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Summary of Facts and Submn ssions

0909.D

The appeal is against the decision of the opposition
di vi si on revoki ng European patent No. 0 387 945
(application No. 90 200 532.1) filed on 6 March 1990,
whi ch had been opposed by the respondent (opponent) on
t he grounds of lack of novelty and inventive step.

I ndependent claim 1 as granted read as foll ows:

"1l. Conposition for the treatnent of exocrine

i nsufficiency of the pancreas, conprising as active
conmponents a mcrobial |ipase and a nanmal i an
pancreatic extract, and a pharnaceutically acceptable
carrier or diluent".

Clains 2 to 9 related to specific enbodi nents of the
conposition of claiml1, whereas clains 10 and 11 were
addressed to nedi cal uses of said conpositions.

The reasons given for the refusal was that the subject-
matter of claiml1 filed on 17 March 1995, anended to

i ncl ude the wording "wherein the carrier or diluent are
substantially not resistive against gastric acid" did
not satisfy the requirenents of Article 123(2)(3) EPC.
The opposition division also expressed the view that
the conposition according to claim1l as granted | acked
novelty over Lipazyn@ di scl osed by docunents:

(D1la) Rote Liste 1975, Lipazyn@ Kli nge (65241 Cb);
(D1b) Lipazyn@ Kl i nge (acconpanying |eaflet) and
(D2) Helwi g Arzneimttel, Vol. 11, Chapter 38,

pages 42-51, Wssenschaftliche
Ver | agsgesel | schaft nmbH, Stuttgart
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(Cct ober 1988)

and was obvious in view of the conbined teachings of
docunent s:

(D3)  DE- A-3642853 and

(D5) Chem cal Abstracts, Vol. 97, No. 25, Abstract
No. 211076v & Farm Tijdschr. Belg., Vol. 59,
No. 3, pages 231 to 256 (1982).

L1, Wth the statenment setting out the grounds of appea
the appellant (patentee) submitted a new claim1
differing fromthe granted one by the addition at its
end of the wording "disclaimng a conposition in which
the mcrobial |ipase and the manmalian pancreatic
extract are enclosed by an acid insol uble envel ope".

| V. The subm ssions by the appellant can be summari zed as
fol | ows:

Novelty (Article 54 EPC)

- Revi sed claim 1 was novel because it disclained
Lipazyn@ di scl osed by docunents (Dla), (Dlb) and
(D2), wherein the nmanmmal i an pancreatic extract
(pancreatin) and the mcrobial |ipase (from
Rhi zopus arrhi zus) were encl osed by an acid
i nsol ubl e envel ope.

- The pharnmaceuti cal conpositions disclosed by
docunent (D3) conprised pancreatin and/or |ipase
from Rhi zopus arrhi zus and a pH | owering conpound
such as NaHCO, or Al (OH);. Since all these
conponents were enclosed in an acid insol uble
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envel ope, these pharnaceutical conpositions did not
fall under the scope of revised claiml.

I nventive step (Article 56 EPQC)

- The patent in suit obviated the need for an acid-
resi stant envel ope for conpositions conprising a
manmmal i an pancreatic extract and a m crobi al
| i pase. Conbi ning the teaching of docunent (D5)
with that of docunent (D3) or docunents
(Dla)/ (D1b)/ (D2) would not have led to the clained
conposition, devoid of an acid insoluble envel ope,
as docunents (Dla)/(Dlb)/(D2) taught this to be
mandat ory.

The subm ssions by the respondents can be sunmari zed as
fol | ows:

Novelty (Article 54 EPC)

- The disclainmer in claim1 nerely excluded from
protecti on those conpositions wherein both
pancreatin and the mcrobial |ipase were encl osed
within an acid insol uble envel ope. Therefore, the
cl ai mred pharnaceutical conposition | acked novelty in
view of the prior use of Lipazyn?i wherein only
pancreatin was encl osed by an acid insol uble
envel ope, while the mcrobial |ipase from Rhizopus
arrhi zus was not. This was shown by the passage in
docunent (Dlb): "di e gegentber die Magenséaure
enpfindl i chen Pankreasenzymnme in Kigel chen
vorliegen, die durch eine saureunl 6sliche Hulle
geschiutz sind" and by docunent:

(D6) Test report dated 27 May 1977 of Dr. Peschke
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and Dr. Freytag.

Moreover, it was al ready known from docunent (D5)
that the |ipase from Rhi zopus arrhizus was stabl e
over the pH range found in the stomach and t hat
hence it could be adm nistered without an acid

i nsol ubl e envel ope.

I nventive step (Article 56 EPQC)

- The cl ai ned conposition was obvi ous by conbi ni ng
the teaching of docunent (D5) with that of
docunent (D3) or (D2).

VI . The appel | ant (patentee) requested that the decision
under appeal be set aside and that the patent be
mai nt ai ned on the basis of claim1l submtted with the
statenment of grounds of appeal and clains 2 to 11 as
gr ant ed.

The respondents (opponents) requested that the appea
be di sm ssed.

Reasons for the Decision

1. The appeal is adm ssible.
Novel ty
2. Claim1 at issue is directed to a conposition for the

treatnment of exocrine insufficiency of the pancreas
conprising as active conponents (i) a mcrobial |ipase
and (ii) a manmal i an pancreatic extract (besides a

0909.D Y A
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pharmaceutically acceptable carrier or diluent). Om ng
to the disclainer in the claim("disclaimng a
conposition in which the mcrobial |ipase and the
mammal i an pancreatic extract are enclosed by an acid

i nsol ubl e envel ope”), both active conponents (i)

and (ii) have to be devoid of an acid-resistant

envel ope. Caim1l thus does not exclude conpositions in
whi ch only one of active conmponents (i) and (ii) is
encl osed by an acid insoluble envel ope, while the other
| acks such envel ope.

Accordi ng to docunent (D1lb), Lipazyn@ consi sts of an
aci d-sol ubl e gel atin capsul e containing "enzyne
pel l ets", which capsule dissolves in the stomach and
the enzyne pellets distribute honbgeneously throughout
t he stomach content ("Di e kurz nach Ei nnahnme der

Cel atinkapsel frei werdenden Enzynkiigel chen verteilen
sich bereits i mMagen gl ei chmalBi g i m Nahrungsbrei ™). In
order to avert pancreatin inactivation by the gastric
juice, it is stated in the docunent that the pellets
contai ning pancreatin (conponent (ii)) are encl osed by
an acid insoluble envel ope ("di e gegentber der
Magensaur e enpfindlichen Pankreasenzyne in Kugel chen
vorliegen, die durch eine saureunl 6sliche Hulle
geschitz sind"). Areference is nmade again to the
"pancreatin pellets" ("die Pankreatin-Kuigel chen").

The fact that docunment (Dlb) places nuch enphasis on
acid-resistant "pancreatin pellets" rather than on eg
aci d-resi stant "Lipazyn@ pell ets" (conprising both
conmponents (i) and (ii) listed under the heading
"Zusanmenset zung") shows that the gelatin capsule
contains two kinds of enzyne pellets, only one of which
Is anti-acid coated, nanely the "pancreatin pellets”
(contai ni ng conponent (ii)), while the other pellets
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(contai ni ng conponent (i)) are not. This is further
supported by docunent (D6) (see Section V above), which
t he appell ant has never questioned since its

i ntroduction into the proceedi ngs in Septenber 1997.
The respondent has al so drawn attention (see bottom of
page 3 of the subm ssion dated 15 Septenber 1997) to
docunent :

(D4): DE-A-1 642 654

showi ng that |ipase from Rhi zopus arrhi zus

(conponent (i) of Lipazyn$§ to be taken orally in the
treatnment of insufficiency of the pancreas (see

page 27, line 11) does not require any anti-acid
coating (see page 26: "die erfindungsgenal3e Lipase ihre
Wrkung sowohl im Darm als auch im Mgen entfalten
kann"; enphasis added).

I n concl usi on, Lipazyn@ di scl osed by docunents (Dla),
(D1b) and (D2) is a composition in which only one of
active conponents (i) and (ii) is enclosed by an acid
i nsol ubl e envel ope, while the other |acks such

envel ope, a feature not covered by the disclainer and
an enbodi nent falling under the scope of claim1 at

I ssue (see point 2 supra), which thus | acks novelty.

Lack of novelty on the above basis is an issue raised
by the respondent, so that the appellant has had the
opportunity to present his conmments on this, in
accordance with the requirenents of Article 113(1) EPC
There is thus no need to raise or consider any other

i ssues under Article 123(2) or 56 EPC as a basis for
the present deci sion.
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O der

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r wonan:

P. Crenona M Ki nkel dey
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