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Summary of Facts and Subm ssi ons
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Eur opean patent application No 97 304 994. 3 (published
as EP-A-0 891 771) conprised 10 clains as originally
filed.

The appeal lies fromthe decision by the exam ning
division to refuse the application under Article 97(1)
EPC.

The deci sion was based on the set of clains filed on
29 May 2001. Caim1l read as foll ows:

"1. A Pharnmaceutical |ysine-based conposition
conpri sing of:

(a) one or nore |ysine conpound(s) selected fromthe
group conprising of |lysine, |ysine hydrochloride,

| ysi ne di hydrochl oride, |lysine orotate, |ysine

succi nate, and |ysine gl utamate;

(b) one or nore ascorbate conpound(s) selected fromthe
group consi sting of ascorbic acid, pharmaceutically
accept abl e ascorbate salts and m xtures thereof; and

(c) one or nore proline conmpound(s) selected fromthe
group conprising of proline, proline hydrochloride,
proline dihydrochloride, proline orotate, proline
succinate, proline glutamate; or another acceptable
proline salts,

(d) a pharmaceutically acceptable carrier, said
conposition in an amount effective to prevent and treat
cardi ovascul ar di sease,
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(e) The anpbunt of daily dosages of the conposition and
all of each class of conpounds to be varied with
respect to the range of Lp(a) genetical concentration
in the plasma of the patient, the severity of the
danger of devel opi ng cardi ovascul ar di sease and the
severity of the already existing cardiovascul ar

di sease. "

The exam ning division inter alia considered that
amended claim 1l contravened the requirenents of

Article 123(2) EPC. The reason given by the exam ning
di vision, was that the anmendnment relating to the

i ntroduction of point (e) into claim1l was not

al | owabl e because there was no basis in the description
as originally filed for the dosages of the conpounds
with respect to the Lp(a) genetical concentration in
the plasma of the patient or the severity of the danger
of devel opi ng cardi ovascul ar di sease.

The exam ni ng division al so considered that the basis

i ndi cated by the applicant, nanely on pages 2, 10

and 13 of the application as originally filed were not
sufficient. In particular, the exam ning division
stressed that the basis nmentioned was not sufficient to
[ ink any precise dosage of any precise conponent to the
Lp(a) genetical plasma concentration or the danger to
devel op a cardi ovascul ar di sease.

The appel |l ant (applicant) |odged an appeal against the
said decision and filed an amended set of clains with
its grounds of appeal. Cdaim1 was nodified by the

i ntroduction of the word "wherein" before the
expression "the amount”™ in point (e).

The appel l ant indicated that the anmendnent to the claim
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concerning the introduction of point (e) did not
contravene the requirenments of Article 123(2) EPC
because it related to a disclainmer whose purpose was to
establish the novelty of the subject-matter clainmed
over the prior art.

A comuni cation was sent on 28 February 2003 inform ng
t he appellant that the condition set by point (e) for
the conpositions of claiml did not relate to a

di sclaimer but to a proviso or prerequisite to be
fulfilled by the conpositions clained and it therefore
required a basis in the application as originally
filed.

The appellant was al so rem nded that claim1l was a
"product clainm and not a "use claint, as the appellant
appeared to assune in its grounds for appeal.

The appellant filed an anended set of clainms with its
response of 30 April 2003. Caiml read as foll ows:

"1l. Use of A Pharmaceutical |ysine-based conposition
for the prevention and treatnent of cardi ovascul ar
di seases consi sting of:

(a) one or nore |ysine conpound(s) selected fromthe
group conprising of |lysine, |ysine hydrochloride,

| ysi ne di hydrochl oride, |lysine orotate, |ysine

succi nate, and |ysine gl utamate;

(b) one or nore ascorbate conpound(s) selected fromthe
group consi sting of ascorbic acid, pharmaceutically

accept abl e ascorbate salts and m xtures thereof; and

(c) one or nore proline conmpound(s) selected fromthe
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group conprising of proline, proline hydrochloride,
proline dihydrochloride, proline orotate, proline
succinate, proline glutamate; or another acceptable
proline salts,

(d) a pharmaceutically acceptable carrier, said
conposition in an amount effective to prevent and treat
cardi ovascul ar di sease,

(e) wherein the anmount of daily dosages of the
conposition and all of each class of conpounds to be
varied with respect to the range of Lp(a) geneti cal
concentration in the plasma of the patient, the
severity of the danger of devel opi ng cardi ovascul ar
di sease and the severity of the already existing
cardi ovascul ar di sease." (enphasis added).

The appellant stated inits letter that the

requi renents of Article 123(2) EPC were net with
respect to the condition set in point (e) of claim1l in
view of the contents of the description as originally
filed. It cited in particular page 2, second paragraph,
and page 13, first paragraph.

The appellant further added to these passages of the
originally filed description that it is known in
medi ci ne and chem stry that all constituents of am no
acids vary in the human body essentially because of the
i ndi vi dual genetic codes inherited changed during a
person's lifetinme by nutations due to influence of

what ever ki nd.

The appel | ant requested that the decision under appeal
be set aside.
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The appel l ant did not request oral proceedi ngs before
t he Board of Appeal

Reasons for the Decision

1

1479.D

The appeal is adm ssible.

The anmended feature of claiml filed with the letter
dated 29 May 2001 and considered by the exam ning

di vision as unal |l owabl e wi thin the neaning of
Article 123(2) EPC related to the introduction of
point (e) as a condition to be fulfilled by the
conpositions defined in claiml.

Amrended claim 1l filed by the appellant with its letter
of 30 April 2003 relates to the use of the conpositions
as defined in claiml filed on 29 May 2001. The only

di fference between point (e) of the use claimand

point (e) exam ned by the examning division lies in
the introduction of the word "wherein".

Therefore, the Board considers that the introduction of
the word "wherein" does not affect the validity of the
argunments put forward by the exam ning division.

Mor eover, the condition set in point (e) relates to
"the amount of daily dosage of the conposition” and in
so far the change of category of the clai mdoes not
change the argunents put forward by the exam ning

di vi si on.

Accordingly, the Board shares the reasoning of the
exam ning division with respect to the lack of a basis
in the description as originally filed, with respect to
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the condition set in point (e) for the amount of daily
dosage of the conpositions, and as regards the set of
use cl ai ns.

The basis stated by the appellant for the said
amendnment during the appeal proceedings (nanmely pages 2
and 13 of the application as originally filed) was

al ready discussed in the first-instance proceedi ngs and
considered insufficient. The Board al so agrees with
this anal ysis nmade by the exam ning division.

The appellant's comment with respect to the need for
general know edge in the field concerned for assum ng
that genetically predeterm ned concentrations may vary
during a person's lifetinme is no answer to the

exam ning division's argunent of |ack of support for
the condition to be fulfilled by the daily dosage
(enmphasi s added by the Board) for the conpositions
defined in claim1.

Finally, it has to be noted that the appellant did not
di spute the prelimnary analysis nmade in the

comuni cation sent by the Board with respect to the
fact that the condition set in point (e) relates to a
prerequisite to be fulfilled by the conpositions
defined in the claimand hence the said condition
required a basis in the description as originally
filed.

In view of the above reasons, the Board concl udes that
amended claim 1l does not neet the requirenents of
Article 123(2) EPC
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Or der

For these reasons it is decided that:

1. The appeal is dism ssed
The Regi strar: The Chai r man:
A. Townend U Oswald
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