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Summary of Facts and Submi ssi ons

C6172.D

Mention of the grant of European patent No. 1 251 750 in
respect of European patent application No 01948924.4 in the
nane of ABBOTT LABORATCRI ES, which had been filed as

i nternational application No. PCT/US2001/001295 on

16 January 2001, was published on 29 March 2006 (Bulletin
2006/ 13). The patent was granted with 22 cl ai nms, independent
Cainms 1, 7, 21 and 22 reading as foll ows:

"1l. A pediatric formula conprising per liter from53 to 107
grans carbohydrate, 22 to 40 grans lipid, 12 to 22 grans
protein, and a tol erance inprover conprising 250 to 2500
mlligrans xant han gum"

"7. A pediatric formula in a powdered formwhich conpri ses,
based on 100 grans of powder, 30 to 90 grans carbohydrate,
15 to 30 granms lipid, 8 to 17 grans protein, and 188 to 1880
mlligrans xant han gum"

"21. Use of a formula according to any of clains 1-20 in the
manuf acture of a forrmula for providing nutrition to a
pediatric patient."

"22. Use of a formula according to any of clains 1-20 in the
manuf acture of a forrmula for inproving tolerance in a
pediatric patient."

The opponent, N. V. Nutricia, requested revocation of the
patent in its entirety on the grounds that the clained

subj ect-matter was neither novel nor inventive

(Article 100(a) EPC), that the patent did not disclose the
invention in a manner sufficiently clear and conplete for it
to be carried out by a person skilled in the art

(Article 100(b) EPC) and that the subject-natter of the
clainms as granted extended beyond the content of the
application as filed (Article 100(c) EPC).

Together with the notice of opposition, the opponent filed
inter alia the follow ng docunents:

D1A: Statutory Instrunments, 1999, No. 1136, "The
M scel | aneous Food Additives (Amendnents) Regul ations
1999", pages 1-28;

D1B: Statutory Instrunments, 1995 No 3187, "The
M scel | aneous Food Additives Regul ations 1995, ",
pages 1-67; and

D5: US 4 670 268.

Inits interlocutory decision posted on 1 August 2008 the
opposition division held that the subject-nmatter of Cains
1-14 of Auxiliary Request 2 filed during the oral
proceedi ngs of 10 June 2008 net the requirenments of the EPC
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Caiml of this request, which derives fromgranted Caim?7,
reads as foll ows:

"1l. Apediatric formula in a powdered formwhich conpri ses,
based on 100 grans of powder, 30 to 90 grans carbohydrate,
15 to 30 grans lipid, 8 to 17 granms protein, and 188 to 1880
m | ligrans xanthan gum for inproving tolerance of pediatric
patients fed the fornula." (anendnent vis-a-vis granted
Caim?7 in bold)

The opponent (appellant) filed an appeal against the
deci si on of the opposition division on 8 Cctober 2008 and
pai d the appeal fee on the sane day.

The statenent setting out the grounds of appeal was filed on
10 Decenber 2008. The appellant argued that the clains
uphel d by the opposition division did not satisfy the
requirements of Articles 54, 56, 83, 84 and 123(2) EPC and
requested revocation of the patent.

Inits reply dated 15 April 2009 the patent proprietor
(respondent) requested rejection of the appeal, i.e. to
maintain the patent with the clains allowed by the
opposition division (rmain request), and filed an auxiliary
request.

By letters dated 10 March 2011 and 27 April 2011 the
respondent filed further auxiliary requests which were
eventual ly replaced by the auxiliary requests filed during
the oral proceedings before the board.

Wth letters dated 5 April 2011 and 4 May 2011, the

appellant filed further arguments against the main request

and raised various objections against the auxiliary requests.
It also filed the followi ng docunent with the letter dated

4 May 2011

D6: Extract from "The Food Label ling Regul ati ons
1996", No 1499, Schedule 7, from wwu | egi sl ation. gov. uk

Oral proceedings before the board were held on 10 May 2011.
Duri ng these proceedi ngs the respondent stood by its main
request and presented the following first, second, third and
fourth auxiliary requests:

The first auxiliary request corresponded to the auxiliary
request filed with letter dated 15 April 2009. Cdaim1l reads
as foll ows:

"1. Use of xanthan gumin a pediatric formula for enhancing
tol erance of pediatric patients fed the fornula, wherein the
fornula conprises in a powdered form based on 100 grans of
powder, 30 to 90 grans of carbohydrate, 15 to 30 grans lipid,
8 to 17 granms protein, and 188 to 1880 mlligranms xanthan
gum "
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The second auxiliary request did not correspond to any
previous request. Claim1 reads as foll ows:

"1. Use of xanthan gumin a pediatric formula for enhancing
tol erance of pediatric patients fed the fornmula such as to
change one or nore characteristics selected fromthe group
consi sting of stool pattern, voniting, spit up, acceptance
of formula, fussing or crying, wherein the fornula conprises
in a powdered form based on 100 granms of powder, 30 to

90 grams of carbohydrate, 15 to 30 grams lipid, 8 to

17 granms protein, and 188 to 1880 mlligrams xanthan gum"”
(amendnent vis-a-vis Claim1 of the first auxiliary request
in bold).

The third auxiliary request corresponded to the second
auxiliary request filed with the letter dated 10 March 2011
Claim1l reads as foll ows:

"1l. Use of a pediatric formula in a powdered form which
conpri ses, based on 100 grans of powder, 30 to 90 grans of
carbohydrate, 15 to 30 granms lipid, 8 to 17 grams protein
and 188 to 1880 milligrams xanthan gum in the manufacture
of a fornmula for inproving tolerance in a pediatric
patient."

The fourth auxiliary request did not correspond to any
previous request. Claim1 reads as foll ows:

"1l. Use of a pediatric formula in a powdered form which
conpri ses, based on 100 grans of powder, 30 to 90 grans of
carbohydrate, 15 to 30 grans lipid, 8 to 17 granms protein
and 188 to 1880 milligrams xanthan gum in the manufacture
of a formula for inproving non-imune system associ at ed
tolerance in a pediatric patient such as to change one or
nore characteristics selected fromthe group consisting of
stool pattern, vomiting, spit up, acceptance of formula,
fussing or crying." (anendnent vis-a-vis Cdaim1l of the
third auxiliary request in bold)

The appel | ant (opponent) requested that the decision under
appeal be set aside and that the European patent
No. 1 251 750 be revoked.

The respondent (patent proprietor) requested that the appea
be dism ssed, alternatively that the decision under appeal
be set aside and the patent be maintained on the basis of
the first, second, third or fourth auxiliary requests filed
during the oral proceedings.

The relevant argunments put forward by the appellant inits
written subnissions and at the oral proceedi ngs may be
summari sed as foll ows:
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The subject-matter of Claiml of the main request,

| acked clarity. It derived fromgranted daim7 with
the following further feature taken fromthe
description "for inproving tol erance of pediatric
patients fed the formula". Firstly, this feature

i ntroduced anbiguity regarding the category of the
claimsince it could be interpreted as relating to a
product defined as a first nedical indication or to
concern sinply a purposive use of the product. Secondly,
this feature lacked clarity per se in view of the
uncl ear terns "inproving" and "tol erance".

The subject-matter of Claiml of the first and second
auxiliary requests, which related to the use of xanthan
gum did not fulfil the requirenents of Article 123(3)
EPC. Al granted clains related to a fornula nade out
of at least four ingredients and none of them all owed
the individualisation of xanthan gum out of the four-

i ngredi ents conbi nati on.

The subject-matter of Claiml of the third auxiliary
request | acked novelty in view of the disclosure of Db.
Al t hough D5 did not disclose the amount of xanthan gum
in the formula, this anmount woul d be seriously

contenpl ated by the skilled person in view of the
specific disclosure of Table | of D5 (relating to the
anount of the equival ent ingredient, carrageenan) or
hi s general background know edge as set out in D1A/D1B
(UK food regul ations establishing the highest |imt of
xanthan gumin pediatric formulas).

Furthernore, the subject-matter of Claiml of the third
auxiliary request |acked an inventive step. The
contested patent did not provide technical evidence of
an i nprovenent over the closest state of the art,
namely D5. Therefore the technical problemin view of
D5 could only be seen in the provision of an
alternative formula to be fed to pediatric patients.
The cl ai med fornmula woul d have been obvious to the
skill ed person. On the one hand the anpbunt of xanthan
gumin the specific range was an arbitrary nodification
of the formula of D5. On the other hand a value falling
within the clained range was disclosed in D5 for a
stabilizer equivalent to xanthan gum Furthernore
values falling within the clained range were discl osed
in the Food Regul ations set out in D1A/D1B, which

bel onged to the general technical know edge of the
skilled person in the art.

The fourth auxiliary request should not be adnitted
into the proceedings. It was late-filed without any
reasonabl e excuse, it resulted fromthe nodification of
the third auxiliary request by introducing features
fromthe description which surprised the appellant and
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it gave rise to prina facie objections of |ack of
clarity and added subject-matter.

The argunments put forward by the respondent in its witten
subm ssions and at the oral proceedings can be sumari sed as
foll ows:

- The subject-matter of Claiml of the main request
fulfilled the clarity requirenent. The clai ned subject -
matter was a pediatric fornmula drafted in the fornmat of
the first nedical indication. The medical indication
was the tolerance of pediatric patients to a food
formul a conprising xant han gum The neani ng of
tol erance was defined in the patent in suit and no
obj ection on the nmeaning of this termcould be raised.
Finally the inprovenent in tolerance of a formula
conpri sing xant han gum conpared with a fornula not
conpri sing xanthan gumwas illustrated in the
experinmental part of the patent specification.

- The subject-matter of CQaim1l of the first and second
auxiliary requests fulfilled the requirenents of
Article 123(3) EPC. The product claimof the main
request, which related to a pediatric formula, was
converted in these requests into a use claimfor the
preparation of the pediatric formula. The
i ndi vidualisation of xanthan gum did not extend the
scope of protection offered by the granted clains
because it found a basis in granted C aim 1.

- The subject-matter of Claiml of the third auxiliary
request was novel over D5, which did not disclose the
conbi nation of all the clainmed features. The
al l egations of the appellant were wong on this issue
because the novelty objection could not be based on the
unjustified extrapolation fromthe disclosure of D5,
nanely that the anount for carrageenan woul d be used
for the anobunt of xanthan gum nor from the conbi nation
of docunents, nanely D5 with D1A/ D1B

- The subject-matter of Claiml of the third auxiliary
request al so involved an inventive step. The skilled
person starting from D5, considered as the cl osest
state of the art, would not consider xanthan gum as an
i ngredient of the pediatric forrmula for the inprovenent
of tol erance because according to the disclosure of D5
xant han gum was only used as stabilizer. Surprisingly,
the experinental technical evidence of the contested
pat ent showed the in vivo inprovenent in tol erance when
the pediatric formula conprised xanthan gum over a
formula without it. This was not obvious in the |ight
of the available state of the art.

- The fourth auxiliary request should be adnmitted into
the proceedings. It represented the heart of the
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extensive study carried out in vivo by the respondent
patent proprietor. This request had not been filed
previ ously because the respondent had considered that,
on the basis of the positive prospects for the subject-
matter upheld by the opposition division, such an
anended subject-nmatter was not appropriate. Though this
subj ect-matter mght be surprising to the appellant, it
shoul d be adnmtted on the basis of procedural synmmetry,
nanely because the respondent did not contest the

adm ssibility of the late-filed docunment D6.

Reasons for the Decision

1.

2.1

2.2

2.2.1

2.2.2

C6172.D

The appeal is admi ssible.

Mai n Request
Carity

Claiml of the main request (points IIl and V above) is not
a granted claim It results fromthe conbination of granted
Claim7 with the feature "for inproving tol erance of
pediatric patients fed the formula", which is disclosed in
the description, nanely page 1, lines 7-8 of the originally
filed application and paragraph [0001] of the patent

speci fication, respectively. Therefore the anendnent has to
fulfil the clarity requirenents under Article 84 EPC

The board agrees with the appellant that the insertion of
the above recited feature into granted Claim?7 introduces
uncertainties with regard to the category of the claimand
the interpretation of the clained subject-matter

According to the respondent, CQaiml of the main request is
a purpose-linted conposition under Article 54(5) EPC 1973,
i.e. a so-called "1st nedical use" claim(see point 2.2 of
the letter dated 15 April 2009). However there are nunber of
problens with this.

Article 54(5) EPC 1973 concerns conpositions "conprised in
the state of the art” which, according to the opposition

di vision and the respondent, is not the case here (see point
4.3 of the decision of the opposition division). Therefore,
it is not clear that the statement at the end of Caiml

(i.e., "for inproving tolerance of pediatric patients fed
the fornula") should be anything nore than a functional
[imtation, i.e., alimtation that the fornula is "suitable

for" the stated purpose. Thus, the subject-matter for which
protection is sought is rendered anbi guous by the anmendnent,
contrary to Article 84 EPC

But even if "inproved tolerance" is intended to define a
medi cal indication (whether in a purpose-linmted or nere
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functional sense) it does not do so clearly (in an
Article 84 EPC sense) because it is inherently unclear.

Firstly, the claimis apparently directed to the "fornul a"
for inproving tolerance to 'sonething'. But what does the
"formul @a" inprove tol erance to? The sinplest interpretation
is that "the formula" is to be used to "inprove tol erance"
to 'itself'. However there is nothing in the specification
to suggest that children who are intolerant to a formula

wi || sonehow be 'cured' of that condition by being fed that
same formula. Thus such an interpretation would give rise to
| ack of support or enablenment. Conversely if that is not
what is neant, then how can the claimbe interpreted?

Secondly, if "inproved tolerance" is really intended to be
the central characterising feature of the claim the term
"tolerance" is far too broad and vague to clearly define a

t herapeutic application. As pointed out by the appell ant
there appears to be no generally accepted definition for the
term"tol erance". Paragraph [0020] defines inproved
tolerance "as an inprovenent (change towards normal patterns)
of one or nore of the foll owing synptons or characteristics:
stool pattern, vomiting, spit up, acceptance of formula,
fussing, crying, or exits for intolerance (clinical
setting)". While the board accepts that to some extent a

pat entee can define terns in the specification, neverthel ess
the clainms nust be clear as they stand. According to the
consi stent case | aw of the boards of appeals of the EPQ
clarity is a requirenent of the clains and cannot be
substituted by the disclosure in the description (cf.

T 1129/97, QJ EPO 2001, 273, point 2.1.2 of the reasons).
Thus, also for this reason, the anendnent does not neet the
requi renment of Article 84 EPC.

Finally, even if inproving tolerance is an essential feature
of the claim the present claimseenmngly allows for any of
t he xanthan, lipid, protein and carbohydrate constituents to
play a role in the tol erance inprovenent. Such a w de range
of possibilities is not supported by the description, which
typically conmpares fornulas differing only in xanthan gum
i.e. attributes the tolerance inproving effect only to

xant han gum Thus, the anendnent al so | acks support fromthe
description in the sense of Article 84 EPC

2.3 In view of the above, the anmendnent to Claim1 of the main
request does not neet the requirenments of Article 84 EPC

3. Amendnment s

3.1 The appel | ant argued that the wording "for inproving
tol erance of pediatric patients fed the fornula" introduced
into Caim1l of the main request required that the fornula
is fed to pediatric patients in a powdered form since the
word "the" in the introduced wording can only refer to the
preceding "pediatric formula in powdered fornf. There was,

C6172.D
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however, no basis in the application for the concept of
feeding patients the fornula in powdered form On the
contrary, page 5, lines 14-16 of the application as filed
makes it clear that, before feeding, water is added to the
powder ed formul a.

The board does not consider it appropriate to el aborate on
this point at |length since the main request has already been
found to be not allowable for clarity reasons (point 2
above). However for the sake of conpl eteness, the board is
of the opinion that the skilled reader woul d not interpret
the claimin the restrictive manner suggested by the

appel lant, since froma realistic point of viewit makes no
sense to feed the powdered formula directly to a pediatric
patient. The skilled person reading the clai mwould

i medi ately understand that the pediatric forrmula in
powdered formwill have to be nmixed with water before it is
fed to pediatric patients. Thus the board considers that
this amendnent fulfils the requirements of Article 123(2)
EPC.

First auxiliary request
Amendnents under Article 123(3) EPC

Caiml of the first auxiliary request (point VII above) is
directed to the use of xanthan gumin a pediatric fornula
for enhancing tol erance of pediatric patients fed the
fornul a.

However, as the appellant correctly pointed out, daimlis
directed to a particular use of xanthan gum alone, this
specific use of an individual conponent not having been in
the granted clains. Also, no claimto xanthan gum per se
existed in the patent as granted, whether as a product or
anything else. Thus, acts relating to use of xanthan gum

al one could well be covered by the clainms as anended,
whereas previously only conpositions of a nunber of
ingredients were referred to. Therefore the

i ndi vi dual i sation of xanthan gum out of the granted subject-
matter extends protection and does not fulfil the

requi rement of Article 123(3) EPC

The respondent argued that such an individualisation of

xant han gum found support in granted laiml. The board
acknowl edges that said claimrecites the feature of "a

tol erance i nprover conprising 250 to 2500 milligrans xanthan
guni. However, as set out above, granted Claim1l is directed
to a formula conprising xanthan gum and not to xanthan gum
al one. Therefore, the respondent's argunent is not accepted.

Second auxiliary request

Caiml of the second auxiliary request (point VIl above)
relates, as does Caiml of the first auxiliary request, to
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the use of xanthan gumin a pediatric fornmula for enhancing
tol erance of pediatric patients fed the fornmula (with the
tol erance further specified). The reasoning set out in

poi nt 4 above applies nmutatis nmutandis to this claimwth

t he consequence that Caim1l of the second auxiliary request
al so does not fulfil the requirenments of Article 123(3) EPC

Third auxiliary Request
Adm ssibility

The appellant contested the adm ssibility of the third
auxiliary request on the ground of procedural abuse. The
al | eged abuse consisted in the reintroduction of this
request into the proceedi ngs, which had been expressly

wi t hdrawn by the patent proprietor during the proceedings
bef ore the opposition division.

The board cannot agree with the appellant. As correctly

poi nted out by the respondent during the oral proceedings
before the board, this request was filed with the letter
dated 10 March 2011 in response to objections raised by the
appel I ant agai nst the clainms upheld by the opposition

di vi sion and against the clains of the auxiliary request
filed with the letter of 15 April 2009. Furthernore, the
appel l ant had already comented on the subject-matter of the
third auxiliary request in its letter of 5 April 2011

(page 6, point 3) but without raising the issue of
procedural abuse. Raising this serious issue for the first
time at the oral proceedi ngs before the board was not only
somet hi ng of an anmbush but also unfair to the respondent for
a further reason, nanely that the representative was not in
a position to say on the spot why this request had been

wi t hdrawn before the opposition. In view of these

consi derations the board concludes that the filing of the
third auxiliary request was not an abuse.

Furthernore, the appellant contested the adnissibility of
this request on the basis of the | egal principle of
prohibition of reformatio in peius. In daim1l1l of the third
auxiliary request a feature has been deleted fromthe clains
uphel d by the opposition division. According to the
appellant, Caim1 no |longer requires that the powdered
fornula be fed to the pediatric patient. Thus it now
provides for a use of a powdered fornula for the manufacture
of "a formula", which presunably could be a |iquid,
reconstituted one. Thus, a liquid forrmul a was once again
covered, whereas it was not in the clainms as upheld by the
opposition division (which were limted to adnministration in
the formof a powder).

This argunent is, however, not persuasive. The clainms upheld
by the opposition division refer to a "pediatric forrmula in
a powdered formula ...for inproving tol erance of pediatric
patients fed the fornula". In principle, a product claim
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covers any possible use. Furthernore, as already pointed in
poi nt 3.2 above, the skilled reader woul d understand from
the ternminology in the clains upheld by the opposition

di vision that the powdered formula will have to be nmi xed
with water before it is fed to pediatric patients. Therefore
it is doubtful that the third auxiliary request offends the
principle of the prohibition of reformatio in peius. But
even it the appellant's assunption were correct, the board
finds that the specific circunstances of the present case
justify an exception to the rule in accordance with G 1/99
(QJ EPO 2001, 381, Headnote) because the third auxiliary
request appears to be the respondent's only remaining way to
overcone the objections raised agai nst the clains upheld by
t he opposition division.

In view of the above consi derations the board adnm tted the
third auxiliary request into the proceedings.

Rem ttal

The appellant requested that if the board admtted the third
auxiliary request into the proceedings the case should be
remitted to the opposition division for further prosecution
The board, however, did not see this as being appropriate,
as the appellant had in the witten appeal phase al ready

rai sed formal and substantive objections against the
subject-matter of the third auxiliary request. This in fact
denonstrated that the appellant was fanmliar with al
patentability issues concerning the subject-matter of this
request. Under these circunstances the board exercised its
di scretion under Article 111(1) EPC and decided not to renit
the case to the opposition division for further prosecution

Anendnent s

Caiml of the third auxiliary request (point VII above)
relates to the use of a pediatric fornula in a powdered form
in the manufacture of a fornula for inproving tolerance in a
pediatric patient. Its |anguage is based on Cainms 15 and 71
as originally filed (cf. Cains 7 and 22 as granted, see
poi nt | above). Though a slightly different wordi ng was used
in daim71 as originally filed ("...adm ni stering an

ef fective amount of a pediatric fornula reconstituted froma
powder ed conposition .."), the wording of daim1 of the
third auxiliary is considered to be equivalent to the
original text. Therefore, Caim1l neets the requirenents of
Article 123(2) EPC

No further objections under Article 123(2) EPC were raised
by the appell ant against the remaining clains. The board is
al so satisfied that these clainms neet the requirenents of
Article 123(2) EPC

Li kewi se, no objections under Article 123(3) ari se.
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The clarity objection raised against Claiml of the main
request can no | onger be invoked against aim1l of the

third auxiliary request, since this claimis based on a

conbi nati on of granted clains. Normally, any lack of clarity
arising froma nere conbination of granted clains cannot be
attacked under Article 84 EPC in opposition proceedings (e.g.
T 381/02, point 2 of the reasons).

Interpretation of aiml

Caiml r relates to the use of a pediatric forrmula in
powdered formin the manufacture of a formula for inproving
tolerance in a pediatric patient. This claimis evidently
drafted in the formof a second nedical use claim follow ng
G 2/83 (Swiss-type claim. Neverthel ess the board considers
that no disease is recited in the clainmed subject-natter. As
set out in point 2.2.2 above, the terns "tol erance" and
"inmproving tolerance" are far too broad and vague to clearly
define a therapeutic application. Especially in a claim
directed to a second nedical use, the disease to be treated
and the therapeutic application nmust each be clearly defined
(see for exanple T 830/08, point 4 of the reasons, and

T 1048/98, points 2.1 to 2.5 of the reasons). Consequently
Caiml of the third auxiliary request is not to be
interpreted as having the inproved tolerance as a limting
feature. Rather Claiml is directed to the use of a
pediatric formula in the manufacture of a formula suitable
for inproving tolerance in a pediatric patient.

Novel ty

The appell ant argued that the subject-matter of Claiml

| acks novelty in view of D5. This docunent discloses
hypoal | ergenic forrmulas for pediatric patients (Caim1;
colum 1, lines 32-37). These fornulas contain the sane
macronutrients as required in the claimand in conparable
amounts, and it can be manufactured in powdered form (d ai ns

1 and 8; colum 7, lines 20-26). The disclosed fornulas al so
contain a stabiliser such as | anbda carrageenan or xanthan
gum (G aim11l; colum 4, lines 21-27). Such formulas are

suitabl e to enhance patient acceptability (colum 6,
lines 12-16).

However, D5 does not disclose, explicitly or inplicitly, the
conbi nation of all the individual ingredients of the clained
fornmula or that these ingredients are conbined in a formul a
in powdered form Although sone of the clained features
largely overlap with those disclosed in D5, such as the
ranges of macronutrients, one would have to make nultiple
selections in order to arrive at the clained subject-matter,
nanely the physical state of the fornula, the chem ca

nature of the stabilizer, the anmount of the stabilizer

xant han gum and the anount of the macronutrients, in
particul ar protein. Under these circunstances the board
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considers that the clained subject-matter is novel over the
di scl osure of D5.

11. I nventive step

11.1 Wth regard to the issue of inventive step the board concurs
with the appellant that D5 has to be considered to represent
the closest state of the art since this docunent bel ongs, as
expl ai ned above, to the same technical field as the patent
in suit, nanely hypoallergenic fornulas for pediatric
patients.

11.2 Regardi ng the technical problemto be solved, the patent in
suit repeatedly recites that its aimis the provision of a
fornmula for the enhancenent/i nprovenent of the tol erance of
pediatric patients fed the fornula (paragraphs [0001], [0016]
and [0019]).

11. 2.1 Tolerance is understood to nean that intol erance is avoi ded,
the latter being defined in paragraph [0003] of the
contested patent as follows:

"Intol erance i s a non-imune system associ ated reacti on and
nmay be evi denced by behavior or stool or feeding pattern
changes such as increased spit-up or vomting, an increased
nunber of stools, or nore watery stools, and increased
fussiness as conpared to normal infants who tolerate the
formul a".

Simlarly paragraph [0020] states:

"Intolerance (formula intolerance) in infants is often

i ndi cated by gastrointestinal synptons (e.g. enesis, stoo
pattern, and gas) as well as behavioral characteristics (e.qg.
acceptance of formula, fussing, and crying). For purposes of
this invention, inmproved tol erance (or reduced intolerance)

is defined as an inprovenent (change towards normal patterns)
of one or nore of the foll owing synptonms or characteristic:
stool pattern, vomiting, spit up, acceptance of formula,
fussing, crying, or exits for intolerance (clinical
settings)".

11. 2. 2 Regarding the inprovenent/enhancenent of tol erance reported
in the patent in suit (page 3, lines 43-44 and exanple 1),
this inprovenent relates to the positive change in tolerance
of children fed the formul a containing xanthan gum conpar ed
with the tol erance when the children are fed a fornula which
does not contain any xanthan gum

However, this conparison is imuaterial since it does not
reflect the conparison with the above identified closest
state of the art D5, which already contains xanthan gum
al though | abelled as stabilizer. Thus, with respect to D5,
t he patent specification does not contain any conparative
data. Nor has the respondent provided evidence which woul d

C6172.D
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illustrate an inprovenent in tol erance over D5. Under these
ci rcunstances, no inprovenent of tol erance has been
establ i shed over the fornmula of D5, which | eads the board to
conclude that the concept of an inprovenent cannot be part
of the technical problemto be sol ved.

Furthernmore the definition of "tol erance” of a formula given
in the patent in suit overlaps with the "acceptability" of a
fornula disclosed in D5 (colum 6, lines 11-21). Under
"acceptability" D5 discloses avoi dance of acid stool, gas,

di arrhoea, water and electrolyte |oss (conpare the
definition of tolerance recited above, point 11.2.1). Hence,
the fornulas prepared in D5 provide al ready "tol erance"

Consequently the technical problemhas to be redefined in a
| ess anbitious manner. The objective technical problem
shoul d thus be to provide for the use of a hypoallergenic
fornula for pediatric patients which is an alternative to
the fornmula known from D5.

Regardi ng the question of obviousness, the board considers
that the person skilled in the art, starting fromthe

di scl osure of D5 and seeking an alternative hypoall ergenic
fornula to be fed to pediatric patients, would obviously
consider the clainmed formula without exercising any

i nventive step, for the follow ng reasons.

Concerning the macronutrients of the formula, the board
notes that D5 already discloses that proteins, |ipids and
carbohydrates are the essential ingredients. The
concentration ranges disclosed in D5 for these ingredients
largely overlap with those required in Claim1 and the board
considers that the skilled person in his every day work
woul d seriously contenplate working in the specified ranges.
Furthernore, there is no evidence on file for any particul ar
t echni cal advantage associated with these ranges.

As regards the anmount of xanthan gum it has not been shown
that this anmount is linked to a particular effect, with the
consequence that the clained range nerely amounts to an
arbitrary selection which thus does not involve any

i nventi veness.

I ndependently of the above, the clained xanthan anount is in
fact obvious fromD5 itself. Table | of D5 lists al

i ngredients for a specific hypoallergenic fornmula, in
particular 0.52 g of carrageenan (landa type). This anpunt
falls within the clainmed range. As pointed out by the
appel l ant, 520 ng per 676.3 Kcal according to Table |
corresponds to 77 ng per 100 Kcal, which in turn corresponds
to at least 374 ng of carrageenan per 100 g powder (based on
Table Il of the patent in suit). The skilled person would be
notivated to use xanthan gumin a sinilar anmount because D5
di scl oses both carrageenan and xant han gum as equal |y
suitable stabilisers (Caim11l and in particular colum 4,
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lines 21-27: "Xanthan gum may al so be used in hypoallergenic
fornmula as a stabilizer in the sane fashion as | anbda
carrageenan."). In fact, D5 discloses only these two
stabilisers explicitly.

Finally the powdered formof the clainmed fornula is an

obvi ous alternative out of the three equivalent forns

di sclosed in D5 (colum 7, lines 20-26) which the skilled
person woul d sel ect in accordance to conventional technica
or commercial requirenments, such as a convenient formfor
transport and/or long shelf-life, without the exercise of an
i nventive step.

In view of these considerations the board conmes to the
conclusion that the clainmed fornula is an obvious arbitrary
nodi fication of the fornula of D5 and that its use in
hypoal | ergeni c powered formula for pediatric patients in
order to manufacture a forrmul a does not involve any

i nventive nerit.

Fourth auxiliary request
Adm ssibility

This request is based on the hierarchically higher third
auxiliary request including a nore detailed definition of

i mproved tolerance in Caim1l as set out in paragraph [0020]
of the patent specification (point VII above). This was done
in an attenpt to nore clearly define the nedical indication
whi ch according to the respondent was the central point of
the cl aimed i nvention

This request was filed at a very late stage of the
proceedi ngs, namely during the oral proceedi ngs before the
board after the main request and three auxiliary requests
had been di scussed and rejected by the board as not

pat ent abl e.

No pl ausi bl e expl anati on was provi ded by the respondent for
the late filing of this request. Even if the specific

nmedi cal use is indeed the crucial point of the clained

i nvention, the respondent should have filed a claim
addressing this issue nuch earlier, in particular because
the i ssue of nedical or non-nedical aspect of the intended
use was raised by the appellant at the begi nning of the
appeal proceedi ngs and was nai ntai ned throughout the whole
appeal procedure.

Furthernore, the respondent had not indicated any intention
to nake the newy introduced amendnent at an earlier stage.
The board therefore concurred with the appellant that taking
features fromthe description at this late stage was
surprising and put the appellant in an unfairly difficult
position. Further the proposed amendnent in Claim2l of the
fourth auxiliary request prim facie gave rise to objections
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under Article 84 EPC. In this context the appellant in
particul ar pointed out that "inproving non-inmmne system
associ ated tol erance"” was still broad and it was not clear
whet her or not this term descri bed a disease. In addition,
it was not clear howthis linmtation to the inprovenent of
t he non-i mmune system associ ated tol erance coul d be
conpatible with the statenent in paragraph [0042] of the
pat ent specification which states that "...the inproved

tol erance results achi eved here should al so be experienced
by infants with allergies or sensitivities to intact
proteins "

The respondent argued that there was no need for an earlier
filing of the nowclained subject-matter because the

deci sion of the opposition division had been favourable to
it and that the board had not issued a prelimnary opinion
rai sing an objection in that direction. However, first, the
whol e point of appeal proceedings is that the first instance
deci sion may be reversed: it cannot be assuned by a
respondent that it will be upheld until told otherw se.
Secondly, in the present case the board did not find it
necessary to i ssue a conmunication since the nedical/non-
medi cal issue of the clained invention had been rai sed by
the appellant fromthe begi nning and the argunents provi ded
inwiting by the parties were sufficient to reach a
reasoned deci sion. Therefore this argunent of the patent
proprietor was not persuasive.

Nor does the board accept the argunent of the respondent
that the objected request should be adnmitted on the basis of
"procedural synmetry", since it had not raised any objection
against the admissibility of appellant's late-filed docunent
D6. The board stresses that adnissibility of a late-filed
docunent or a late-filed request is a matter of discretion
under Article 13 of the Rules of Procedure of the Boards of
Appeal (PRBA), and each adnissibility issue has to be
evaluated on its own nerits. Thus, it is quite wong to
think that the adm ssion of a document or a request of one
party will automatically |lead to the adm ssion of a request
or docunent of the other party on the basis of sonme kind of
nmut ual reciprocity. In any event, the adnmissibility of D6
was never discussed because the appellant did not rely on
this docunent in the oral proceedings.

In view of the above considerations the board in exercise of
its discretion under Article 13(1) RPBA decided not to adnit
the fourth auxiliary request into the proceedings.

Consequently none of the respondent's requests can be
al | oned.



O der

For these reasons it is decided that:

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

2. The patent is revoked.

The Registrar: The Chair man
G Rohn W Si eber
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