borne in mnd that this
potential suitability is sufficient for an anendnent to
be all owabl e under Rule 57a EPC as a fair attenpt to
overcone a potential objection, irrespective of whether
the attenpt is successful or not. The above-nentioned
anmendnents in claiml of all requests are therefore
consi dered acceptabl e under Rule 57a EPC.

Mai n request

5.2

1901.D

The mai n request anends claim1 of the patent to
require the pressure in the encl osed chanber to be
raised to a third pre-determ ned sub-atnospheric
pressure after the pressure gas has been introduced in
step (d).

As a prelimnary point it should be noted that, in the
board's judgnent, the skilled reader would give the
expression "..... up to atnospheric pressure..... ", as
used in original claiml1l to define the upper limt to
whi ch the pressure can be raised in the chanber in step
(d), nothing other than its ordinary neani ng, nanely
rai sing the pressure up to and includi ng at nospheric
pressure. Accordingly, the board is unable to share the
appellant’s view that this expression could possibly be
construed as neani ng sub-atnospheric pressure |evels
only.

Not wi t hst andi ng t he above, the board considers that the
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proposed |imtation of the pressure in the encl osed
chanber in step (d) to sub-atnospheric pressure is
clearly inplied by and therefore derived fromthe whol e
di scl osure as such. As indicated in point 5.1 above,
the expression "..... up to atnospheric pressure.....
in original claiml already included two possible
options, nanely (i) sub-atnospheric pressure and (ii)
at nospheric pressure. The proposed limtation of the
pressure in step (d) of claiml to the originally

al ready envi saged option (i) was occasi oned by the
objection in the decision under appeal against the
novelty of original claim1l and is adequately supported
by the application as filed. Thus, the description,
dependent cl ai ns and draw ngs of the application as
filed refer without exception to sub-atnospheric
pressure | evel s being reached on introduction of the
pressure gas in step (d) (see page 15, lines 8 to 11;
Exanple 1, lines 19 to 20; Exanple 4, lines 22 to 24,
claim9; Figure 1). The proposed anendnent is therefore
acceptabl e under the terns of Article 123(2) EPC and
Rul e 57a EPC

Irrespective of the amendnment in step (d) of claim1l
requiring the pressure in the encl osed chanber to be
raised to a third pre-determ ned sub-at nospheric
pressure, claim1l1l | acks novelty over the prior art of
citation (1).

Citation (1) discloses a nethod of sterilizing an
article with hydrogen peroxi de vapour at very | ow
vapour pressures in a vacuum chanber (see page 2,

lines 8 to 10; page 3, lines 16 to 27). The prior art
of (1) therefore concerns a nethod of the type to which
claim1l of the patent is directed, hydrogen peroxide
vapour used in (1) corresponding to the "l ow vapor
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pressure sterilant vapors" called for by claim1 (see
al so dependent claim 13).

After the article has been placed in the vacuum chamnber
(see citation (1), process step (1); page 4, line 39),
the sterilization cycle disclosed in Exanple Il of
citation (1) involves the follow ng consecutive steps
(see page 5, line 50 onwards):

(A) evacuating the chanber to a pressure of 0.13 nbar
(0.1 torr) (see page 5, lines 52 to 53) -
corresponding step (a) in the process of claiml
in the patent;

(B) introducing and vapori zi ng hydrogen peroxide to
produce in the chanber a vapour concentration of
1.0 ng HOJ/litre; this inevitably causes the sub-
at nospheric pressure in the chanber to rise
slightly, as confirnmed by the first part of the
sentence at lines 24 to 25 on page 5 -
corresponding to step (b) in the process of
claiml1l in the patent;

(C© allowi ng HO vapour to diffuse throughout the
chanber for a pre-determ ned period of 2 m nutes
(see page 5, line 57) - corresponding to step (c)
in the process of claim1l in the patent;

(D) introducing filtered air into the vacuum chanber
to increase the pressure in the systemto a
desired (pre-determ ned) |evel of sub-atnospheric
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pressure (see page 5, lines 56 to 57) and "Fina
Pressure"” in Table Il on page 6) - correspondi ng
to step (d) in the process of claim1l in the

pat ent ;

(E) exposing the article to be sterilized to the HO,
vapour for a pre-determ ned period of 20 m nutes -
corresponding to step (e) in the process of
claim1 in the patent;

Since step (f) in the process of claim1l of the main
request is purely optional, citation (1) makes
avai l able to the public a sterilization nethod

i ncluding all of the consecutive steps positively
required by claiml1l of the main request. Caiml
therefore | acks novelty over the prior art of (1).

The appel lant submtted at the hearing that the
sterilization nethod of Exanple Il in (1) conprising

t he consecutive procedural steps (A) to (E) did not
illustrate the teaching of the claim since claim1l in
(1) lacked the step of introducing air into the
chanber. Instead, according to the appellant, the
particul ar sterilization nethod of Exanple Il was used
in citation (1) for the sole purpose to test in a
series of experinents the effect of actual
sterilization pressure in step (D) on sporidica
activity and to nake these experinents conparable with
each other. In so far as the appellant appeared to
suggest in its subm ssion during oral proceedi ngs that
the information provided in Exanple Il of (1) has
practically no nmeaning and only the teaching of the
claimof citation (1) should be considered to determ ne
what had been nade available to the public, it had

i gnored the established jurisprudence of the boards of
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appeal , according to which it is necessary to consi der
the whole content of a citation ("whole content
approach") when deciding the question of novelty (see
e.g. T 4/83, Q) EPO 1983, 498, especially Reasons,
point 4; T 198/84, Q) EPO 1985, 209; T 124/87, QJ EPO
1989, 491, especially Reasons, point 3.2; T 666/89, QJ
EPO 1993, 495, especially Reasons, points 5 and 6).

When examining for novelty, it should be taken into
consideration that any information in a patent

speci fication which conveys to the person skilled in
the art a technical teaching belongs to the content of
the disclosure irrespective of whether or not it falls
Wi thin the scope of the clains or what purpose it
serves. In applying this principle to the case in suit,
it is essential that the specific teaching for
technical action in step (D) of citation (1) and in
step (d) of the process of claiml1l in the patent is
exactly the sane, nanely introducing filtered air into
t he vacuum chanber and raising the pressure in the
systemto a desired (pre-determ ned) |evel of sub-

at nospheric pressure. The particul ar purpose this
teaching serves in either case is irrelevant to the
assessnent of novelty. For that reason the clained
process in claim1l of the main request |acks novelty.

Under Article 112(1) EPC the board of appeal refers any
question of |law to the Enl arged Board of Appeal of its
own notion or at the request of a party if it considers
the Enl arged Board' s decision necessary for deciding a
particul ar case. In the present case, given the clear-
cut situation explained in points 5.4 and 5.5 above,
the board sees no need for a decision by the Enl arged
Board of Appeal with regard to the question fornul ated
by the appellant. Quite apart fromthat the genera
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prerequisites for a referral to the Enl arged Board of
Appeal are not fulfilled in the present case, given
that questions may only be referred to the Enlarged
Board in order to ensure uniformapplication of the |aw
or if an inportant point of law arises. Neither of
these requirenents is nmet in the present case since the
law is applied within the framework of existing case

| aw concerni ng the understandi ng of the average skilled
person (see especially point 5.5 above). The deci di ng
board is not departing fromthe case |law |l aid down by a
nunber of other boards nor is it deciding an inportant
poi nt of | aw whose resol ution woul d be of genera
interest for the future. In the present case, the Board
is nmerely applying proven principles of law to an

I ndi vi dual case. There is therefore no question of
referring the matter to the Enl arged Board of Appeal.

First auxiliary request

1901.D

Claiml1 in the first auxiliary request contains the
anmendnents referred to in point 3 above. Moreover,
claiml1l differs fromclaim1l in the application as
filed and the patent as granted by including the
particul ar purpose of introducing the pressure gas in
step (d) "to conpress the vapor sterilant”. In
addition, claim1l specifies in step (e) that the
pressure gas and the sterilant vapours are allowed to
remain in said chanber for a pre-determ ned "steril ant
exposure" time period. As regards the first anmendnent,
this is taken fromthe disclosure in lines 25 to 26 on
page 13 of the application as filed. As regards the
anmendnent in step (e), this is based on the disclosure
inlines 6 to 8 on page 14 stating that "after an
exposure tinme [to the vapor sterilant], a vacuum pul
down foll ows the vapor conpression .....
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As indicated in point 6 above, the anmendnents to
claiml1l in the first auxiliary request are, in the
board's judgnent, adequately supported by the
originally filed docunments and conply wth the
provisions of Article 123(2) and (3) EPC. Wil st the
respondent accepted the support for the anmendnents in
the application as filed, it objected to their
insertion in claim1 as being not allowable in view of
Rul e 57a EPC.

The board accepts the appellant's argunent that both
amendnents were introduced to present an alternative
for delimting the clainmed process in the patent
against the prior art of (1), were the board to find
the reference in the main request to a sub-atnospheric
pressure not allowable, as indicated in the board's
communi cation. The appell ant al so enphasi sed that the
first instance erroneously based its objection as to

| ack of novelty on a conparison of step (d) of the

clai med process with the final step of pressure
equal i sati on upon conpletion of the sterilization cycle
in citation (1). It consequently argued that the
proposed anendnents al so served a better delimtation
agai nst the prior art of (1) to avoid the danger of
such msinterpretati on. The board accepts these
argunents and exercises its discretion in favour of the
appel l ant on the basis of its concl usive considerations
in point 4 above. The above-nenti oned anendnents which
have been introduced not only in the first auxiliary
request but also in the second, third and fourth
auxiliary requests are therefore considered acceptable
under Rul e 57a EPC.

The reasons which led to the rejection of the main
request on the ground of |ack of novelty apply equally
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to the first auxiliary request. It is clear to a person
skilled in the art that the technical feature of
introducing air into the vacuum chanber to increase the
pressure in the systemin step (D) of Exanple Il in (1)
has the inevitable effect of conpressing the hydrogen
per oxi de vapor sterilant. The indication of the purpose
"to conpress the vapor sterilant” in step (d) of
claim1 of the first auxiliary request therefore cannot
confer novelty on a technical feature which is known
per se.

Simlarly, Step (E) in citation (1) which conprises
exposing the article to be sterilized to the H,O, vapour
sterilant for a pre-determ ned period of 20 m nutes
antici pates the newy introduced feature in step (e) of
the clained process "for a pre-determ ned steril ant
exposure tinme period".

In view of the above, the first auxiliary request
cannot succeed.

and third auxiliary requests

Caiml in the second and third auxiliary requests
contains the anendnents referred to in point 4 and in
poi nt 6 above in respect of steps (d) and (e). Claiml
al so includes the added feature of "repeating step
(a)", whereas in the followng step (g) only "steps (b)
to (e) are repeated as needed to obtain a pre-

determ ned | evel of sterilization". Accordingly,
claim1 covers the case where evacuation step (a) is
repeated without steps (b) to (e) being repeated.

The appel lant alleges that this anmendnent is based on
the disclosure in the foll ow ng passage on page 14,
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lines 6 to 13:

- "After an exposure tinme, a vacuum pul | down foll ows
t he vapor conpression in order to renove the
residual sterilant vapors and elimnate humdity
in preparation for the next sterilization pulse;"”

and on the disclosure in the passage on page 19,
lines 28 to 30:

- "The chanber is then evacuated again to pressure P,
and the procedure is repeated.”

Nei ther of the cited passages in the description

provi des adequat e support for the proposed anendnent.
As regards the first passage, this does not refer to

t he chanber being evacuated to a first pre-determ ned
pressure bel ow at nospheric pressure, as is required in
step (a) of claiml1l. As regards the second passage,
this clearly teaches the skilled person that once
evacuation step (a) has been carried out, the renaining
steps (b) to (e) are repeated.

Moreover, Figure 1 shows that the evacuation step at
the end of the pressure pulse is followed by a further
injection of sterilant vapour, ie the commencenent of a
second pressure pul se.

To sunmarize, in the application as filed, there is no
di scl osure of carrying out the evacuation step (a) by
itself without steps (b) to (e) being repeated. Thus,
claim1l1l in the second and third auxiliary requests
contravenes the provisions of Article 123(2) EPC It
follows that the second and third auxiliary requests
cannot succeed.
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Fourth auxiliary request

1901.D

Caim1l in the fourth auxiliary request contains the
anmendnents referred to in points 4 and 6 above in
respect of claim1l of the first auxiliary request. In
addition, claiml of the fourth auxiliary request
includes in step (f) the feature of dependent claim 11
in the application as filed and the patent as granted
requiring that steps (a) to (e) be repeated between 2
and 32 tines.

Dependent clains 2 to 12 correspond to dependent

claims 2 to 10, 12 and 13 in the application as filed
and the patent as granted and dependent clains 13 and
14 correspond to dependent clains 14 and 15 in the
patent as granted. For the reasons given in paragraph V
above concerning the allowability of anmendnments
effected to the clains before grant, clainms 14 and 15
of the patent as granted provide in the present case
adequat e support for the corresponding clains 13 and 14
in the fourth auxiliary request. The present version of
the clains in the fourth auxiliary request is therefore
acceptabl e as bei ng adequately supported by the

di sclosure in the application as filed and conplying in
this formal respect with Articles 84 and 123(2) EPC

In claiml as granted, the "repeat"” requirenent in step
(f) was purely optional ("as needed"). Caiml as
granted thus al so covered the cases where steps (a) to
(e) were carried out only once or were repeated only
once or nore than 32 tines. As claim1l as granted was

t hus no doubt broader than claim1 in the fourth
auxiliary request, the requirenents of Article 123(3)
EPC are |ikew se net.
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The feature of repeating any or all of the individua
steps (A) to (E) of the sterilization process described
incitation (1), let alone the requirenent of repeating
said steps between 2 and 32 tines, is nowhere disclosed
in the cited docunent. Since the respondent did not
contest that step (f) in claiml of the fourth

auxi liary request confers novelty on the clained
process in the patent over the prior art of (1), it is
not necessary to go into further detail on this point.

The prior art of the US patent specification (2) was
cited by the respondent during the hearing against the
novelty of claiml1l in the fourth auxiliary request.
Citation (2) discloses a process for the sterilization
of an article in an encl osed chanber which enpl oys
hydr ogen peroxi de as the | ow vapour pressure steril ant
as the precursor for the active species generated
during the plasnma generation cycle by electrica

di scharges in the sterilant vapour.

The process in (2) (see especially colum 5, line 46,
to colum 6, line 8) conprises the steps of

(1) placing the object or article to be sterilized in
a (pre-treatnent) vacuum chanber or into the
pl asma chanber;

(2) evacuating said chanber to a pressure of
approxi mately 0.05 Torr;

(3) injecting an aqueous solution of hydrogen peroxide
into the chanber and raising the pressure to from

0.5 to 10 Torr;

(4) allowing the object or article to remain in the
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said chanber for a period of from5 to 30 m nutes;

(5) subjecting the object or article to be sterilized
to a plasma generated by el ectrical discharges
either in the pre-treatnent chanber or in a
separ ate plasma chanber

(6) allowing the object or article to remain in the
plasma for a period of from5 to 60 mnutes to
effect conplete sterilization.

Exanple VI1 in colum 9 of citation (2) discloses a two
cycle sterilization procedure. The first cycle is as
descri bed above. Thereafter the cycle is repeated by
repeating steps (1) to (6) as described at colums 5
and 6 of citation (2).

The respondent suggested at the oral proceedi ngs that
the feature of exposing, in step (5) of the above
treatnment cycle, the article to be sterilized to a

pl asma generated by electrical discharges in the
sterilant vapours would correspond to step (d) in
claim1l of the clained process. The board cannot agree.
Nei t her does citation (2) disclose the requirenent of
introducing a gas different fromthe vapour steril ant
into the chanber nor is the raising of the pressure in
the chanber up to atnospheric pressure to conpress the
vapour sterilant anywhere disclosed in the cited
docunent .

Consequently, apart fromthe fact that step (f) in the
cl ai med process requires at |least two repetitions of
the treatnent cycle, whilst the disclosure in Exanple
VI| of citation (2) refers to one or two treatnent
cycles and accordingly to one repetition only (as
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agreed by the respondent), citation (2) contains no

di scl osure of the particular technical features of step
(d) of the clained process. Certainly, it cannot be
said that there is any direct and unanbi guous

di sclosure in citation (2), whether explicit or
inplicit, of all technical features of the clained
process in claim1l of the fourth auxiliary request.
Novel ty of the clained subject matter in the fourth
auxiliary request within the nmeaning of Article 54(1)
EPC i s therefore acknow edged.

Remttal to the departnment of first instance (Article 111(1)

EPC)

1901.D

I n accordance with decisions G 9/91 and G 19/91 (QJ EPO
1993, 408 and 420, see in particul ar reasons, point 18)
the essential function of an appeal is to consider

whet her the deci sion which has been issued by the
first-instance departnent is correct. Hence, a case is
normal ly referred back if essential questions regarding
the patentability of the clainmed subject-matter have
not yet been exam ned and deci ded by the departenent of
first instance. It is the well-recogni sed practice of
the EPO that any party should normally be given the
opportunity to have all the inportant el enents of the
case consi dered by two instances.

In particular, remttal is considered by the boards
where a first-instance departnent issues a decision
relating solely to one particular issue decisive for
the case against a party and | eaves other essentia

I ssues undecided. If, follow ng appeal proceedings, an
appeal on this particular issue is allowed, the case is
normally remtted to the first-instance departnent for
consi deration of the undecided issues. In the present



- 27 - T 0993/ 98

case, the opposition division revoked the patent for

| ack of novelty but did not consider the opposition
under Article 100(a) on the ground of |ack of inventive
st ep.

Or der

For these reasons it is decided that:

1. The deci si on under appeal is set aside.

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

The Regi strar: The Chai r man:

A. Townend P. A M Lancgon

1901.D



