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Re: P1.-WYETH.-Solicitud de Patente de Invencién en Fase Nacional PCT para |
“COMPOSICIONES DE FORMULA_ INFANTIL OQUE COMPRENDEN
CANTIDADES AUMENTADAS DE ALFA-LACTALBUMINA".-Clase A23C
9/15.-Expediente numero 04-056.263.-

1. Me refiero al auto dictado por ese Despacho notificado mediante fijacion en lista
de 6 de Junio de 2008.

2. De acuerdo con el Concepto Técnico No. 1419 se tiene que:
“A efectos del examen de patentabilidad y como requerimiento de esta

oficina, se solicita proporcionar, en un plazo que no exceda de 3 meses, los '
siguientes documentos relativos a la solicitud extranjera correspondiente

a la misma invencioén que se examina:

a) Copia de todos los resultados de examenes de patentabilidad efectuados
respecto a la solicitud extranjera, junto con los siguientes documentos que
afectan dicha patentabilidad reportados en el correspondiente informe de

busqueda:

1- ). TIMMER: “Whey protein concentrates with non-traditional compositions”.
EUROPEAN DIARY MAGAZINE, vol. 189, no.8, 1997, pages 47-49,
XP008016321.

3. Para responder a los requerimientos del sefior Examinador de conformidad con el
Articulo 46 de la Decisién 486, anexo me permito presentar a ese Despacho copia de los

siguientes documentos solicitados:

. ). TIMMER: “Whey protein concentrates with non-traditional compositions”.
EUROPEAN DIARY MAGAZINE, vol 189 no.8, 1997, pages 47-49,
XP008016321;
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Asi mismo, me permito presentar los siguientes resultados de Examenes de
Patentabilidad, suministrados por el solicitante:

o Resultados del Examen de Patentabilidad adelantado por la Oficina de
Patentes de Estados Unidos de América correspondiente a la solicitud No. US
10/318,977.

. Resultados del Examen de Patentabilidad adelantado por la Oficina de
Patentes Europea correspondiente a la solicitud No. EP 02 805 966.5-2114.

. Resultados del examen de patentabilidad adelantado por Autoridad de
Examen Preliminar correspondiente a la solicitud No. PCT/US02/40811.

4. En vista de lo anterior, ruego a usted tomar atenta nota y proceder de conformidad.

Seior Superintendente,

sllin

IA LLOREDA RICAURTE
T.P. 53.215
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1207) project was started aimed at
the development of.a membraney
hased process to obtain the individusl
whey proteins in 3 purified form, startinsd
fram whey or whey-derived products.
The process would be based on
uttrfitration and micra-iltration, vsing
{madified) membranes.
ilow, after three vears, processes
Yave been developed for the oreparation
of olactalbumin and B-actoglobulin
enriched fractions, starting from Gouda
cheese whey and from acld cadein
whaygerived whey proten  con-
cent ates. :
Total process pericimance, |
gvpressed in potential product yield and
camposition, was determined ¢n & pilot-
plent scale. Kev paramelers in the
protein  sepdration process wérs
identified and recommendations for |
further imgrovement of the processes ‘
were given. In addition, strategies for
cleaning of membranes were developed
t0 restore original membrane properties
and reduce the costs for cleanln:;.
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Aims of the project ,

To study the possibilities ;and all
aspects of the fractionation of whey
proteins by memtrane processes, eight
laboratories and institutes from France,
Spain and the Netherlands collatiorated
(table 1) and the AlRprogtamme
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DAIRY & FLUTD FOODS TECHNOLOGY
us

chjectives of the project were to
develop membranebased processes
for the fractionation of whey proteins in
whey or pretreated whey and to develop
efficlent cleaning procedures. The major
products aimed at were a plactogh-
bulin (3-1g) enriched fraction with more
than 90 per cent of B¢ in the protein
fraction and an o-lactalbumin (a-lac)
enriched fraction with mora than 70 per
cent of ce-lac in the protein fraction. The
selection of these two product; was
based on Interviews made with nine
dairy companies in Spain, France and
the Netherlands,

New processes and products

Different membrane separation
steps were developed on a Iaboratory
scale for the fractionation of three
typical whey Sources: Gouda cheese
whey (GCW), 2 liquid acid casein whey
protein concentrete (75 per cent
protein on dry matter, ACNWPC7S),
and an acid casein whey protein con-
centrate solution {90 per cent protein
on dry matter, ACW-WPC90) prepared
from a powder, The processes based on
GCW f(figure 1) and ACWWPCT5 (figu
re 2) were tested on a pilot-plant scale.
The major difference in the precesses
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develcped Is the first membrane
separztion.

In the ACWWPC?5 process two
goals had to be achleved, The first goal
was t0 remove ths “large” proteins as
serum albumin and Immunogiobuling

om the *small” proteins g-ig and alac.
The second goal was to Increase the
ratio of the concentrations of ¢-lac and
Bg in the permeate In oroer to Improve
the feed conditions for the second
processing step, which is adac
precipltation. These goals were not set
for the GCW process. To obtaln the p.ig
ennched fraction, diafiltration is appiied
to the solution containing eclac
precipitate. The washed precipitate .Is
dissolved, making use 'of tha propev'ty
that aac can be precipitatad ~eversibly.
The disseived o-dac is further purifled by
ultrafiltration, .
I each of the processes four major
product streams are distinguished, For
the process based on GCW the pig
enriched fraction and the cda¢ nriched
fraction have the quality of a WPC75 and
WPC90, respectively, and the Jesired
level of purlty, 1 :
The two other procucts in this
procass have the quality of 3 WPC45

aho WPISY. The WPC4S has a traditional
whey protein composition, while the
WPIG9 contains equal amounts of adac
and p4g. Amost all the protein originally
present in the feed Is recovered in the
four products. The R-g enriched fraction
contains about 40 per cent of the
protein while the aJac enriched fraction
containg ten per cent. For the process
based on ACW-WPC75 all the products
have a WPI9G quality and the g-g
enriched frastion and the alec enriched
fraction have the desirad ievels of purity.
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enriched fraction contains about 10 %,
Also in this process a WP99 was
obtained with equal amounts of adac
and p-g.

Compared to traditional processes
for making adac and pdg enriched
fractions the purity of these fractons in
the two newly developed processes is
higher (table 2). Comparing the GCW
process to the ACWWPC7S process
showed that the purities of the two
fractions in the latter process were
higher.
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More stfident deaning procedures

A second Important topic dealt with
inthe project was cleaning of membrane
Systems. In the dairy industry the use of
cleaning-n-place (CIP) systems is
common practice, The CIP c¢l=aning
solutions sre re-used and cleaning
procedures are optimized with respect
to cleaning time and volurnes of clesning
solution, However, for membrane pro
cesses hardly any attention has
previously been paid to this. Rinsing with
vrater, enzymstic and chemical cleaning
were studied, The outcome was that the
major part of the original membrare
capacity can be restored by a water-
rinse, and enzymatic an¢ chemical
cleaners can be rewsed. Also Industrial
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found not to be optimal with respect ¢

membrane cleaning procedures werd

cleaning time and volome of cleaning!
solution.

A reduction of the ioverall cleaning
time by 30 per cent is possidle,
Considerable sgvings on costs for
cleaning agents can be made by re-use
of cleaning agents (at least four times)
and tuning of the concentration of these
agents. In addition, the envir¢nmental
impact can be reduced.

i

Sommmes for product—developers
and process engmom

L

it is obvious that the manufacture of
highly enriched BJg and.a<ac fractions
is feasible from a technological point of
view. For the application of these

fractions in other products, product.

developers now have access to a new

cange of WPCs and WFIs that can be

used In food-texturizing, infant formula-

tiong and pharmaceuticals.

For process engineers responcible
the application of membrane

for
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systems, reduction df the
¢costs for cleaning and the

disposal ¢of waste Is a
major concern. They now

have access to
methodology for  the
optimization of their
membrarg cleaning
procedures.

How to get more information?

This project is a clear example of
how international callaboration,
stimulated by the EU, rasults in new
options for the European dairy industry.
One of the objectives of the EU is to give
industry access 10 the knowladge and
insights obtained in this project, For this
reason a public meeting was organized
in October 1956 which was attended by
40 people from the European dairy and
membrane industry. To allow more
people to have aczess to the Informe-
tion obtained several options are
avallable: i} contact one of the {aborat:
orles or institutes, i} order the band-out
of the public meeting (for further
Information: fax to . Munter, NIZO, +31
318 650400 or Email to tihmer@
nize.nl), or ili) order the book which will
be published at the end of 1997 (to
register your interest In this ) book,
pleass contact |. Munter.),

Reference: de Wit J, N., Bro
European Patent Application 92204
074.6, 1992
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New managers for BBA

Nick Herison jolned the European
Flavours Markeling Group of Bush Boake
Allen as Technical Busineas Development
Manager, whars he is responsible for
identifying and implementing techaical
innovation to generate new business for
BBA within the Flavour Dlvision.

N. Korzson, B5»

i, Jockson, B84
Bush Boake Allen promoted Mike

Jackson to Ewopean  Operstions
Controller of the PFavour Systems
Divisions, In this new role, he will focus on
the manufecturing sites to further improve
product efficlencies and customer
service. Mike Jackson Joined BEA in 1994
as Manufacturing Operations Controfler.
Prior to BBA, Mike gained his experience
with 2 number of intemationsl food
compenies, Bush Boake Allen s on
internationsl  producer of flavowrs,
fragrances and aroma chemicals, *

0008000000000

DFISA changed its name

The US-Amercan Dalry and Food
industy Supply Association, DFISA, has
thanged its name into Internstions!
Association of Food Industy Supplies,
IAFIS. The new name reflecls the
assoclaton’s determination to serve the
entire food supply channel to be more
effective in the global market. +
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UNITED STATES PATENT AND TRADEMARK OFFICE

United States Patent und Trademurk Office
Addiess CORMISSINONER FOR PATENTIS
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UNITED STATES DEPARTMENT OF COMMERCE.
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Application No. Applicant(s) k//
10/318,977 KUHLMAN ET AL.
Office Action Summary Examiner Art Unit
Helen F. Pratt 1761

— The MAILING DATE of this communication appears on the cover sheet with the correspondence address -
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM

THE MAILING DATE OF THIS COMMUNICATION. )
. Extensions of time may be available under the provisions of 37 CFR 1.136(3). In no event, however, may a reply be timely filed
after SIX (6) MONTHS from the maing date of this communication = . )
- Mthe penod for reply specified above is less than thirty (30) days, a reply within the statulory minimum of thirty (30) days will be considered ﬁ;ne'y. o
- I NO pesiod for reply is specified above, the maximum statulory period will apply and will exgire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or exiended period for reply will, by statute, cause the application (o become AQANDONED (35U.S.C.§ 1)
Any reply received by the Office tater than three months afies the mailing date of this communication, even if timely filed, may reduce any
earned patent term adjustment. See 37 CFR 1.704(b).

Status
1)[0 Responsive to communication(s) filed on .
2a)[] This action is FINAL. 2b)BJ This action is non-final.

3)[J Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11,453 0.G. 213.

Disposition of Claims

4)DJ Claim(s) 1-11 isfare pending in the application.
4a) Of the above claim(s) is/are withdrawn from consideration.
5)d Claim(s) is/are allowed.
6)J Claim(s) 1-11 is/are rejected.
7)00 Claim(s) _____ is/are objected to.
8)Od Claim(s) are subject to restriction and/or election requirement.

Application Papers

9)[] The specification is objected to by the Examiner.
10)[J The drawing(s) filed on is/are: a)[] accepted or b)[J objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

11)[J The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

12)[0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)JAIr b)[J Some * c)[J None of:
1.0 Certified copies of the priority documents have been received.
2.(J Certified copies of the priority documents have been received in Application No. ______
3.0 Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)

1) CJ Notice of References Cited (PTO-892) 4) [ interview Summary (PTO-413)

2) ] Notics of Drafisperson's Patent Drawing Review (PTO-948) Paper No(s)Mail Date. ____ .

3) X Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) (] Notice of Informal Patent Application (PTO-152)
Paper No(s)Mail Date ____. 6)Jother: .

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).

U'S. Paterd and Trademark Ofice
PTOL-326 (Rev. 1-04) Office Action Summary Part of Paper No./Mail Date 20040922



Application/Control Number: 10/318,977 Page 2
Art Unit: 1761

DETAILED ACTION
Claim Rejections - 35 USC § 103
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as set
forth in section 102 of this title, if the differences between the subject matter sought to be patented and
the prior art are such that the subject matter as a whole would have been obvious at the time the
invention was made to a person having ordinary skill in the art to which said subject matter pertains.
Patentability shall not be negatived by the manner in which the invention was made.

Claims 1, 8 and 11 are rejected under 35 U.S.C. 103(a) as being unpatentable
over Nakai (Canadian patent 1243887) and Uchida et al. (5,503,864) and Kuwata et al.
(5,436,020).

Nakai disclose an formula containing a whey fraction which has less than 40% of
the total protein as alpha-lactalbumin (AL) and less than 8 % beta-lactoglobulin (BL).
Claim 1 differs from the reference in the particular amount of BL. However, no criticality
is seen at this time in the use of a whey fraction which has more than 8% BL because
generally the goal of formulas is to make the milk more like human milk which does not
have any BL (page 10, Table 3). Also, it is known that cows milk has 9% BL of the total
protein of cow’s milk. (Table 3). Uchida et al. disclose that it is known to make an AL
enriched fraction from whey in which the AK to BK ratio is greater than 3:1 to make a
breast-milk substitute using this composition in which the AL to BK is greater than 6:1.
(col. 4, lines 65-70 and col. 7, lines 30-34, col. 8, lines 10-14). Applicants’ ratio of AL to
BL is about 5:1. Kuwata discloses that it is known to use whey fractions in the claimed
amounts, therefore, in a ratio of 5:1, AL to BL and that since due to production costs, it

is desirable to use a product obtained by decreasing the content of BK of the whey
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protein concentrate to produce these ratios (col. 5, lines 26-35, col. 10, lines 1-14).
Therefore, it would have been obvious to add more AL to a formula to increase the
amount of AL as shown by Uchida in the process of Nakai or to use a composition
which has the claimed ratio of BL as shown by Kuwata as the whey protein of Nakai.

The limitations of claim 8 have been discussed above and are obvious for those
reasons. ltis seen that the formula of the references would have been well-tolerated as
it is known how to make such a composition. Therefore, it would have been obvious to
make the claimed composition as shown by the combined references.

Claim 11 is to the method of feeding an infant the claimed composition.
However, as the references shown formulas for feeding infants, it would have been
obvious to use the claimed composition in feeding infants.

Claims 2-7, 9, 10 are rejected under 35 U.S.C. 103(a) as being unpatentable
over the above combined references as applied to the above claims, and further in view
of Roger et al. (4,485,040).

Claim 2 further requires an amount of bovine milk which has 1.0 to 1.2 grams of
protein /100 KC. Roger et al. disclose 1.65 g of protein in milk (col. 12, lines 12-15). No
patentable distinction is seen in the difference in grams at this time. Applicants’
specification discloses that Standard milk-based infant formula has 15-16 g/L of protein
(page 7, Table 1). Itis not known how many KC are found in formula. However, as it is
well known that infants require protein, it would have been within the skill of the ordinary
worker to use enough protein to provide for necessary growth of the infant particularly

as disclosed by Roget et al.. The further limitations have been discussed above and
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are; obvious for those reasons. Therefore, it would have been obvious to use around
the claimed amount of protein in the composition of the combined references.

Claim 3 further requires that the BL is in a higher percentage. However, the
above references disclose various amounts of BL and that it is known as shown by
Kuwata that it is not practical to totally remove BL from whey, it would have been
obvious to leave particular amounts of BK in the composition and to add the AL as
shown by the combined references.

Claim 4 further requires a particular amount of non-protein, total protein, fat and
ash in the bovine whey material. However, as it is well known how to filter milk to
achieve these amounts it would have been within the skill of the ordinary to do so.
Kuwata et al. disclose less than 15% non-protein nitrogen, and less than 4.5% ash
(table 2, col. 6.). The total protein and fat content depend on the degree of filtration and
amount of water in the composition. If there is little water then a 95% amount of protein
could have been achieved or lesser amounts as in claims 5 and 6. Applicants table 1
on page 7 disclose 33-55 g/L of protein which is within the claimed amount as in claim
5. Further removal of water would have produced particular amounts as in claim 6.
Therefore, it would have been obvious to filter by various means to achieve the claimed
amounts.

Claim 7 further requires particular amounts of amino acids. Rogers et al.
disclose various amounts of amino acids. Certainly, the amounts depend on the type of

proteins from which they come and the types of filtration methods. Nothing critical is
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seen at this time in the particular amounts. Therefore, it would have been obvious to
use various amounts of amino acids in the claimed composition.

Claim 8 further requires that the dominant whey protein is alpha lactalbumin.
Kuwata discloses a whey product which contains such (col. 7, lines 45-50), as does
Nakai (page 10, Table 3). Therefore, it would have been obvious to use AL as the
dominant whey protein in the composition of the combined references.

Claim 10 further requires a particular amount of AL in the infant formula. As the
combined references disclose that it is known that the AL is 2.2 grams per 670 KC or
more. Kuwata discloses that human milk can contain 2.6 grams per liter of AL which
surely contains 670 KC (col. 1, lines 50-66). Therefore, it would have been obvious to
use the same amount of AL as in human milk, which is known to be good for infants.

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to Helen F. Pratt whose telephone number is 571-272-
1404. The examiner can normally be reached on Monday to Friday from 9:30 to 6:00.

If attempts to reach the examiner by telephone are unsuccessful, the examiner's
supervisor, Mr. Milton Cano, can be reached on 571-272-1398. The fax phone number
for the organization where this application or proceeding is assigned is 703-872-9306.

Information regarding the status of an application may be obtained from the
Patent Application Information Retrieval (PAIR) system. Status information for
published applications may be obtained from either Private PAIR or Public PAIR.
Status information for unpublished applications is available through Private PAIR only.

For more information about the PAIR system, see http:/pair-direct.uspto.gov. Should
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you have questions on access to the Private PAIR system, contact the Electronic
Business Center (EBC) at 866-217-9197 (toll-free).
Hp 9-22-04
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Application No. Ref. Date
02 805 966.5 - 2114 AM-100926 14.08.2006
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Communication pursuant to Article 96(2) EPC

The examination of the above-identified application has revealed that it does not meet the requirements
of the European Patent Convention for the reasons enclosed herewith. If the deficiencies indicated are
not rectified the application may be refused pursuant to Article 97(1) EPC.

You are invited to file your observations and insofar as the deficiencies are such as to be rectifiable, to
correct the indicated deficiencies within a period

of 4 months

from the notification of this communication, this period being computed in accordance with Rules 78(2)
and 83(2) and (4) EPC.

One set of amendments to the description, claims and drawings is to be filed within the said period on
separate sheets (Rule 36(1) EPC).

Failure to comply with this invitation in due time will result in the application being deemed to be
withdrawn (Article 96(3) EPC).
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) Bescheid/Protokoll (Anlage) Communication/Minutes (Annex) Notification/Procés-verbal (Annexe) do
.0) Dete”  14.08.2006 Sheet 1 AopeaionNo: 02 805 966.5
Date Feuille Demande n*:
The examination is being carried out on the following application documents:
Description, Pages
1-24 as published
Claims, Numbers
1-12 as published

An International Preliminary Report on Patentability / International Preliminary
Examination Report has already been drawn up for the present application in
accordance with the PCT. The deficiencies mentioned in that report give rise to
objections under the corresponding provisions of the EPC.

To meet the requirements of Rule 27(1)(b) EPC, the documents D1-D5 should be
identified in the description and the relevant background art disclosed therein should
be briefly discussed.

The last paragraph on page 24 is superfluous and contributes to ambiguity and
therefore should be deleted (Guidelines C-lil, 4.3a).

The attention of the applicant is drawn to the fact that the application may not be
amended in such a way that it contains subject-matter which extends beyond the
content of the application as filed (Article 123(2) EPC).

In order to facilitate the examination of the conformity of the amended application
with the requirements of Article 123(2) EPC, the applicant is requested to clearly
identify the amendments carried out, irrespective of whether they concern
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amendments by addition, replacement or deletion, and to indicate the passages of
the application as filed on which these amendments are based.

If the applicant regards it as appropriate these indications could be submitted in
handwritten form on a copy of the relevant parts of the application as filed.
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. Basis of the report

1. With regard to the elements of the international application (Replacement sheets which have been fumnished to
the receiving Office in response to an invitation under Article 14 are referred to in this report as ‘originally filed”
and are not annexed to this report since they do not contain amendments (Rules 70.16 and 70.17)).

Description, Pages

1-24 as originally filed
Claims, Numbers )

1-12 as originally filed

2. With regard to the language, all the elements marked above were available or fumished to this Authority in the

tanguage in which the international application was filed, unless otherwise indicated under this item.
These elements were available or furnished to this Authority in the following language:  , which is:
O the language of a translation furnished for the purposes of the international search (under Rule 23.1(b)).

O the language of publication of the intemational application (under Rule 48.3(b)).

O the language of a translation fumnished for the purposes of international preliminary examination (under -
Rule 55.2 andbr 55.3).

3. With regard to any nucleotide and/or amino acid sequence disclosed in the intemational application, the

intemational preliminary examination was carried out on the basis of the sequence listing:

contained in the international application in written form.

filed together with the intemational application in computer readable form. -
fumished subsequently to this Authority in written form.

fumished subsequently to this Authority in computer readable form.

The statement that the subsequently furished written sequence listing does not go beyond the disclosure
in the intemational application as filed has been fumished.

The statement that the information recorded in computer readable form is identical to the written sequence
listing has been fumnished.

O opooboao

4. The amendments have resulted in the cancellation of:

the description, pages: " . . a
the claims, Nos.:
the drawings, sheets:

0O o0ooo

This report has been established as if (some of) the amendments had not been made, since they have
been considered to go beyond the disclosure as filed (Rule 70.2(c)).

(Any ‘5placement sheet containing such amendments must be referred to under item 1 and annexed to this
repo .

6. Additional observations, if necessary:
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability;
citations and explanations supporting such statement

1. Statement
Novelty (N) Yes:
No:
Inventive step (IS) Yes:
No:
Industrial applicability (1A) Yes:
No:

2. Citations and explanations

seo separate sheet

Fomm PCTAPEA/408 (January 2004)

Claims
Claims

Claims
Claims

Claims
Claims

10-12
1-9

1-12
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ftem V:

1. D1 J. TIMMER: 'Whey protein concentrates with non-traditional compositions'
EUROPEAN DAIRY MAGAZINE , vol. 189, no. 8, 1997, pages 47-49,
XP008016321
D2: WO 0228194 A (ELGAR DAVID FRANCIS ;NEW ZEALAND DAIRY BOARD
(NZ); UNIV MASSEY (N2) 11 April 2002 (2002-04-11)

D3: US-B1-6 312 755 (WU CHAO) 6 November 2001 (2001-11-06)

D4: EP-A-0 311 283 (EXPRESS FOODS GROUP LTD) 12 Apnl 1989 (1989-04-
12)

D5: CA-A-1243 887 (CANADlAN DAIRY COMMISSION COMM) 1 November
1988 (1988-11-01)

e D6: US-A-5 436 020 (KOBAYASHI TOSHITAKA ET AL) 25 July 1995 (1995-07-

25) cited in the application

D7: US-A-5 503 864 (UCHIDA YUKIO ET AL) 2 April 1996 (1 996-04-02)

D8: US-A-4 485 040 (ROGER LOIC ET AL) 27 November 1984 (1984-11-27)

D9: EP-A-0 604 684 (CAMPINA MELKUNIE BV) 6 July 1994 (1994-07-06) cited

in the application & US 5 420 249 A 30 May 1995 (1995-05-30)

D10: US-A-5420249

2. D1 discloses whey protein concentrates comprising 36% o-lactalbumin and 32%
[SPEC0803}Hactoglobulin (see Fig. 2). Although infant formulas are not mentioried
there the product WPI99 is regarded to be suitable also as infant formula.
Therefore the subject-matter of claims 1 and 2 is regarded not to be novel.

D2 discloses a protein composition comprising 34% o-lactalbumin and 18%
[SPEC0803]- lactoglobulin (page 37,Table 9) as being a useful ingredient for an
m infant formula.Therefore the subject-matter of claims 1-3 is regarded not to be
novel. The features additionally defined in claims 4-9 are not disclosed literally in
D2 but can be present inherently.

D3 discloses an o-lactalbumin enriched whey protein product wherein the o~
lactalbumin level is 37,3% (Example 6) which can also be used for infant formula
(col. 1, lines 23, 35-42). The amount of [SPEC0803]-lactoglobulin is not disclosed
but could possibly be within the range claimed in the claims of the pending
application.

Form PCT/Separale Sheet/400 (Shaet 1) (EPO-April 1997)
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D4 discloses in Example 2 a whey protein product wherein the ratio of. a- ...
lactalbumin to [SPECO0803]-lactoglobulin is 7:4. The amounts are not disclosed
but could fall within the percentages defined in the claims of the pending
application.

From D5 is is known to reduce the [SPEC0803]}-lactoglobulin content for infant
formula (Table 3).

It appears that the problem of the pending application, namely to provide an infant
formula with improved tolerance by infants has already been.solved by the cited
prior art. The claims on file do not appear to comprise any additional features
which might be the basis for an inventive step

Additionally the following remarks are made:

Claim 8 is an independent claim which differs from claim 1 only in that the desired
result is stated. However, as the result is not a technical feature said claim does
not differ from claim 1 and is regarded as being superfiuous.

Claim 9 comprises the expression "dominant whey protein® and therefore is
unclear as the meaning of said expression is not well-defined in the art (dominant

" in which respect?). .
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