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Summary of Facts and Subm ssi ons

2773.D

Eur opean patent application No. 85 904 746.6 filed on
18 Septenber 1985, claimng priority of 19 Septenber
1984 was published under No. WO A-86/01826 with seven
cl ai ns.

The text of the application as filed contained the

fol |l ow ng passages:

"Statenent of deposit

The HM 175 strain of hepatitis A virus has been
deposited in the American Type Culture Coll ection under
t he patent procedures prior to the filing of this
application, thus affording permanency of the deposit
and ready availability to the public upon issuance of a

patent."

(appearing i mredi ately before Exanple 1 three |ines
reading as follows:)

"The HW 175 strain of human hepatitis A virus was
inmported into this country and is described in
Infection and I mmunity, 32(1), April 1981, pages 388-
393."

"Exanple 3
....Cone #1 (TC passage 20 or 21) infected 11 of 15

suscepti bl e chi npanzees inocul ated i ntravenously or by
mout h and produced a mld hepatitis in only tw of
these. The 11 infected chinpanzees responded wth
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protective anti body 3-8 weeks after vaccination. C one
#2 (TC passage 20) was inocul ated intravenously into 4
suscepti bl e chinpanzees. Only 1 of the 4 aninmals had a
very mld borderline hepatitis. Al four devel oped
protective antibody. Simlarly, 1 of 2 susceptible

chi npanzees inocul ated intravenously with clone #4 (TC
passage 9) was infected without hepatitis but with the
devel opment of protective antibody."

The clains as originally filed read:

"1l. A nethod of producing a protective anti body
response in higher primates by injecting said primte
with a hepatitis Alive attenuated virus injection
which is of uniformvirus conposition.

2. The method of claim 1, wherein the uniformvirus
conposition is triple cloned materi al of passage |evel
at | east 10-30.

3. The nethod of claiml1l, wherein the |live attenuated

virus is strain Hw“ 175.

4. The nmethod of claim 1, wherein the injection of a
hi gher primate is a form of vaccination that confers
protection against type A hepatitis caused by

unnmodi fied (wild type) hepatitis A virus.

5. A nmethod of claim1l1l, wherein the |live attenuated
hepatitis A virus is adm ni stered by percutaneous

i nj ection.

6. A nethod of claim1l, wherein |live attenuated

2773.D Y
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hepatitis A virus is adm nistered by nouth.

7. An i nproved vaccine for manmal s conprising a
triple cloned hepatitis A virus, strain HW 175, that is

useful after attenuation as a vaccine."

The cited passages of the text and clains were the sane
inthe US priority docunent and in the PCT application
publ i shed under nunber WO 86/01826 resulting in the
present European application.

During further prosecution the appellant submtted new
clainms and also by letter dated 16 February 1987,
received on 20 February 1987, a certificate fromthe
Anerican Type Culture Collection reading inter alia:

"ldentification reference ATCC desi gnati on
by depositor

Hepatitis A Virus: Strain HW 175, Cone 5 VR 2097
Hepatitis A Virus: Strain HW 175, Cone 6 VR 2098
Hepatitis A Virus: Strain HW 175, Cone 7 VR 2099

The deposits were received October 5, 1984 by this

I nternational Depositary Authority and have been

accept ed.

The strains will be nmade available if a patent office
signatory to the Budapest Treaty certifies one's right
to receive, or if a U S Patent is issued citing the

2773.D
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strains.

The Exam ning Division issued a conmuni cati on objecting
to the clainms then put forward on the grounds of |ack
of novelty and inventive step, in response to which 9
new clainms were filed with letter of 2 February 1989,
claiml of which read as foll ows:

"1. Awuniformhepatitis Alive attenuated virus
conposition adapted to produce a protective antibody
response in higher primates, characterized in that the
conposition is triple cloned material of strain ATCC
VR2097, VR2098, or VR2099."

A further conmunication objecting to this claimas
contravening Article 123(2) EPC was issued and the

appel l ant replied thereto.

I n the decision under appeal the Exam ning D vision
refused the application on the basis of the clains
filed with letter of 2 February 1989. The Exam ni ng
Division cane to the conclusion that the application
did not neet the requirenents of Article 123(2) EPC
because the introduction of the information about the
deposit nunbers of three clones (VR2097, VR2098 and
VR2099) constituted added subject-matter.

The appel | ant appeal ed agai nst this decision and filed
a witten statenent setting out the grounds of appeal.
Wth a letter dated 21 August 1991, the appellant filed
a set of newclaims 1 to 7, clains 1 and 6 of which

read as foll ows:

2773.D
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"1. Awuniformhepatitis Alive attenuated virus
conposition adapted to produce a protective antibody
response in higher primates, characterized in that the
conposition is triple cloned material of strain HW 175
(VR2093), in that the material is of a passage |evel of
at least 10 to 30, and in that the triple cloning is
effected by termnal dilution.”

"6. A nethod for the production of a uniformhepatitis
A live attenuated virus conposition which conprises the
step of serially diluting uncloned hepatitis A virus
HW 175 (ATCC VR 2093), and inocul ating each dilution
into a respective mammalian cell culture, culturing the
same, harvesting cloned virus particles and repeating
said step at |east twice nore, thereby to produce a
master seed lot therefromfor the formation of a

vacci ne conposition."

An anended description was also filed at the sanme tine,
referring for the first tinme in the application
proceedi ngs to the HM 175 strain of hepatitis A virus
bei ng deposited in the Arerican Type Culture Collection
under the nunmber ATCC VR 2093 on 14 August 1984.

Board of Appeal 3.3.2 issued on 26 February 1993
interlocutory decision T 815/90 (QJ EPO 1994, 389),

referring to the Enlarged Board of Appeal the question:

"May the information concerning the file nunber of a
cul ture deposit according to Rule 28(1)(c) EPC be
subnmitted after the expiry of the tine limt set out in
Rul e 28(2)(a) EPC?"

2773.D Y
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By its decision G 0002/93 (QJ EPO 1995, 275) the
Enl arged Board of Appeal answered this question as

foll ows:

"The information concerning the file nunber of a

cul ture deposit according to Rule 28(1)(c) EPC may not
be submtted after expiry of the time limt set out in
Rul e 28(2)(a) EPC."

In point 14 of its decision it also comented "Whet her
the '"@Qidelines for Exam nation in the EPO, Part A,
Chapter IV, No. 4.2, a general practice of the EPO
based t hereupon or other special circunstances of the
case may have given rise to legitimte expectations on
the part of the appellant, to the effect that the tine
limt under Rule 28(2)(a) EPC could be extended, is
left to the referring board of appeal to consider on
the basis of supporting facts, evidence and argunents
that nmay be submtted to it."

The follow ng further docunents were submtted during
the conti nuance of the appeal proceedings before the
present Board 3. 3. 4:

- Ms. Brandon's affidavit dated 14 June 1994

- ATCC deposit receipt dated 5 Decenber 1995

(submitted at the oral proceedings) reading:

"ldentification reference ATCC desi gnat i
by depositor
Hepatitis A Virus: Strain HwW175, VR 20

2773.D
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HW 175 Pass 20 uncl oned

The deposit was received August 14, 1984 by this

I nternational Depositary Authority and has been
accept ed.

AT YOUR REQUEST:

The strain is available to the scientific public upon
request as of Decenber 29, 1985.

The strains will be nmade available if a patent office
signatory to the Budapest Treaty certifies one's right
to receive, or if a U S Patent is issued citing the

strains.

- ATCC Cat al ogue of Animal Viruses and Anti sera,
Chl anydi ae and Ri ckettsiae, 6th edition, pages 109
and 210 (1990).

I n a comuni cation acconpanyi ng the sunmons to oral
proceedi ngs, Board of Appeal 3.3.4 pointed out the nost
i nportant points to be discussed at the oral

proceedi ngs. In response to this comrunication, the
Applicant submtted newclains 1 to 11, of which

claiml reads as foll ows:

2773.D Y



"1l. Alive attenuated hepatitis A virus conposition
derived fromany one of the follow ng HW 175 hepatitis
A viruses deposited at the Anerican Type Culture

Col I ection (ATCO):

A uncl oned HM 175, wherein the derivation of said
conposition includes triple cloning;

B. Cl one No. 1;

C. Clone No. 2; and

D. Cl one No. 4."

Oral proceedings were held on 18 February 1997, during
whi ch the appellant submtted, as first auxiliary
request, claims 1 to 9. Cains 1 and 8 of this request
read as foll ows:

"1l. Alive attenuated hepatitis A virus conposition
derived fromuncl oned HWt 175 hepatitis A virus
deposited at the Anmerican Type Culture Collection
(ATCC), wherein the derivation of said conposition

i ncludes triple cloning.™

2773.D
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"8. A nethod for the production of a Iive attenuated
hepatitis A virus conposition which conprises the step
of serially diluting a virus derived from uncl oned HW
175 hepatitis A virus deposited at the ATCC and

i nocul ating each dilution into a respective mammali an
cell culture, culturing the sane, harvesting cl oned
virus particles and repeating said step at | east tw ce
nore, thereby to produce a master seed |ot therefrom
for the formation of a vaccine conposition.”

In support of his requests, the appellant submtted
essentially that the requirenents of the second part of
Rule 28(1)(c) relating to the accessi on nunber were
satisfied and thus it did not anmpbunt to undue burden
for a skilled person to obtain and identify the
deposited material because:

- The ATCC mai ntai ned the cloned and uncl oned
deposits separate from each other and was able to
identify the requested sanpl e based on the
depositor's designation (see Ms. Brandon's
af fi davit)

- It was not decisive that the accessi on nunber be
gi ven because the depositor's designation is cross
i ndexed (see ATCC Cat al ogue)

It was al so argued that Rule 28 EPC in its previous
version did not require the accession nunber and that
the failure of the EPO to raise the deposit question
within the tine limt provided by Rule 28(2) conferred
a legitimte expectation to the applicant that the

application as filed satisfied the requirenents of

2773.D Y
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Rul e 28(1) EPC.

X, The appel | ant requested that the decision under appeal
be set aside and that a patent be granted as main
request on the basis of clains 1 to 11 and anended
pages 2 and 2a filed with letter dated 17 January 1997,
or as first auxiliary request, on the basis of the set
of clainmse 1 to 9 submtted at the oral proceedi ngs on
18 February 1997.

Xill. At the end of the oral proceedings after deliberation
by the Board the chai rwoman gave the foll ow ng

deci si on:

1. The debate on the i ssues di scussed at the oral

proceedi ngs is closed.

2. The board will give its decision in due course in
writing.

Reasons for the Decision

1. Main request

1.1 Article 123(2) EPC

1.12.1 The wording of Caim1l of this request refers to live
attenuated hepatitis A virus conposition derived from
one of the followng HW175 hepatitis A viruses
deposited at the American Type Culture Coll ection

(ATCO):

A. uncl oned HW 175, wherein the derivation of said

2773.D Y
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conposition includes triple cloning;

B. Cl one No. 1;

C. Cl one No. 2; and

D. Cl one No. 4;

To the original information in the application as
filed, namely that the HW 175 strain of hepatitis A had
been deposited in the Anerican Type Culture Collection
under the patent procedures, there is now added by
newly filed page 2 (lines 1 to 2) the information that
it was "under the designations: HM 175 uncl oned, HW 175
cl one #1, HM 175 clone #2 and HM 175 cl one #4 on

14t h August 1984".

Wil e these identifications of the clones are nentioned
in Exanple 3 as originally filed, and there is a
reference before Exanple 1 to HM 175 inported into the
USA, presumably uncloned, there is no clear and

unanbi guous di sclosure in the application as originally
filed that these particular clones were the ones
referred to as deposited with the ATCC in the Statenent
of deposit in the originally filed description (see
above, point Il of the Facts and Subm ssions) or that
the uncloned material is of passage 20 as now appears
fromthe evidence submtted. The originally filed
statenent of deposit mght wth at |east equal
probability be taken as referring to unpassaged

mat eri al .

That there is no clear basis for identifying the

2773.D
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material now referred to as being that neant
originally, is also evidenced by the actions of the
appel l ant. Before the Exami nation Division the
appel l ant was seeking to refer to other deposited
material, nanmely HW 175 clones 5, 6 and 7.

This claim1 does not conply with Article 123(2) EPC
forbidding the addition of subject-matter not appearing
in the application as filed.

Rul e 28(2) EPC

The accession nunber of the depositary institution is
not now stated in Caim1l. This avoids the problemthat
t he accessi on nunber was not provided within the tine
limt set in Rule 28(a) EPC, which tine limt the
answer of the Enlarged Board in decision G 0002/93 has
i ndi cated as bi ndi ng. However the om ssion of the any
reference to the accession nunber raises an even worse
probl em nanmely whether claim1 can be regarded as
relating to biological material deposited in accordance
with Rule 28 EPC

The appel |l ant has argued that Rule 28 EPC requires only
that the internal house reference nunber of the
applicant be stated, not the file reference nunber of
the depositary institution. This is not the case for
Rul e 28 EPC as now worded. Nor does the Board see that
there was any doubt that under the previous wording of
Rule 28 EPC the term"file nunber" referred to anything
ot her than the file nunber of the depositary
institution. At the tine the original Rule 28 EPC was

drafted "accessi on nunber” was not yet a standard term

2773.D



intreaties, but inits context the term"file nunber”
could only refer to the file nunber of the depositary
institution, as there would be no reason to give an
applicant extra time to state his own in-house
reference nunber. Further the appellant nade his
application pursuant to the Patent Cooperation Treaty
and this inits Rule 13"°: M crobiol ogi cal |nventions

states:

"13"°. 2 References (General)

Any reference to a deposited m croorgani smshall be
made in accordance with this Rule and, if so made,
shal | be considered as satisfying the requirenents of
t he national |aw of each designated State.

13"°. 3 References: Contents; Failure to Include

Ref erence or | ndication

(a) A reference to a deposited m croorgani sm shal

i ndi cat e,

(i) t he nane and address of the depositary
institution with which the deposit was made;

(i) the date of deposit of the microorganismwth
that institution;

(ti1)the accession nunber given to the deposit by that
institution;..."

(enmphasi s by the board)

Rule 13"°.4 requires the information to be provided

wi thin sixteen nonths of the priority date.

2773.D
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The Board sees no case for Rule 28 EPC providing a
justification for the filing at a later date than the
application any information other than an accession
nunber in relation to material that has been deposited.
The amendnents put forward mnmust thus be assessed for
fair basis only on the text of the original
application. As already concluded in Section 1.1 above
there is no such basis.

Principle of legitimte expectations

There remains to be investigated whether in the

ci rcunstances sone application of the principle of

| egiti mate expectations could nevertheless be relied on
to allow the claim1 now put forward. However this
principle has been used only to allow applicants to
escape the consequences of not conmplying with
procedural requirenents or the paynent of fees. Here
the claimput forward is not acceptabl e under

Article 123(2) EPC, and the Board cannot see its way to
using this principle to allow the addition of subject-
matter outside the anbit of Rule 28 EPC, which
subject-matter is not fairly based on the origina
appl i cation.

The appellant relies on decision J 0008/87 of

30 Novenber 1987 (QJ EPO 1989, 009) to support the
application of the principle of legitimte expectations
to this case. This decision, whose rationale has now
been di sapproved of by the Enlarged Board in its

deci sion G 0002/93, was not published until sone

ei ghteen nonths after the filing date of the present
application, too late to have been the cause of any

m sunder st andi ng. Not even any principle that

2773.D
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applicants in simlarly exceptional situations should
be treated equally favourably, assists the appell ant
here. The applicant concerned in decision J 0008/87 had
provi ded the accessi on nunber only two nont hs out of
time, and there was a single deposit clearly correl ated
with the description. Here the case is nmuch worse, in
that the appellant is seeking to introduce nmany years
after the application date a reference to deposited
material in a formnot permtted by Rule 28 EPC. This
is not sonething the Board can find any justification
for, whether by reliance on the principle of legitimte

expectations or otherw se.

The Board accordingly finds that the main request does
not conply with Article 123(2) EPC

First auxiliary request

Article 123(2) EPC

Claim1l of this request is restricted as agai nst
Claim1l of the main request to |ive attenuated
hepatitis A virus conposition derived from uncl oned HV
175 hepatitis virus deposited at the American Type
Culture Collection. However, as already stated in
connection with Claiml1l of the nmain request, there is
no cl ear and unanbi guous di sclosure in the application
as originally filed that it was this material which was
deposited. For the reasons stated above in connection
wth the main request, neither Rule 28 EPC nor the
principle of legitimte expectations can serve to make
this added subject-nmatter acceptable. The Board finds

that the auxiliary request contravenes Article 123(2)

2773.D
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EPC and is not allowable, and that the appeal nust be
di sm ssed.

Article 83 EPC

2773.D Y
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In view of the quantity of evidence filed the Board
woul d remark that the requests were considered
unaccept abl e al so under Article 83 EPC, and whereas

del etions of the added subject-matter referring to
speci fic material having been deposited at the ATCC
could have avoided the Article 123(2) EPC objection,

t he objection under Article 83 EPC woul d have renmai ned.
The cl ai ned subj ect-matter cannot benefit fromthe
provision of Rule 28(1) that deposited material is

di scl osed for the purposes of Article 83 EPC. The

evi dence shows that the subject-matter of the
respective clains 1 was not in fact available to the
public at the filing date of the application. Wthout

t he benefit of the deemi ng provision of Rule 28(1) EPC
for duly deposited and tinmely identified biological
material, the invention as clainmed was not disclosed in
a sufficiently conplete manner to be carried out by a
person skilled in the art. The Board wholly agrees with
the coment by the Enlarged Board in its decision

G 0002/93 that indication of the file nunber (accession
nunber) is substantive because it is instrunental in
enabling a person skilled in the art to carry out the
invention. If Rule 28 EPC is not conplied with, there
can be no deened conpliance with the provisions of
Article 83 EPC for deposited material. This deened
conpliance is a special privilege conferred by

Rul e 28(1) EPC only on correctly and tinely identified

deposited material .
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For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r woman:

D. Spigarelli

2773.D
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