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Summary of Facts and Submissions
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Eur opean patent application No. 86 102 544.3 filed on
27 February 1986 and published under No. O 194 517 was
refused by the Exam ning Division in a decision dated
23 Cctober 1989. The refusal was based on Clains 1 to 8
filed with the letter of 24 August 1989.

The reason given for the refusal was that the nethod
according to Claim1l conprised a surgical step and was
t herefore excluded from patentability under

Article 52(4) EPC. In addition, the objection was

rai sed that the subject-matter of independent Cl ains 6
and 7 relating to m crospheres | acked novelty.
Furthernore, the Exam ning Division held that the
application, in particular independent Clains 1 and 8,
of fended agai nst Article 82 EPCin that it |acked unity
of invention.

A Notice of Appeal was filed against this decision on
19 Decenber 1989. The appeal fee was paid on the sane
date. The Statenent of G ounds was received on

12 February 1990.

Fol l owi ng a tel ephone conversation between the
Appel l ant' s Representative and the Rapporteur, the
Appel lant filed an anmended set of Clains 1 to 8 with
its letter of 13 July 1993.

Claiml of this set is identical with Caim21 on which
the refusal was based. Clains 2 to 8 are dependent on
this method claim
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Caim1l reads as foll ows:

"A nethod for neasuring bloodflowto a specific tissue
of an animal conprising the steps of:

(a) introducing mcrospheres into the bl ood stream of
an experinmental aninmal, said mcrospheres having a
size to flow through the circulatory system of the
animal so that they can disperse in the bl ood
vessels but of size sufficient to becone trapped
in the capillaries of the tissue and being non-
radi oactively | abeled with col oured dyes or by
| i nkage to enzynes;

(b) determning the nunber of m crospheres in a known
volume of said animal's bl ood after introduction;

(c) sacrificing said animal and recovering a portion
of said animal's tissue;

(d) determ ning the nunber of m crospheres present in
a known sanple size of said tissue by counting;

(e) calculating blood flowto said tissue fromthe
results of said determ nation.”

The Appel |l ant requested that the decision under appeal
be set aside and a patent be granted on the basis of

t he amended set of clains. In addition, reinbursenent
of the appeal fee was requested.
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Reasons for the Decision

1
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The appeal is adm ssible.

Interpretation of Article 52(4) EPC - Exclusion of
Methods for Surgical Treatment

Article 52(4) EPC

Article 52(4) EPC states that "nethods for treatnent of
t he human or animal body by surgery or therapy and

di agnostic nmethods practised on the human or ani ma
body shall not be regarded as inventions which are
suscepti bl e of industrial application within the
meani ng of paragraph 1". Such nethods are thus defined
as not being susceptible of industrial application.

It directly follows fromthis statenent in conbi nation
with Article 52(1) EPC that European patents shall not
be granted for such surgical, therapeutical and

di agnostic nmethods, irrespective of whether or not

t hese nethods are, in fact, susceptible of industrial
appl i cation.

In any case, there is general agreenent that treatnents
may only be excluded frompatentability if they are
carried out on a living human or ani mal body.

When interpreting Article 52(4) EPC, it is decisive to
know what is to be understood, in the nedical and |egal
usage of the | anguage, by the expression "treatnent of
t he human or ani mal body by surgery". Therefore, the
terns "treatnment”, "surgery" and "treatnment by surgery"
wi ||l be discussed in the foll ow ng paragraphs.
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The term "treat nent"

According to G Schwalm "Chirurgie und Recht - heute"
in "Chirurgie der Gegenwart”, ed. R Zenker et al.
Vol. 1 "Allgeneine Chirurgie", U ban & Schwarzenberg,
Minchen- Wen-Bal ti nore, 1980, pages 1 to 42, in
particul ar pages 4 to 8, the term"nedical treatnent”
means any non-insignificant intentional physical or
psychic intervention perforned directly or indirectly
by one human being - who need not necessarily be a
medi cal practitioner - on another (or, by anal ogy, on
ani mal s) using neans or nethods of nedical science.

The term"treatnent” as used in Article 52(4) EPC and
in Schwalms article is not restricted to nethods
serving a direct therapeutic (including prophylactic)
purpose. (The latter purpose is introduced by the
express reference to "therapy” in Article 52(4) EPC.)
According to the above definition (see pages 6 to 8 of
Schwal mM's article), the term"nedical treatnent” may
al so include treatnents for other, non-curative

pur poses such as cosnetic treatnent, the term nation of
pregnancy, castration, sterilisation, artificial

i nsem nation, enbryo transplants, treatnents for
experinmental and research purposes and the renoval of
organs, skin or bone marrow froma |iving donor.

It is clear that the general termenbraces a variety of
possibilities including some which have been recogni sed
as patentable, e.g. cosnetic treatnent with substances
(cf. T 36/83, QJ EPO 1986, 295 and T 144/83, QJ EPO
1986, 301). It is therefore necessary to consider the
specific characteristics of the further relevant term
inthe Article, i.e. "surgery", as such.
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The term "surgery”

The Cuidelines for Exam nation in the European Patent
Ofice (cf. CI1V, 4.3) state that the term "surgery"
defines the nature of the treatnment rather than its
pur pose. This may, however, not be true in all cases
(cf. point 2.5.2 bel ow).

According to the "International Dictionary of Medicine
and Biology", Vol. Ill, John Wley & Sons, 1986,

page 2762, the term"surgery" neans "that branch of the
art, science, and practice of nedicine that deals with
t he di agnosis and correction of bodily defects
resulting frominjury or disease and the relief of
suffering by manual and instrunental procedures”. This
term even conprises "closed surgery" which, according
to said dictionary, neans the "mani pul ati on of a part,
organ, or tissue w thout making a skin incision".

Simlarly, the "Brockhaus Enzykl opadi e" (19th edn.

Vol . 4, 1987, page 520) defines "surgery" as the branch
of medi cine concerned with the healing of disease,
accidental injury or bodily defects by operating on the
living body - including both conservative (non-

i nvasi ve) procedures such as repositioning, and the far
nor e nunerous operative (invasive) procedures using
instrunments (cf. also "Roche Lexi kon Medi zi n",

3rd edn., Urban & Schwarzenberg, Minchen-W en-
Bal ti nmore, 1993, page 274).

"Chirurgie" (= "Surgery"), a paperback by

M Reifferscheid and S. Weller (8th edn., Georg Thiene
Verlag Stuttgart-New York 1989, pages 131 and 132),
defines an operation as direct or indirect treatnent of
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any kind perfornmed on the structure of an organism -

i ncl udi ng endoscopy, puncture, injection, excision, and
opening of the bodily cavities. Catheter insertion is
al so considered as an intensive surgical technique (cf.
page 170).

This inclusion of endoscopy, puncture, injection,
excision and catheterisation in the definition of
"surgical interventions” is also consistent with the
definition of "chirurgie" given in the French
dictionary "Le Grand Robert de |a Langue Francaise",
Vol . 11, 1985, pages 577 and 578.

The term "treatnment by surgery"” or "surgical treatnent”

The reference to healing in some of the preceding
definitions of the term"surgery" appears to be
inconsistent with the fact that, in today's nedical and
| egal linguistic usage, the non-curative treatnents
menti oned at the end of paragraph 2.2 above are, if
carried out by surgery, regarded as surgica

treatnments. Sone of these treatnents were considered in
national case law and led to their exclusion from
patentability (cf. R Mufang, "Medizinische Verfahren
imPatentrecht”, GRUR Int. 1992, pages 10 to 24, in
particul ar page 19; English version published in I1C,
Vol . 24, No. 1/1993, pages 18 to 49). Apparently, the
term"treatnment by surgery" has undergone a change in
meani ng i nsofar as it nowadays nmay al so conprise
particular treatnments which are not directed to the
heal th of the human or ani mal body.

The present application
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Claim 1l of the present application relates to a nethod
for measuring blood flowto a specific tissue of an
experinmental animal, i.e. to a nedical treatment for
experimental purposes. The feature of Caim 1, whereby
m crospheres are introduced into the bl ood stream of

t he experinental animal, involves injecting |abelled

m crospheres into the left atriumof the animl (cf.
page 6, second paragraph and page 15, fourth paragraph
of the description) and inserting a fenoral artery
catheter (cf. page 26, Exanple 9 of the description).

In the light of points 2.2 and 2.3 above, these steps
represent a surgical treatnment. Normally, the presence
of a surgical step in a multi-step nethod for treatnent
of the human or ani mal body confers a surgical
character on that nethod.

However, in the present case, the clainmed nethod, when
considered inits entirety, cannot be regarded as a
nmet hod for treatnent of an animal by surgery for the
foll owi ng reason

Al though the term"surgical treatnent” is not
restricted to a treatnment serving a curative purpose
(cf. points 2.2 to 2.4 above), the distinction between
surgi cal and non-surgical procedures cannot be so
broadly drawn that "surgical treatnment” includes any
kind of manual or instrunmental intervention by one
human being on another, or on an animal. Cearly, the
guillotining of people, or the slaughter of animals, is
not a formof surgical treatnent (indeed, nethods for
t he slaughter of animals have traditionally been

consi dered patentable). In the Board' s view, nethods
consciously ending in the | aboratory aninmal's death
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(cf. feature (c) of Caiml) are not in their nature
nmet hods of surgical treatnent, even if some of the
steps they involve may have a surgical character

In other words, the semantic change in the term nol ogy
mentioned in point 2.4 above cannot extend so far that
t he opposite of the original neaning falls withinits
scope, i.e. that a nethod involving the deliberate
killing of the |aboratory animal should represent a
surgical treatnent.

It appears that the matter of such and simlar
destructive purposes was di scussed in the preparatory
stage of the European Patent Convention (cf. docunent
BR/ 177/ 72 dated 13 April 1972, page 6, point 9d),
published in "Historical Docunentation (Travaux
préparatoires) relating to the European Patent
Convention", Vol. 13D, Munich 1982). It was agreed that
t hese nethods were not to be excluded from
patentability and that, however, there was no need to
expressly nention this in the Article.

Hence, a nethod which includes a surgical step
practised on a living | aboratory animal and, in
addition, a step of sacrificing said aninmal, which step
is al so necessary to carry out the method, cannot be
regarded in its entirety as a nethod for treatnent of
the animal by surgery in the sense of Article 52(4)

EPC.

For the sanme reason, the clai ned net hod does not
constitute a diagnostic nethod either, since the anim
body on which it is practised does not survive. Again
t he purpose of diagnosis as a nethod cannot be the
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killing of the animal involved. This is also in line
with the general inpression that the non-industrial
character of the various kinds of nedical treatnments
covered in Article 52(4) EPC was intended to reflect
the fact that the primary purpose was to achi eve an
i nproved state of the health of the human or ani ma
body and not the destruction of the organi sm

2.7 The nethod according to aim1l therefore does not
bel ong to those net hods excluded from patent protection
under Article 52(4) EPC

3. O her consi derations

Since Cains 2 to 8 are dependent on Claim1l, no
objection under Article 82 EPC ari ses agai nst these
claims. However, the expression "for preparing

m crospheres of clains 6 or 7" in Caim@8, second and
third line, is to be del eted.

The present set of clains no |onger conprises a claim
which relates to m crospheres as such and whi ch was
consi dered not novel by the first instance.

It appears fromthe content of the file that no search
has yet been carried out on the subject-matter of
Claim1, since no docunment was cited which discloses
the prior art mentioned on pages 3 and 4 of the
description of the application. The case is therefore
remtted to the first instance for further prosecution
(Article 111 EPC).

4. Reimbursement

0914.D Y A
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As to the Appellant's request for reinbursenment of the
appeal fee, the Board takes the foll ow ng position.

The Appellant did not request oral proceedi ngs before
t he Exam ning Division but instead asked only for an
interview. Therefore, no contravention of

Article 116(1) EPC as all eged by the Appellant can be
recogni sed.

Furthernore, the decision to refuse the application was
based on the ground of Article 52(4) EPC (cf.

point I1.1 of the refusal) on which the Appellant had
an opportunity to present its coments. The additional
obj ections under Articles 82 and 52(1) EPC concerni ng
lack of unity and novelty were raised in the decision
in order to draw the Appellant's attention to the fact
that, as a further point, the application m ght not
nmeet the requirenents of the Convention in these
respects. The decision thus does not contravene
Article 113(1) EPC either.

Hence, in the absence of a substantial procedural
vi ol ation, reinbursenent of the appeal fee cannot be
ordered (cf. Rule 67 EPC).
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Order

For these reasons, i1t i1s decided that:

1. The deci sion under appeal is set aside.

2. The case is remtted to the first instance for further
prosecution on the basis of the clains filed on 13 July

1993.

3. The request for reinbursement of the appeal fee is
rej ect ed.

The Regi strar: The Chai r man:

S. Fabi ani G Szabo
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