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Summary of Facts and Subm ssi ons

2696. D

Eur opean patent No. 0 145 783 (application
No. 84 902 632.3) was granted on the basis of
28 clainms. The patent relates to an inactivated canine

coronavi rus vacci ne.

Noti ces of opposition were filed by two opponents
(opponent | and opponent [1). Revocation of the patent
inits entirety was requested on the grounds of |ack of
novelty and inventive step (Articles 54, 56 and 100(a)
EPC). In particular opponent Il argued that two

vacci nes (Duramune C® and Coronavac® falling within the
anbit of claim1l of the patent in suit had been nade
avai l able to the public before the earliest priority
date of the patent by way of either an offer for sale

or sale.

The Opposition Division revoked the patent. The

deci sion was based on the clains as granted. CQaim1l as
granted for all the contracting states except AT read
as follows:

"1. A vaccine conposition conprising the avirul ent

anti geni c product produced by either

(a) attenuating |live canine coronavirus by passages
through cells of feline origin such that when

adm nistered to a dog by injection the attenuated |ive
virus selectively infects the intestinal epithelium or
(b) inactivating feline or canine cell propagated

cani ne coronavirus,

the avirul ent antigenic product being present in an
amount effective to protect a dog frominfection by

vi rul ent cani ne coronavirus;
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and a non-toxic pharnmaceutically acceptable carrier.”

Dependent clains 2 to 10 were directed to specific
enbodi nents of the vaccine of claiml. Cains 11 to 28
rel ated to processes for making canine coronavirus
vaccines (clains 11 to 16), for propagating the canine
coronavirus (clainms 17 to 24) and for evaluating the
ef fectiveness of the vaccine (clains 25 to 28).

Clains 1 to 28 for AT were fornul ated as correspondi ng
process or nethod clains.

The Qpposition Division considered that Coronavac® fel
within the scope of claim1l and had been nade publicly
avai | abl e because the purchaser of this vaccine, M
Fazzi, was in a position to elucidate the intrinsic and
extrinsic features of this vaccine and to reproduce it.
Therefore the subject-matter of claim1l of the patent
was anticipated by the offer for sale of Coronavac®

In view of the negative finding on the issue of
novelty, the Opposition Division did not evaluate the
ot her ground for opposition, nanely the | ack of

i nventive step (Article 56 EPC).

The appel | ant (patentee) | odged an appeal against this
decision, paid the fee and filed a statenent of G ounds
of Appeal. The respondents (opponents) filed counter-
argunents.

In a letter dated 10 March 1998, Opponent | w thdrew
t he opposition.

Wth the subm ssion of 3 Novenber 1998, the Appell ant
filed a new main request, auxiliary request 1 and
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auxiliary request 2.

Oral proceedings were held on 30 March 1999, during
whi ch the Appellant filed a sole main request replacing
any precedi ng requests.

Caim1l of the main request for all the contracting
states except AT reads as follows (the addition
vis-a-vis the granted claim1 is shown in bold):

"1. A vaccine conposition conprising the avirulent

anti geni ¢ product produced by either

(a) attenuating |live canine coronavirus by at | east

ei ght passages at a low virus to cell ratio of about

1: 1000 to 1:10000, as neasured by the TCl D, nethod,
through cells of feline origin such that when

adm nistered to a dog by injection the attenuated |ive
virus selectively infects the intestinal epithelium or
(b) inactivating feline or canine cell propagated

cani ne coronavirus,

the avirul ent antigenic product being present in an
amount effective to protect a dog by parentera

adm ni stration frominfection by virulent canine

cor onavi rus;

and a non-toxic pharmaceutically acceptable carrier.”

Clains 2 to 28 were identical to clains 2 to 28 as
granted, except for the introduction into claiml1ll of a
reference to claim1l and of the wording "an

I nactivated" between the words: "A process of making"
and "cani ne coronavirus" and of a reference to
claiml1l(a) in claim17.

The follow ng docunents are cited in the present
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deci si on:

(3) US-A- 3,704,203

(7) Horzinek M C. et al., Infection and Inmunity,
Vol . 37, No. 3, pages 1148-1155 (1982)

(8 Wods R D., Veterinary M crobiology, Vol. 7,
pages 427-435 (1982)

(10) Appel M et al., Canine Practice-Mdicine, Vol. 7
pages 25-29 and 32-35 (1980)

(15) Pollock R et al., Veterinary Cinics of North
America: Small Animal Practice, Vol. 13, No. 3,
pages 551-566 (August 1983).

(21) Vaccines Inc., Qutline of production, Canine
corona virus vaccine, Mdified live virus, Cel
line origin US. Veterinary |licence No. 227
(22 July 1981)

(25) Declaration of Dr R Wchmann before the US
District Court of California dated 24 April 1991

(26) Declaration of Dr C. J. York before the US
District Court of California dated 19 April 1991

(27) Deposition of Dr C. J. York before the US District
Court of California dated 6 February 1991

(46) Schultz R H et al., Can. Vet. J., Vol. 31,
pages 617-620 (1990)

2696. D Y A
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Decl arati on of Dr Acree before the USPTO dat ed
20 Septenber 1984

Letter fromProf. L. Carmchael to Dr G Chappuis
dated 27 May 1994

Proceedi ngs of the "Canine Virus D sease Sem nar"
held by Fort Dodge Laboratories on 7 April 1983

Horst d athe, Virusinpfstoffe, Akadem e Verlag
GroH, Berlin, pages 32, 41 and 65 (1991)

Decl aration of Prof. L. Carm chael dated
28 COct ober 1998

Encycl opaedi a of Virology, Vol. 1, Academ c Press,
pages 255-260 (1994)

In support of this request, the appellant submtted in

witing and at the oral proceedings the follow ng

ar gunent s:

Novel ty

Duranune C® was covered by confidentiality
agreenents between the patentee and Vaccine | nc.
and thus it could not have been publicly
avai |l abl e.

The cl ai mned CCV vacci ne was characterised by the
follow ng three features

(1) t he vacci ne contained CCV attenuated by at
| east ei ght passages through feline cells at
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alowvirus to cell ratio of about 1:1000 to
1: 10000, as neasured by the TCl Dy, net hod;

(2) upon parenteral injection, the attenuated
virus selectively infected the intestinal
epi t hel i um and

(3) t he vacci ne protected dogs frominfection by
CCv.

No evi dence had been provided by the respondents

t hat the conposition Coronavac® fell within the
scope of claim1 of the patent in suit. It had not
been denobnstrated that Coronavac® possessed the
three features (1), (2) and (3) above.

The prior use of an attenuated CCV vacci ne
according to claim1l of the patent in suit had not
been proved.

Even by assumi ng that the skilled person actually
had Cor onavac® and Duranmune C® i n hi s/ her hands
before the priority date of the patent in suit,
this woul d not have been tantanount to having had
access to the intrinsic and extrinsic features
thereof. The three features (1), (2) and (3) above
could not have been derived. In order for these
features to have been publicly avail able, the
skilled person had to be in a position to anal yse
the product and to reproduce it w thout undue
burden (decision G 1/92, QJ EPO 1993, 277).
However, it was not possible to establish how the
virus had been attenuated and how many passages it
had undergone (feature (1)). Features (2) and (3)
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were al so concealed fromthe skilled person
because the i nmune response to CCV was poorly
under st ood and no chal | enge nodel exi sted.
Further, it was not possible to reproduce the
virus because no "master seed virus" ("working
stock"”) was avail able. Reproduction of an
attenuated CCV vacci ne by further propagation of
Cor onavac® was i npossi bl e because only limted
passages could be nade to prevent undesirable
mut ati ons (docunents (63) and (66)).

I nventive step

- The cl osest prior art was represented by docunent
(10). It was stated in this docunent that a
vacci ne for protection agai nst CCV was not
avai |l abl e and that parenteral inoculation of
attenuated CCV provided only limted protection.
Later docunent (15) confirmed this. The probl em
solved by the patent in suit was to provide the
means for arriving at a CCV vaccine.

- Docunent (62) nerely reported that a CCV vaccine
adm ni stered parenterally elicited 95% i ntesti nal
protection. It did not specify whether the vaccine
was a |ive attenuated vaccine or inactivated one.
Further, "intestinal protection” did not inply the
feature "selectively infects the intestina
epi t heliunt'.

- Nei ther the availability to the public before the
priority date of the patent in suit of Duranune C°
and Coronavac® nor docunment (62) or (10) or the
conbi nation thereof provided any guideline for

2696. D Y A
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arriving at the clained vacci ne.

- The attenuated transm ssible gastroenteritis virus
(TGEV) of docunent (3) was not akin to dogs'
coronaviridae but was only serologically cross-
reactive wiwth CCV and did not protect dogs from
CCV (docunent (10), page 28, r-h colum).
Docunents (3), (7) and (8) did not teach the
features recited in claiml.

- The scientific community did not expect an
i nacti vated CCV vaccine to confer protection, |et
alone if parenterally adm ni stered, because there
was the conviction that only attenuated |ive CCV
vacci ne admni stered orally could have elicited a
sufficient inmmunol ogi cal response.

- The i nfluence of the inactivation procedure on the
epitopes required for conferring protection was
unpr edi ct abl e.

X, The respondents essentially submtted the foll ow ng
argunents in witing and at the oral proceedings:

Novel ty

- Two vaccines (Duranmune C® and Coronavac® falling
wthin the anbit of claim1l of the patent in suit
had been nade available to the public before the
earliest priority date of the patent by way of an
offer for sale or actual sale. Coronavac® was nade
fromthe CCV strain CCV(K-378)-51 attenuated
t hrough feline cells (see docunments (25), (26)
(27) and (49)). Duramune C® was nmde fromthe CCV

2696. D Y A
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strain TN-449 attenuated through 12 passages in
feline cells (see docunent (21)).

- The prior use of these vaccines satisfied the
requi renents of decision G 1/92 (supra) of
anal ysability and reproducibility. A prior use of
a product enconpassed all witten and oral
i nformati on whi ch unanbi guously acconpani ed this
use. The skilled person was aware that these
vacci nes were made from attenuated CCV and t hat
they had to be injected parenterally. By follow ng
these instructions all the extrinsic and intrinsic
features had necessarily to be present ("doctrine
of inherency"). Further, since Coronavac® and
Duranune C® were protective and since protection
was |inked to infection of the intestinal
epi thelium Coronavac® and Duranune C® inplicitly
had to exhibit features (2) and (3), also inherent
to all CCV strains (see docunent (47), points 6
and 9).

- Feature (2) had al so been disclosed by Dr Acree at
the "Canine Virus D sease Seminar" held on 7 Apri
1983 (see docunent (62)), ie before the earliest
priority date of the patent in suit.

- The very act constituting the novelty-destroying
event was the prior use itself, not the fact of
anal ysing the product.

- As to the reproducibility, it was current practice
in the USA for small firms to nmake vacci nes from
commercially avail abl e vaccine vials. It was
therefore possible to reproduce the clained

2696. D Y A
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vacci ne by departing froma single vial of eg
Cor onavac® used as a master seed stock and
subjecting it to alimted series of passages in
cani ne cells.

I nventive step

The cl osest prior art was represented by docunent
(62) and by Coronavac® and Duranmune C® avail abl e on
the market. On the one hand, pages 9 and 10 of
docunent (62) inforned the public that live
attenuated CCV conferred protection on the
intestinal tract upon parenteral injection. On the
ot her hand, two vacci nes based on attenuated CCV
for parenteral adm nistration were already on the
market. It was therefore obvious to attenuate CCV
and to check whether it infected the intestinal
tract as shown in docunent (62) and to arrive with
a high probability of success at the clained

vacci ne.

Docunment (3) disclosed the manufacture of an
attenuated TGEV |ive vaccine which conferred
protection upon parenteral adm nistration. TCGEV
was i mmunol ogically very simlar to CCV (see
docunents (7) and (8)). Therefore, there was a
very high probability of success that attenuating
CCV woul d have led to the clainmed vaccine.

As to the vaccine conprising inactivated CCV
docunent (3) showed that a TGEV inactivated
vacci ne al so conferred protection upon parenteral
adm ni stration. This showed that the inactivation
process preserved the epitopes rather than
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destroyed t hem

The appel |l ant (patentee) requested that the decision
under appeal be set aside and that the patent be
mai nt ai ned on the basis of the main request as filed in
the oral proceedings.

The respondent (opponent 11) requested that the appea
be di sm ssed.

Reasons for the Deci sion

1

The appeal is adm ssible

Article 123(2) and (3) EPC

2696. D

The passage in claim1l "at |east eight passages at a
low virus to cell ratio of about 1:1000 to 1:10000, as
neasured by the TC Ds, nethod" finds a basis on page 7,
lines 10 to 15, of the application as filed. The
wording in claiml "by parenteral adm nistration" finds
a basis on page 5, line 19, of the application as
filed. These added features are restrictive in nature.
The anmendments in clainms 11 and 17 (see section I X
above) nerely make it clear that the cani ne coronavirus
vacci ne has to be inactivated (see claim1lb) and that
the clained nethod relates to a vaccine according to
clai m 1la respectively. Consequently, the requirenents
of Article 123(2) and (3) are fulfilled.
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use

According to decision G 1/92, point 1.4 (supra), an
essential purpose of a technical teaching is to enable
the person skilled in the art to manufacture or use a
gi ven product by applying such teaching. Were such
teaching results froma product put on the market, the
person skilled in the art will have to rely on his
general technical know edge to gather all the

i nformati on enabling himto prepare the said product.
Where it is possible for the skilled person to discover
the conposition or the internal structure of the
product and to reproduce it, then both the product and
its conposition or internal structure becone part of
the state of the art. The rationale enmerging fromthis
decision is that the properties of a product are

consi dered not to have been nmade available to the
public within the neaning of Article 54(2) EPCif the
skill ed person had no neans of establishing the
conposition or the internal structure of the product
and was not able to reproduce it, in spite of the
product's being in the public's hands before the
priority date of the patent.

The respondents have provided a great nmany docunents to
substantiate the prior use of the invention by the
public availability of Duranmune C® and Coronavac® The
board will deal first with the question of whether or
not the prior use argued by the respondents satisfies
the requirenents of analysability and reproducibility
prescribed by decision G 1/92 (supra). If it transpires
that the prior use does not satisfy these requirenents,
then the task of establishing whether Duranmune C® and
Coronavac® were actually in the hands of a nenber of the
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public before the priority date of the patent in suit
and fell wthin the scope of claim1l at issue, becones
super fl uous.

It should be established whether or not the skilled

per son havi ng Coronavac® or Duranmune C® in his/her hands
coul d have derived therefromany of the three

features (1) to (3) indicated in claim1l at issue (see
par agraph | X supra), nanely that:

(1) the vaccine contained CCV attenuated by at | east
ei ght passages through feline cells at a |ow virus
to cell ratio of about 1:1000 to 1:10000, as
measured by the TC D5, nethod (claimla), that

(2) the attenuated virus when adm nistered to a dog by
injection selectively infected the intestinal
epithelium (claimla), and that

(3) upon parenteral adm nistration, the avirulent
anti geni c product protected dogs frominfection by
virulent CCV (claim la and 1b).

As regards feature (1), it is common general know edge
that attenuation of a virus is perfornmed in |iving
material (eg animal cells) in order to induce specific
genetic changes (nutations, deletions, etc.) reducing
virul ence of the virus while maintaining its

i mmunogeni city. By each additional passage through the
host cell, further genetic nodifications occur

i nfl uenci ng i Mmunogenicity and/or infectivity of the
virus. These changes depend upon the host cell in which
attenuation is perfornmed and on the conditions (inter
alia the nunber of passages and the virus/cell ratio)
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applied. As to the possibility by a skilled person in
possessi on of Coronavac® or Duranune C® before the
priority date of the patent in suit to determ ne the
condi tions and the host cell in which the virus was
attenuated, the board is convinced by the statenent in
paragraph 6 of docunent (64) that achieving this task
was i nmpossi bl e. One maj or obstacle was obviously
represented by the inpossibility of correlating the
genetic nodifications to the nunber of passages, to the
nature of the host cell or to the virus/cell ratio.

As for feature (2), nanely the selective infection of
the dog's intestinal epitheliumupon parentera

adm ni stration of the clainmed attenuated vaccine, the
board agrees with the respondents that this feature is
i nherent (cf "the doctrine of inherency") in the
interaction of the attenuated |ive CCV vaccine with the
dog. Yet, this does not nean that the board is exenpted
from eval uati ng whether this feature was a "hi dden" one
or was accessible to the skilled person before the
priority date of the patent in suit. This follows from
the rationale energing fromdecision G 2/88, QI EPO
1990, 93, see point 10.1), which states: "Under

Article 54(2) EPC the question to be decided is what
has been "nmade avail able"” to the public: the question
Is not what nay have been "inherent” in what was made
avai l able (by a prior witten description, or in what
has previously been used (prior use), for exanple)".

The board notes that a prerequisite for feature (2) to
have becone accessible to the skilled person is that

t he exact mechani smthrough which Coronavac® or Duranune
C® conferred protection on dogs had to be known to

hi m her. However, before the priority date of the



2696. D

- 15 - T 0977/ 93

patent in suit, nothing was even known about the

i mmunity nmechanismto the CCV and | ater docunent (15),
publ i shed in August 1993, taken as an expert's opinion,
shows this (see page 558, last full paragraph: "Still

| ess is known about inmunity to canine coronavirus").
What was known before the priority date was that
virulent CCV infected the dog's intestine via the ora
route (see docunent (10), page 26, under the heading
"Route of infection") but that parenteral

adm nistration of the virus did not result in
intestinal infection (ibid., page 28, |-h colum). This
did not nean to the skilled person that an attenuated
CCV had to behave in the sane way. Especially where the
attenuated virus was admi nistered via the parentera
route, there was no certainty that this characteristic
woul d remain active. Therefore it is the board' s view
that there was no neans avail able by which this feature
coul d have been established.

The respondents argue that feature (2) and a nethod for
testing it had been reveal ed during Dr Acree's
conference (see docunent (62), page 24/51,

section IV.5.a, and page 25/51, section E.1). However,
the board observes that docunent (62) nerely reports
that an undefined CCV vacci ne adm ni stered parenterally
elicits 95% intestinal protection. The docunent does
not specify whether the vaccine is Coronavac® or
Duramune C® or whether it is a live attenuated vaccine
an i nactivated one or sonething else. Furthernore,
"intestinal protection" is not necessarily linked to
feature (2), nanely "selectively infects the intestina
epi theliunt since intestinal protection nay be due to

| ocal antibodies and not to infection by the virus. It
is also true that docunent (62) (see page 9/51,
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section 3) discloses a techni que based on "fl uorescent
anti body staining of intestinal material". However,
this technique is cited in the context of the diagnosis
of cani ne coronavirus (see headi ng on page 9/51), not
in the context of evaluating "intestinal protection" of
t he undefined CCV vaccine referred to therein. Thus, in
concl usi on, even assum ng that conbi ning docunment (62)
with the prior use of Coronavac® or Duranune C® were
perm ssible in a novelty issue, feature (2) renai ned
concealed fromthe skilled person before the priority
date of the patent in suit.

As regards feature (3), nanely that the avirul ent
antigeni c product energing either fromthe |ive canine
coronavirus attenuated according to claimla or from

i nactivated feline or canine cell propagated canine
coronavirus (claim1b) protected dogs by parentera

adm nistration frominfection by CCV, the board
observes that before the priority date of the patent in
suit diagnosis of CCV infection based only on the
clinical signs was inpossible. In fact, |ater docunent
(15) (published August 1983) taken as an expert's

opi nion confirns this on page 551 under the headi ng
"Clinical D agnosis". Docunent (62) also states on
page 9/51 (point 2) that "a diagnosis of CCV
gastroenteritis based on the synptons can be

m sl eadi ng". Thus, field efficacy trials did not
correlate with and thus could not be predictive of

i mmunoprotection. This lack of correlation also applied
to serol ogical studies since hunoral antibodies did not
i nply protection (see docunent (10), page 28, I-h
columm, under "Inmmunity"). Thus, in order to overcone
this obstacle, the skilled person had to turn to a
reliable experinental chall enge nodel for evaluating
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whet her a given vaccine actually conferred protection.
However, this experinental challenge nodel was not
avai l able to the skilled person before the priority
date of the patent in suit. It was al so kept secret
during Dr Acree's conference (see docunent 61,

page 25/61, section E. 1. "The specific procedure used
to evaluate the efficacy of a vaccine cannot be

di scussed"). This experinental challenge nodel was
based on the finding of claim25 of the patent in suit
whi ch consists in examning intestinal tract sanples of
t he vacci nated dog and control dog both challenged with
the CCV to determ ne the degree of replication of the
chal | enge virus. Consequently, since the skilled person
could not reliably evaluate before the priority date of
the patent in suit whether or not feature (3) was
shared by a given CCV vaccine, it nust be concl uded
that feature (3) was al so concealed fromthe skilled
per son.

Reproduci bility

11.1

11. 2

2696. D

The respondents argue that availability of one of the
prior use vaccines was possible by reproduction of the
vacci ne by departing froma single vial of eg Coronavac®
used as a master seed stock and subjecting it to a
limted series of passages in canine cells. However, in
the board's view, two inmportant reasons exist agai nst
the respondents' |ine of argunent.

Firstly, point 1.4 of decision G 1/92 (see point 3
supra) states that an essential purpose of a technica
teaching is to enable the person skilled in the art to
manuf acture or use a given product by applying such
teaching. Thus, as a corollary, the manufacture or use
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of a given product requires that one has to understand
the conposition or the internal structure of the
product. Hence reproducibility of a product requires
that one has to understand before and after
reproducti on what one has in one's hands, otherw se
“bl i ndf ol d" reproduction will |ead to sonething
uncontrol |l able. But in the particular situation at

i ssue, the skilled person did not and could not know
whet her features (1) to (3) above were present in the
vacci ne commercially available or in a reproduced
vacci ne (see points 6 to 10 supra). Therefore it was

i npossible to establish the identity of the reproduced
vaccine with the starting vacci ne.

Secondly, the probability of a genetic change in the
virus' genone upon propagation in a living host cel

was very high. Any virus when propagated nay undergo
genetic changes susceptible to alter eg the tissue
tropism the virulence, the attenuations nmarkers or the
thermal stability. This is in line with docunent (46),
according to which, when propagating a live virus
vaccine, only a limted nunber of passages have to be
made to prevent undesirable nmutations (see page 618,

| -h colum, second paragraph). But |ater docunents show
t hat single-stranded RNA viruses such as CCV are
particularly predi sposed to said nutations (see
docunent (66), paragraph bridging pages 257 and 258 and
docunent (63), bottom of page 65). As already pointed
out under point 6 supra, these genetic alterations
depend upon the host cell in which propagation is
performed and on the conditions (inter alia the nunber
of passages and the virus/cell ratio) applied.

Before the priority date of the patent in suit, the two
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facts nmentioned above (ie, the |ack of understandi ng of
the conposition or the internal structure of the
product by the skilled person and the high probability
of a genetic change in the virus' genone upon
propagation in a living host cell) thus conbined to

i nduce an uncontroll able situation, if one attenpted to
expand a conmmercially avail able CCV vaccine vial. For

I nstance, since it was not possible to understand the
true nature of the vial's content, other than that it
was "a nodified |live CCV vaccine nodified by speci al

ti ssue procedures” (see page 72 of docunent (25), ie
the |l eafl et acconpanying the vial), there was al so a

| ack of guidance as to the neasures to be taken to
propagate the CCV and the probability was high that the
virus woul d have reverted to the virulent stage (see
patent in suit, page 5, lines 25 to 29) if the skilled
person did that. In conclusion, while it is not in

di spute that it was possible to anplify the CCV virus
by departing froma single vial of, for exanple,
Coronavac® used as a "nmster seed stock" and subjecting
it to alimted series of passages, the board cannot
accept that this anplified CCV virus be qualified as
the "clainmed vaccine", in the absence of neans to nake
sure that it is. Thus, there is a close connection
between the requirenments stated in decision G 1/92
(supra) that a product belonging to the public domain
can be made and used and its analysability.

Thus, even presum ng that Duranmune C® and Coronavac®
were in the hands of the public before the priority
date of the patent in suit, features (1) to (3)
referred to in the clai mwould not have been nade

avail able to the public wthin the neani ng of

Article 54(2) EPC since the skilled person had no neans
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of establishing these features and was al so not able to
noni tor reproduction so as to ensure that features of
the "master feed stock” were mai ntained. The subject-
matter of the clains at issue is therefore not affected
by the nere existence in the public domain of Duranune
C® and/ or Coronavac®.

The board is also not in a position to identify further
prior art disclosing the clained subject-matter. It
nmust be concluded that the clains of the sole request
satisfy the requirenents of Article 54 EPC

| nventive step

Cl osest prior art

14.

2696. D

The respondents naintain that the closest prior art is
represented by Dr Acree's oral disclosure (docunent
(62)) and by Coronavac® s and Duramune C® s bei ng
avai l abl e on the market, while the appellant views
docunent (10) supplenented by | ater docunent (15),
taken as an expert's opinion, as the closest prior art.
Yet post-published docunent (15) cannot be taken into
consi deration for evaluating the inventive step. The
board will also disregard in this context the vaccines
Cor onavac® and/ or Duranmune C® since, as stated above,
the latter failed to reveal any intrinsic or extrinsic
feature of the vaccine to the skilled person, and
therefore it was not possible to produce and use them

Docunent (10) is considered by the board as the cl osest
prior art since it is concerned with CCV enteritis in
dogs and inmmunity to CCV. It states that in previous
experinments including parenteral adm nistration of CCV
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preparations, whether attenuated or not, no ful
protection could be obtained and that a vaccine for
protecti on agai nst CCV was not available. It also
states that local imunity in the intestine is
essential for protection against CCV infection.

Docunent (62) reports that an undefi ned CCV vacci ne
adm ni stered parenterally elicits 95% intestina
protection, wthout specifying whether the vaccine is a
live attenuated vaccine, an inactivated one or

somet hing el se, and wi thout teaching how the said
vaccine is arrived at. Thus, in conclusion, this
docunent does not provide any further technica
teaching in conparison with docunent (10) but nerely
confirnms what was al ready known from docunent (10),
nanmely that local imunity at the intestinal level is
essential for protection against CCV infection.

Problemto be solved and its sol ution

15. Departing from docunent (10), the technical problemto
be solved by the patent in suit can be seen in the
provi sion of effective protection for dogs from CCV
infection and neans for arriving at an effective
vacci ne. The board is satisfied that said probl em has
been sol ved by the vaccines according to clains 1 to
10, the process according to clains 11 to 16 and the
nmet hods according to clains 17 to 28, in view of the
i mruni sation results referred to in eg Exanples 5 and
15.

16. It has to be established whether or not the solution to

t he above problemfollowed in an obvi ous manner from
docunent (10). In the board's opinion docunent (10)

2696. D Y A



17.

18.

2696. D

- 22 - T 0977/ 93

provi ded no guidelines for arriving at the cl ained
vacci nes other than the teaching that an effective
vaccine had to confer local imunity at the intestina
| evel . Moreover, the statenment made in docunent (10)
(see page 28, r-h columm), according to which
parenteral adm nistration of CCV preparations, whether
or not attenuated, did not achieve full protection,
woul d have di scouraged the skilled person from
enbar ki ng upon the devel opnent of a vaccine to be
adm ni stered parenterally. Rather, the skilled person
woul d have thought of devel oping an oral vaccine
because it is stated on page 28, |-h colum of docunent
(10), that "dogs infected orally becone i mune".

As regards the inactivated CCV vaccine (claim1b), not
only did no prior art docunent suggest naking an

i nactivated CCV vaccine, but, in the board' s judgnent,
nor did the scientific comunity expect an inactivated
CCV vaccine, let alone a parenterally adm ni stered one,
to confer intestinal protection since there was a
conviction within that conmunity that only attenuated
live CCV vaccine admnistered orally could have
elicited a sufficient inmmnological response (see
point 16 supra). Further, the influence of the

i nactivation procedure on the epitopes required for
conferring protection was unpredictable.

The board al so observes that arriving at the clai ned
vacci nes was not straightforward because the inportant
bl ockage enphasised in point 9 supra (an experinental
chal | enge nodel was not available to the skilled person
before the priority date of the patent in suit) had to
be overcone. No prior art docunment pointed to the

nmet hod for evaluating the effectiveness of a CCV
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vacci ne according to claim25 of the patent in suit
whi ch consi sted of exam ning intestinal tract sanples
of the vaccinated dog and control dog both chal |l enged
wth the CCV to determ ne the degree of replication of
the chall enge virus. Nor was the further technica
information for arriving at the clai ned vacci nes
suggested by any prior art docunment, nanely that
attenuation of the CCV had to be nmade according to

i ndependent nethod claim 23 at issue, ie by passaging
CCV between 8 to 60 tines in feline cells at a very | ow
virus to cell ratio (between 1:1000 to 10000).

The respondents' argunent based on docunent (62) and
the availability on the market of the two vacci nes

Cor onavac® and/ or Duramune C® is al so not convi nci ng.
This is because, on the one hand, docunent (62) did not
speci fy whether the vaccine was a |ive attenuated

vacci ne, an inactivated one or sonething else, and nore
inmportantly it did not teach how the said vacci ne was
arrived at, and on the other hand, Coronavac® and/ or
Duramune C® even if they were available to the public,
woul d have been of no help (see points 9 to 10 supra).

The respondents further argued that there was a very
hi gh expectation of success that attenuating CCV woul d
have led to an effective vaccine in view of docunent
(3), which disclosed the manufacture of an attenuated
TGEV live vaccine and an inactivated vacci ne both
conferring protection when adm nistered parenterally.
Yet the board observes that TGEV is not akin to dogs'
coronaviridae but only serologically cross-reactive
with CCV and the virus does not protect dogs from CCV
i nfection (docunent (10), page 28, r-h colum). In the
light of the fact that the even closer prior art
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relating to CCV (docunents 10 and 62) did not provide
any hint that protection upon parenteral adm nistration
of an attenuated CCV vacci ne woul d be envi saged, the
board does not consider the results obtained with TGEV
to be transferable to CCV. In any case, docunent (3)
does not teach or suggest the features indicated in

claim1l.

In view of the above findings, the board concl udes that
the subject-matter of claim1 and dependent clains 2 to
22 satisfy the requirenents of Article 56 EPC. This
concl usion al so extends to the subject-matter of

I ndependent clains 23 and 25 because, as al ready

di scussed in point 18 supra, these clains are directed
to a CCV attenuation nmethod and a nethod for eval uating
the effectiveness of a CCV vacci ne respectively, not
suggested by any prior art docunment on file. These are
t hus non-obvi ous neans of arriving at the clained

vacci nes, and also to clains 24 and 26 to 28 dependent

t her eupon.
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O 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 departnent of first
instance with the order to maintain the patent on the
basis of the main request as filed in the ora
proceedi ngs.

The Regi strar: The Chai r wonan:

U. Bul t mann U M Kinkel dey
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