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Summary of Facts and Subm ssi ons

1170.D

Eur opean patent application No. 00 937 086. 7 published
as WO 00/ 74693 with the title "Immunity generation” was
filed with 12 clains reading as foll ows:

"1. A nethod for the manufacture of a nedi cament for

i mmunity generation and/or treatnent and/or prevention
of allergies, which nethod includes the use of insect
ti ssues and/or larval fornms and derivatives of

i nsects."”

"2. A nedicanent for the provision of imunity to
bacterial and viral disease and/or allergies and/or
tumours, said medi canment conprising insect tissues

and/or larval fornms and derivatives of insects."

"3. Anedicanent as claimed in Caim2, whichis in a
formwhich permts its ingestion, digestion and

assim |l ation."”

"4, A nedicanent as clainmed in Caim2, whichis in a
formwhich permts its injection into the subject to
whi ch or whomthe immunity is to be given."

"5. A nedicanent as claimed in Caim2, whichis in a
formwhich permts its absorption transcutaneously."”

"6. A nethod of recycling biological waste which

i ncludes the use of insects, including |arval and other
life forms, to produce either a nedi canent having

i mmuni ty-generating properties or a food source which
has i mmuni ty-generating properties.”



1170.D

-2 - T 0173/ 06

"7. A nmethod as clained in daim®6, in which the

bi ol ogi cal waste is or includes sewage."

"8. A nethod as clained in daim®6, in which the

bi ol ogi cal waste is or includes animal offal."

"9. Anethod as clained in Caim®6, in which the
recycling of the biological waste material is effected
on land which is enriched by the recycling process."

"10. A method of producing a food source which includes
the use of insects and their |arvae which act as
carriers providing i munity generation as well as
protein, energy and biologically active benefici al

materials."”

"11. A method of raising chickens, which includes
feeding the chickens on the food source produced by the
nmet hod of C aim 10."

"12. A method of pronoting the growth of plants in soi
and increasing the resistance of the plants to fungal
attack, which includes the addition of the end product
of the method of Claim6 to the soil."

Wth the letter dated 7 February 2004 the applicant
filed newclainms 1 to 5:

"1. A nethod for the manufacture of a nedi cament for
immunity generation and/or treatnent and/or prevention
of allergies, which nethod includes the use of insect
ti ssues and/or larval forms and derivatives of insects,
characterised in that the insects have been fed on a

f ood containi ng pat hogens."
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"2. A nethod as clained in Caim1, characterised in
t hat the food containing pathogens is biological
waste. "

"3. Anethod as clained in Caim1, characterised in
that the larval fornms of insects are naggots."

"4. A nedi canent made by the nmethod clainmed in any one
of the preceding clains."

"5. A nethod of raising chickens, which includes
feeding the chickens on the nedicanent of Claim4."

L1, In an official letter dated 18 Cctober 2004, the
exam ning division raised the objection that the newy
filed clains were not adm ssible under Rule 86(4) EPC
because (i) they related to unsearched subject-matter
and (ii) they did not conbine with the originally
cl aimed and searched invention to form a general
inventive concept. This letter also referred to the
communi cation of 16 June 2003. This comuni cation
stated that clains 1 to 4 related to subject-matter
whi ch was neither new nor inventive over D5 and/or De6.
In addition claim5 was a nethod for the treatnent of
t he human body and hence unal | owabl e under Article 52(4)
EPC. Even if claim5 was properly reformul ated as a
"second nedical use", then it would not be inventive.

| V. Wth a decision dated 29 August 2005, the application

was refused according to Article 97(1) in conjunction
with Rule 86(4) EPC.

1170.D
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V. The appel l ant (applicant) | odged an appeal against this
deci si on.
\Y/ Oral proceedings were held on 10 August 2006, during

whi ch the appellant filed newclainms 1 to 4:

"1l. A nethod for the manufacture of a nedi cament for

i mmuni ty generation, which nmethod includes the use of
insect tissues and/or larval fornms and derivatives of

i nsects, characterised in that the insects have been
fed on a food containing pathogens to induce the
production in the insects of peptides corresponding to
a specific inmune response.”

"2. A nethod as clained in Caim1, characterised in
that the larval formof insects are maggots."

"3. A nedicanent made by the nethod clained in either
of the preceding clains."

"4. A nmethod of raising chickens, which includes
feedi ng the chickens on the nedicanent of Claim3."

VI, The follow ng docunments are cited in the present
deci si on:
Dl DE- A- 195 43 513;
D2 DE- A-42 11 745;
D3 DE- A-41 11 782;
D4 US- A-4 405 602;

1170.D
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DE- A-36 11 791,

US- A-3 814 057;

GB- A-874 297,

EP-A-1 006 124.

The appel lant's argunents were essentially as foll ows:

Article 123(2) EPC

New claim 1l was based on claim1l as filed with the
additional feature "the insects have been fed on a
food contai ning pathogens, to induce the production
in the insects of peptides corresponding to a
specific i mmune response”. This feature was based on
page 5, second paragraph of the published WO
appl i cation.

Unsearched subject-matter (Rule 86(4) EPC)

According to decisions T 708/ 00 dated 5 Decenber
2003 and T 274/03 dated the 8 July 2004, anended
clainms could only be refused on the basis of

Rule 86(4) EPC if the subject matter of the clains
as originally filed and that of the anended cl ai ns
was such that, had all clains originally been filed
together, a further search fee would have been
payabl e. However, this was not the case.
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Novel ty

- Caim1l1l was in the formof a second/further nedical
use of an "insect tissues and/or larval forns and
derivatives of insects" for making a nedi canment for
"immunity generation”. The mechani sm by which
"immunity generation” was achi eved according to
claiml was one wherein "the insects have been fed
on a food containing pathogens, to induce the
production in the insects of peptides correspondi ng
to a specific i mmune response”. None of the cited
docunents di scl osed the above feature.

I X. The appel | ant requested that the decision under appeal
be set aside and that the case be remtted to the
departnment of first instance for further prosecution.

Reasons for the Decision

Article 123(2) EPC

1. New claim1l is based on claiml1 as filed with the
feature "the insects have been fed on a food containi ng
pat hogens to i nduce the production in the insects of
pepti des corresponding to a specific inmune response”.
This feature can be found on page 5, second paragraph
of the published WO application
Claim2 is based on page 6, second full paragraph.
Claim3 is based on page 1, under "Summary of the
I nvention". Claim4 is based on claim 1l as fil ed.
Therefore, new clains 1-4 do not infringe Article 123(2)
EPC.

1170.D
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Unsearched subject-matter (Rule 86(4) EPC)

1170.D

The exam ning division refused the application
according to Article 97(1) in conjunction with

Rul e 86(4) EPC because clainmns 1 to 5 filed with the
letter of 7 February 2004 (i) related to unsearched
subject-matter and (ii) did not conbine with the
originally clainmed and searched invention to forma
general inventive concept (lack of unity), the latter
deficiency being the second condition which had also to
be fulfilled for anended clains to be rejected under

Rul e 86(4) EPC.

As regards objection (i) above (unsearched subject-
matter), the exam ning division considered that the
subject matter of the above nmentioned clains 1 to 5 was
not cl ainmed as such in the original application because
t he met hods and nedi canents according to original
claims 1 to 5, 9 and 10 did not conprise the feature
that the insects had to be fed with contam nated
materi al .

However, clains 1 to 5 filed with the letter dated

7 February 2004 underlying the decision under appeal,
whi ch conprise the feature that "the insects have been
fed on a food containing pathogens" represented a nore
restricted version of the searched clains devoid of
said feature. This has been acknow edged by the

exam ning division in paragraph 1.1; of its

conmuni cation dated 18 COctober 2004. Thus a search for
any docunents disclosing a relationship between, on the
one hand, insect tissues and/or |arval fornms and
derivatives of insects and, on the other hand, immunity

generation woul d al so have returned docunents
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di sclosing tissues and/or larval forns and derivatives
of insects "fed on a food containing pathogens" for
generation of immunity. It is not apparent why the
search exam ner shoul d have overl ooked/ di scarded such
docunents, all the nore so as the application as filed
(see in particular claim?2, page 5, lines 1-3 and the
long |list of pathogens on pages 10-13) suggested that
the "inmmunity" referred to in all the clains as filed
had to be directed against virus and bacteri a.

This board's view is supported by the fact that the
search report indeed cites (inter alia) document D5,

di scl osing tissues and/or larval forns and derivatives
of insects possibly "fed on a food cont ai ni ng

pat hogens" for generation of inmunity (see points 14
and 15 infra). In conclusion, clains 1 to 5 filed with
the letter dated 7 February 2004 and conprising the
feature that "the insects have been fed on a food
cont ai ni ng pat hogens" could not relate to "unsearched
subj ect matter".

The conclusion arrived at by the board under point 5
supra extends to the now claimed subject-matter, which
al so includes the feature "the insects have been fed on
a food containi ng pathogens".

In connection with objection (ii) above (lack of unity
of invention of the amended clains with the originally
cl aimed and searched invention), the exam ning division
consi dered that "the common concept |inking the

numer ous aspects of the application (e.g., the general
use of untreated insects |arvae/tissues or derivatives
(a) for preparing nedicanments, including their use to
generate immnity or for treating allergy, (b) as food
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sources, or (c) for recycling biological waste) was
al ready known fromthe state of the art" (i.e.
docunents D1 to D7).

To determ ne whether or not there is unity of invention
requires as a precondition an analysis of the technical
probl em or probl ens underlying the respective groups of
i nventions (see decision W11/89, QJ EPO 1993, 225,
fol |l owed by numerous decisions including e.g. decision
W6/91 of 3 April 1992; decision W8/94 of 21 Novenber
94; decision W6/97 of 18 Septenber 1997 and deci sion
W17/ 03 of 20 Septenber 2004).

However, there is no discussion in the appeal ed

deci sion of either the technical problemor problens
underlying the respective groups of inventions. Nor is
there any discussion as to why the subject-matter of
claims 1 to 5 filed with the letter dated 7 February
2004 differed fromthat of the searched clains.
Therefore the appeal ed decision fails to fulfil the
requi renent of Rule 68(2) EPC that decisions of the EPO
shal | be reasoned.

Mor eover, the exam ning division apparently did not pay
any attention to the fact that all the independent
clainms as filed, including those relating to "recycling
of bi ol ogical wastes"” and "producing a food source"
relied on the common feature of generating "immunity"
(for independent claim12: "resistance of the plants to
fungal attack"), which was the idea behind the present
application (see also the title: "lInmunity generation").
Nor has the exam ning division noted that imunity
generation was al so the biol ogical effect to be

achi eved according to clains 1 to 5 underlying the
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deci si on under appeal. Therefore, the board does not
adhere to the view of the exam ning division that the
amended clains | acked unity with the originally clained

and searched i nventi on.

The appellant filed at the oral proceedings before the
board new clains 1 to 4 in replacenent of any previous
clainms (see paragraph VI supra). It is the board' s view
t hat the objections of lack of unity raised against the
originally clainmed and searched invention for the sane
reasons given above do not apply to these clains either
because i mmunity generation is also the biological
effect to be achieved according to present clains 1 to
4.

Caimlis in the formof a second/further nedical use
of "insect tissues and/or larval forns and derivatives
of insects" for making a nedicanment for "imunity
generation". The nmechani sm by which "immunity
generation" is achieved according to claiml is one
wherein "the insects have been fed on a food contai ning
pat hogens, to induce the production in the insects of
pepti des corresponding to a specific inmune response”.
The relevant issue is whether or not this use rel ates
to a novel nedical use in the sense of decision G 5/83
(QJ 1985, 064).

Documents D1, D2, D3, D4, D6 and D7

13.

1170.D

Docunment D1 (see columm 1, lines 20-27) discloses a
medi cament obtained fromnosquito saliva (a "derivative
of insects") for killing human i mmunodefi ci ency virus
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(HV), not for "imunity generation". Docunent D2 (see
colum 1, lines 24-29) discloses the use of propolis,
i.e., a natural resin fromwounded trees, not a
"derivative of insects" (in spite of its being
col l ected by bees) as a nedicanent for inhibiting the
rel ease of inflammtory medi ators. Docunent D3 (see
colum 1, lines 9-17) describes a solution in ethanol
of "Bienenkittharz", i.e., propolis, for use as an oral
i mmunosti nul ati ng agent. Docunent D4 (see columm 1,
line 6 and colum 3, line 39) is concerned with a
product prepared from bee |arvae for use in human
nouri shnment and as poultry food. Docunent D6 (see
colum 2, lines 21-25) relates to a product made from
fly pupae and its use for feeding chicks and hens.
Docunent D7 (see page 1, line 20) discloses a product
conprising dried insects (a "derivative of insects")
and its use to feed birds. These docunents thus do not
di sclose the relationship stated in present claim1l
bet ween "insect tissues and/or larval forns and
derivatives of insects" and "immunity generation", |et
alone the feature that "inmunity generation"” is
achieved via induction of the production in the insects
fed on a food containing pathogens of peptides
corresponding to a specific inmune response.

14. I n conclusion, the use of "insect tissues and/or |arval
fornms and derivatives of insects" as clained in claim1l
is not anticipated by any of the disclosures of
docunents D1, D2, D3, D4, D6 or Dv.

Docunent D5

15. Thi s document di scl oses insect tissues and/or |arval

1170.D

forns and derivatives of insects in the context of the
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generation of an inmune response (see colum 2, lines
31 to 34). However, it cannot be directly und

unanbi guousl y derived fromthe passage in colum 2,
lines 31 to 34 that imunity generation ("gunstig das
| munsystem .. beei nflussen”) is achieved via induction
in the insects fed on a food containi ng pathogens of

t he production of peptides corresponding to a specific
i mmune response. This is because the skilled person
reading colum 2, lines 31 to 34 of docunent D5 is not
taught whether this imunity generation follows from

t he mechanismstated in claim1 or it is the
consequence of e.g., a better food, which made the
animal s healthier and thus nore resistant to pathogen
attacks. Even assuming that the presence of pathogens
is inplicitly disclosed in docunent D5 in view of the
i nevitable presence in any waste of degradating
bacteria, no conclusion can be derived either from
docunent D5 as to whether the imune response is
specific for a given pathogen, as required by present
claim1. In sunmary, docunent D5 does not directly and
unanbi guously di scl oses the further nedical use of
"insect tissues and/or larval forns and derivatives of

i nsects" according to present claiml.

Docunent D8

16.

1170.D

Thi s docunent representing prior art in the sense of
Article 54(3) EPC al so discloses insect derivatives in
t he context of the generation of an i mune response.
However, imunity generation takes place according to
docunent D8 via the activation of natural killer cells
able to non-specifically kill malignant or virus-
infected cells (see page 3, paragraph [0024]).

Exanpl e 3 indeed (see page 6, lines 33-34) shows the
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killing of hepatoma and K562 cancer cells by these
natural killer cells. But docunent D8 does not directly
and unanbi guousl y di scl ose the further nedical use of
present claim 1, according to which inmunity generation
occurs because "the insects have been fed on food
cont ai ni ng pat hogen, to induce the production in the

i nsects of peptides corresponding to a specific inmmne

response.”

I n conclusion, the nedical use of "insect tissues
and/or larval forms and derivatives of insects" as
claimed in claiml is also not anticipated by any of
t he di scl osures of docunments D5 or D8.

| nventive step

18.

1170.D

The exam ning division al so appears to have rejected

t he application on the basis that claim5 was not

i nventive over D5 and/or D6. The discussion of this

i ssue in paragraphs 5.1 and 5.2 of the decision

i ndicates that the exam ning division has in fact found
that claim5 was not novel over D5 or D6 as it found
that D5 or D6 "...anticipates both the novelty and the

inventive step of...present claimb5" (enphasis added).
In addition to the curious concatenation of
"anticipates” with "inventive step", there is no hint
of any application of the probl em sol ution approach, or
i ndeed of any system c approach, to the question of
inventive step. Thus as to the issue of inventive step
t he exam ning division has sinply stated a concl usi on
wi t hout reasoning. It has thus again failed to fulfi
the requirenent of Rule 68(2) EPC that decisions be
reasoned. G ven that the clains before the board differ
fromthose before the exam ning division and given the
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conpl ete lack of any reasoned decision by the exam ning
division on inventive step, the board will not consider

t he issue any further.

Rem ttal

19.

1170.D

The present application was rejected for reasons of
non-conpliance with Rule 86(4) EPC and was based on
clainms different fromthe clains presently on file. For
t he purpose of the present decision the board has

al ready exam ned the clains as to whether or not they
fulfil the requirenments of Articles 123(2) and 54 EPC
(see points 1 and 12 to 17 above), but, in order not to
deprive the applicant of his right to have his

i nvention exam ned by two instances, and in accordance
with the established jurisprudence of the boards of
appeal, the board uses its discretion under

Article 111(1), second sentence, EPC, and remts the
case to the first instance for further prosecution to
consider the remaining issues. In particular, the board
observes that the present application contains no

wor ked exanpl e showi ng that inmunity generation
actually takes place by follow ng the technical
information provided by the application. Therefore the
i ssue of whether or not the application satisfies the
requirenments of Article 83 EPC will inter alia need to
be dealt with. In addition the first instance will need
to carry a proper analysis of whether or not the clains
satisfy the requirenents of Article 56 EPC
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Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The case is remtted to the departnent of first
instance for further prosecution on the basis of
clainmsl to 4 of the main request filed at the oral
pr oceedi ngs.

The Regi strar: Chair:

P. Crenona U M Kinkel dey
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