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Headnot e:

1. The expression "di agnostic nethods practised on the
human or ani mal body" in Article 52(4) EPC or the
equi val ent expressions "D agnosti zi erverfahren, die
am nmenschl i chen oder tierischen Korper vorgenomren
wer den" and "nmét hodes de di agnostic appliquées au
corps humain ou animal™ in the other two officia
| anguages shoul d not be considered to relate to
met hods containing all the steps involved in reaching
a nedi cal di agnosis.

2. According to the principle, well-established in the
case | aw of the Boards of Appeal, that the EPC has to
be interpreted in good faith in accordance with the
ordi nary nmeaning to be given to the terns of the
treaty in their context (Article 31(1) Vienna
Convention on the Law of Treaties), Article 52(4) EPC
is nmeant to exclude from patent protection al
met hods practised on the human or ani mal body which
relate to diagnosis or which are of value for the
pur poses of diagnosis.

3. A step of iontophoretically sanpling a substance from
the living human or ani mal body for diagnostic
pur poses has to be considered a diagnostic nethod
within the neaning of Article 52(4) EPC
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Summary of Facts and Submn ssions

1605.D

Eur opean patent application No. 95 924 591.1
(publication No. 0 766 577) was refused by a deci sion
of the exam ni ng division dispatched on 25 August 1999
on the ground that the subject-matter of claim11 then
on file was excluded from patentability under

Article 52(4) EPC.

The appel | ant | odged an appeal agai nst the decision on
15 Septenber 1999 and paid the prescribed fee on the
sanme day. The notice of appeal also included the
statenent of grounds of appeal.

In oral proceedings held on 3 August 2000 at the
request of the appellant, the pertinence of

Article 52(4) EPC to the nmethod clains on file as well
as sone aspects of lack of clarity (Article 84 EPQ
were di scussed. At the end of the oral proceedings, the
appel | ant was given the opportunity to file further
subm ssi ons and new requests so that a decision of the
Board coul d concentrate on the issue of Article 52(4)
EPC.

The di scussi on was continued in second oral proceedi ngs
hel d on 27 March 2001 and concentrated on the aspects
of whether the subject-matter of the nethod

clainms constituted a diagnhostic nethod perforned on the
human or ani mal body or a treatnent by surgery. At the
end of the oral proceedings the proceedi ngs were

cl osed.

The appel | ant requested that the decision under appea
be set aside and the case remtted to the exam ning
di vision for exam nation on the basis of the follow ng
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docunent s:

Mai n request

d ai ns: 1to 35 filed on 5 Cctober 2000:;

Descri ption: pages 7 to 10, 12, 14, 15, 17, 18, 20,
23 to 30 as published,
pages 16 and 22 filed on 7 January 1997,
pages 13, 19 and 21 filed on 17 May
1999; pages 1 to 4, 11 filed on 4 July
2000; and page 6 filed on 5 Cctober
2000. Page 5 as published has been
del et ed.

Dr awi ngs: sheets 1/11 to 11/11 as publi shed.

First auxiliary request

Clainms 1 to 35 filed on 5 Cctober 2000 with the
description and Figures as for the main request.

Second auxiliary request

Clains 1 to 27 filed in the oral proceedi ngs on

27 March 2001 with the description and Figures as for
the mai n request.

Third auxiliary request

Claims 1 to 15 filed on 5 Cctober 2000 as then second

auxiliary request with the description and Figures as
for the main request.
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\Y/ | ndependent claim1 of the main request reads as
fol | ows:

"1l. A nethod of sanpling a substance or substance
metabolite froma human or an ani mal body and anal ysi ng
the concentration of the substance or substance

met abolite, which conprises the steps of:

(a) placing at |east one sanpling chanber at a
collection site on a surface tissue of the human
or ani mal body,

(b) extracting the substance or substance netabolite
through the surface tissue into the sanpling
chanber by conducting electrical current through
the tissue in a first polarity between two
el ectrodes in electrical contact wwth the surface
tissue, at |east one of the electrodes being in
el ectrical contact wwth the surface tissue at or
adj acent to the sanpling chanber collection site,

(c) analysing the sanpling chanber for the
concentration of the substance or a substance
met abol i t e,

(d) reversing polarity to apply electrical current
between the two el ectrodes in a second polarity to
reverse reactions caused by the electrical current
inthe first polarity, and

(e) repeating steps b) to d)."

Furt her independent clains 21 and 33 of the main

request are directed to an iontophoretic sanpling

1605.D Y A
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devi ce and a substance nonitor, respectively.

Caiml of the first auxiliary request corresponds to
claiml of the main request and is specifically
directed to the sanpling of glucose or a glucose
netabolite by extracting the glucose or glucose

nmet abolite through the skin by el ectrodes which do not
penetrate into or beneath the skin and by anal ysing the
concentration of the glucose or glucose netabolite.

Claim1 of the second auxiliary request is based on
claim1l of the first auxiliary request, step (c)

t hereof, nanely anal ysing the sanpling chanber for the
concentration of the glucose or glucose netabolite,
bei ng del et ed.

The third auxiliary request conprises only device
cl ai ns.

As regards the question whether the nethod cl ai ns of
the main request and the first and second auxiliary
requests are to be considered as constituting a

di agnostic nethod practised on the human or ani mal body
within the neaning of Article 52(4) EPC, the
appel l ant's subm ssions may be summari sed as fol | ows:

An exclusion clause, such as Article 52(4), first
sentence, EPC, had to be narrowy construed (cf. for
i nstance T 385/86 (QJ EPO 1988, 308), headnote 3 and
point 3.2 of the reasons).

The case | aw was cl ear and consi stent on what woul d
qualify as a nmethod of diagnosis. A pertinent decision
in this respect was T 385/86 supra, which had been



1605.D

- 5 - T 0964/ 99

wi dely accepted and confirnmed in subsequent decisions T
83/ 87, T 400/87 and T 530/93 (not published in QI EPO.
According to T 385/86 (cf. points 3.2, 3.3 and 3.4.1 of
the reasons), "the only diagnostic nethods to be
excluded from patent protection are those whose results
i medi ately make it possible to decide on a particul ar
course of nedical treatnent. This neans that to answer
t he question whether a nmethod is a diagnostic nethod
for the purposes of Article 52(4), first sentence, it
IS necessary to ascertain whether the nethod clai ned
contains all the steps involved in reaching a nedica

di agnosi s. Methods providing only interimresults are

t hus not diagnostic nethods in the neaning of

Article 52(4), first sentence, even if they can be
utilised in nmaking a diagnosis." D agnosis was found to
conprise the phase of recording the case history,
exam ni ng and data gat hering phases, the phase of
conparing the data with normal val ues and recordi ng any
significant deviation (synpton) and, finally, the phase
of attributing the deviation to a particular clinica

pi cture (deductive mnedical decision phase). The
deci di ng board had held that even if only one of the

| ast three steps was | acking, there was no di agnostic
nmet hod but at best a nethod of data acquisition or data
processing that could be used in a diagnostic nethod.
Thus, what was decisive was whether the nature of the
di sease was already imedi ately clear fromthe very

val ue of a paraneter obtained fromthe exam nati on of

t he body. Decision T 83/87 confirnmed this finding
specifically for a nethod of determ ning the
concentration of blood sugar on a |iving body.

Al t hough the sanpling of substances froma body had not
been the subject of previous considerations of the
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Boards of Appeal, the principles developed in T 385/86
and applied in T 83/87 did not rely on an eval uati on of
the factual situation to be decided in these cases.
Therefore, even if the factual basis of the present
case differed to sone extent fromthat of the existing
case law, the findings therein as to what would qualify
as a diagnostic nethod within the neani ng of

Article 52(4) EPC had to be respected. A clear

di stinction had to be nade between a di agnostic nethod
nmeeting the criteria devel oped by the established case
| aw and a nethod of gathering data which at best
provides an interimresult in the course of a

di agnhosi s.

In the present case, the taking of a sanple froma body
I n a non-invasive nmanner nerely constituted a nethod of
collecting data and thus did not qualify as a nethod of
di agnosi s according to the principles devel oped in

T 385/86. The present case was in fact parallel to
decision T 83/87 dealing with a nethod of operating an
i npl ant ed bl ood gl ucose sensor for which the deciding
board had held that the neasurenent of a val ue
representative of the sugar concentration, albeit being
used in the context of diagnosing, nerely gave an
internmedi ate result which could not provide a diagnosis
directly in the sense of recognition of a pathologica
condi tion. The sane applied for the cl ai ned net hods
according to the main request and first auxiliary
request, which also provided for the determ nation of
the concentration of a desired substance, such as

gl ucose, but did not provide enough information to
effect a diagnosis or directly and al one to suggest a
course of treatnent. The know edge of the concentration
of a blood glucose |evel did not permt either a

di agnosi s of diabetes or even of hypo- or hyper-
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gl ycaem a. Even for a patient who was al ready known to
suffer fromdi abetes, a single reading of the bl ood

gl ucose | evel alone was not sufficient to decide on the
course of a treatnment to be taken. Hence, if the Board
was inclined to consider the nethod clains on file as
relating to a diagnostic nethod to be excluded from
patent protection, such finding would be contrary to

t he existing case |aw

Mor eover, the step of analysing the sanple chanber for
the concentration of the extracted substance was
performed by purely technical nmeans outside the body.
The nethod clainms of the second auxiliary request even
did not conprise a step of analysing for the glucose
concentration.

Finally, the application of electrodes to the skin and
t he passing of |ow iontophoretic currents through the
skin had no significant or lasting effect on the body.
Mor eover, executing the clained nethods did not involve
any risk for the health of a person treated nor did it
requi re any nedi cal know edge. Thus the clai ned net hods
coul d be perfornmed by any person and did not require
the participation of a nmedically qualified

pr of essi onal .

Reasons for the Decision

1605.D

The appeal conplies with the requirenents of
Articles 106 to 108 and Rule 64 EPC and is, therefore,
adm ssi bl e.

Amendnent s
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The anmendnents made to the i ndependent nethod cl ai ns of
the main request and the first and second auxiliary
requests serve to clarify the non-therapeutic purposes
of the steps of conducting electrical currents in
opposite polarities. The Board is satisfied that the
anendnents have a basis in the originally filed
application docunents and thus conply with the

requi renents of Article 123(2) EPC

Exclusion frompatentability (Article 52(4) EPC)

Article 52(4) EPC excludes from patent protection

net hods for treatnent of the human or ani mal body by
surgery or therapy and di agnosti c nethods practised on
the human or ani mal body. The policy behind the

excl usion of such nethods is clearly to ensure that

t hose who carry out such nethods as part of the nedica
treatment of humans or the veterinary treatnent of

ani mal s shoul d not be inhibited by patents (cf.

T 116/85 (Q) EPO 1989, 13), point 3.7 of the reasons).

The reasons for the present decision are concerned with
considerations relating only to the exclusion from
patentability of diagnostic nethods. Thus, the Board
does not consider it necessary to discuss herein the
argunents put forward in the course of these
proceedings relating to nethods for treatnent of the
human or ani mal body by surgery or therapy.

In T 385/86 supra (cf. points 3.2, 3.3 and 3.4.1 of the
reasons), the Board, having considered the historica
origins of the exclusion nmade by Article 52(4) EPC with
respect to diagnostic nethods in the light of the
travaux préparatoires to the Munich D plonmatic

Conf erence, hel d:
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"All this shows that the first sentence of

Article 52(4) EPC is intended to exclude fromthe
possibility of patent protection only nethods of
therapeutic treatnent, so that no-one can be hanpered
in the practice of nedicine by patent |egislation. Like
any exclusion clause, Article 52(4), first sentence,
must be narrowl y construed, a fact underscored by the
statenent in the second sentence that the exclusion
frompatentability does not apply to products for use
in such methods. The Board is therefore convinced that
the only diagnostic nethods to be excluded from patent
protection are those whose results i mediately make it
possible to decide on a particular course of nedica
treatnment. This nmeans that to answer the question

whet her a nmethod is a diagnostic nethod for the

pur poses of Article 52(4), first sentence, it is
necessary to ascertain whether the nethod clained
contains all the steps involved in reaching a nedica
di agnosis. Methods providing only interimresults are
t hus not diagnostic nethods in the neaning of

Article 52(4), first sentence, even if they can be
utilised in maki ng a di agnosis.

The systematic list of the steps |leading to a diagnosis
contained in the relevant literature includes recording
the case history, observing, palpating and auscultating
various parts of the body and carrying out nunerous
medi cal and techni cal exam nations and tests - the

exam nation and data gathering phases - and conparing
the test data with normal val ues, recording any
significant deviation (synpton) and, finally,
attributing the deviation to a particular clinica

pi cture (deductive nedical decision phase) - cf.

Br ockhaus Enzykl opéadi e, Vol. 4, 1968, page 684; The New
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Encycl opaedi a Britanni ca, Macropaedia, 1977, Vol. 5,
page 684; La G ande Encycl opédi e Larousse, 1973, Vol.

7, page 3833. Even if only one of the last three steps
is lacking, there is no diagnostic nethod but at best a
nmet hod of data acquisition or data processing that can
be used in a diagnostic nethod.

For a case where the result of the neasures clained is
a quantitative expression of an isolated physical

vari abl e, the board arrived at the conclusion that
"what is decisive is whether the nature of the di sease
is already imediately clear fromthat very val ue".

Apparently the reasoning in decision T 385/86 supra on
t he aspect of diagnostic nmethods rests on two
observations (cf. point 3.2 of the reasons):

- that Article 52(4) EPC was intended to exclude
fromthe possibility of patent protection only
nmet hods of therapeutic treatnent, so that no one
coul d be hanpered in the practice of nedicine by
patent | egislation,

- and that Article 52(4), first sentence, being an
exception, nust be narrowy construed, a fact
underscored by the statenent in the second
sentence that the exclusion frompatentability
does not apply to products for use in such
met hods.

For these reasons, the then deciding board arrived at
the conclusion that the only diagnostic nmethods to be
excluded from patent protection were those whose
results inmmediately nade it possible to decide on a
particul ar course of nedical treatnent and that
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therefore a method was a di agnostic nmethod for the
pur pose of Article 52(4) EPConly if it contained al
the steps involved in reaching a nedical diagnosis
(enphasi s added).

3.5 This Iine of reasoning equates the nmeaning of the
expression "di agnostic nethods practised on the human
or animal body" in Article 52(4) EPC with the
conventional neaning of the term "diagnosis" and thus
i mplies that "diagnostic nethods" cover activities
whi ch are not normally practised on the body but
predom nantly involve nental acts, i.e. activities of
non-techni cal nature perforned by a nedica
prof essi onal, such as the steps of conparing the data
wi th normal val ues and recordi ng any significant
devi ation and of attributing the deviation to a
particular clinical picture.

Though the above interpretation of the wording of
Article 52(4) EPC woul d exclude from patentability
procedures providing a nore or |ess conpl ete diagnosis
as the result of a fully autonated operation of

techni cal devices, a strict adoption of the principles
set out in T 385/86 would lead to the concl usion that
typi cal diagnostic procedures practised on the human
body, |ike percussion, auscultation or pal pation could,
in principle, be patentable because they do not
constitute a conplete diagnosis and certainly do not
fall within the further nedical categories of surgery
and therapy referred to in Article 52(4) EPC. However,
the Board considers that it would go against the spirit
of Article 52(4) EPC to interpret its provisions in
such a way that "manual procedures” of physica

exam nation essential for making a diagnosis and
executed by a nedical practitioner would not constitute

1605.D Y A
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an exception to patentability.

Mor eover, the Board wi shes to note that the restrictive
interpretation of the patent exenption for diagnostic
nmet hods adopted by T 385/86 anbunts to setting a
different standard for diagnostic nethods than that
establ i shed for nethods of surgery or therapy, the

| atter being excluded from patent protection if they
conprise only a single step of a surgical or
therapeutic nature (cf. for instance T 35/99 (QJ EPO
2000, 447) and T 82/93 (QJ EPO 1996, 274)). It is thus
not surprising that literature on patent |aw considers
the interpretation of the law by T 385/86 as resulting
in a practical dissolution of the |egislative exclusion
of diagnostic nethods (cf. R Moufang: "Methods of

medi cal treatnent under patent law', 24 I1C, no. 1,
1993, 18-49, at 46 and 47).

Furthernore, the appellant's view that the case | aw on
di agnosti c nmethods has consistently adopted the
restrictive interpretation of T 385/86 is not correct.

In T 329/94 (QJ EPO 1998, 241, cf. point 4 of the
reasons) w thdrawal of blood froma |iving body was
considered to fall under the exclusion of Article 52(4)
EPC, if it could be regarded as a step of a diagnhostic
met hod, for exanple with a viewto a blood anal ysis for
determ ning the cause of a disease.

In T 655/92 (QJ EPO 1998, 17, cf. headnotes 2 and 3;

and points 5.2 and 5.3 of the reasons) a nethod

i ncluding a step of parenteral adm nistration of a

di agnostic contrast agent was consi dered a diagnhostic
method within the neaning of Article 52(4) EPC. This



1605.D

- 13 - T 0964/ 99

finding was derived fromdistinctions in the factua
basis of the case as conpared with that of T 385/ 86.
The board in T 655/92 noted in particular that "unlike
the processes of the previous cases, the present

di agnhostic process, when considered in its totality,
conprises at | east one step essential for the desired
di agnhostic result, which cannot fall under the

excl usive responsibility of the technician skilled in
NVR technol ogy. While for a process whose steps as a
whol e are non-nedi cal but technical it is legitimte
not to derive the in vivo diagnostic character fromits
final diagnostic purpose, this does not apply to a
process for a diagnostic purpose which is to be
inplemented in its essential steps by nedical staff or
under the responsibility of a doctor. A different
interpretation would be in clear conflict with the
spirit of Article 52(4) EPC. "

It is not contested by the Board that, in order to
arrive at a nedical diagnosis, all the steps referred
to by the appellant and indicated in point 3.3 of the
reasons in T 385/86 supra are required, including a
synpt om recordi ng phase and a deductive nedica

deci si on phase. However, for the reasons given in
points 3.5 and 3.6 above, the Board is of the opinion
that the expression "diagnostic nethods practised on
the human or ani mal body" in Article 52(4) EPC or the
correspondi ng expressions "Di agnosti zi erverfahren, die
am nenschl i chen oder tierischen Korper vorgenonmen

wer den” and "nmét hodes de di agnostic appliquées au corps
humain ou animal” in the other two official |anguages
of the EPC should not be considered to relate to

nmet hods containing all the steps involved in reaching a
nmedi cal di agnhosi s.
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According to the Oxford English Dictionary (second
edition, Oxford University Press, 1999) "di agnosis"
means the "determ nation of the nature of a di seased
condition"” or the "identification of a disease by
careful investigation of its synptons and history” and
al so the "opinion resulting fromsuch investigation",
wher eas "di agnostic" neans "of or pertaining to

di agnosi s" or "of value for the purposes of diagnosis".
Hence, the straightforward neani ng of "diagnostic

nmet hods" woul d be "nethods pertaining to, or of value
for the purposes of, diagnosis". Wthin this neaning,
any nedical activity concerning the gathering of
information in the course of establishing a diagnosis
gualifies as a diagnhostic nethod. A corresponding
differentiation exists in the German | anguage bet ween

t he neani ngs of the terns "Di agnose" and "Di agnosti k"
(cf. Roche Lexi kon Medizin, 3. Auflage, Verlag Urban &
Schwar zenberg, 1993), the latter being used as a
generic termfor nedical activities

("D agnostizierverfahren") relating to the exam nation
and col l ection of data required in establishing a

di agnosis. In the French | anguage, the term "di agnose"
nmeans "connai ssance qui s'aquiert par |'observation des
si gnes di agnosti ques” and "di agnostic" neans "action de
determ ner une nal adi e d' aprés ses synpténes" (cf. Le
Petit Robert, Dictionnaires Le Robert, 1990). Although
the term "di agnostic" as such may be interpreted as
enconpassing all steps required for reaching a nedica
di agnosis, it appears that it can also define an

i ndi vidual step of a diagnostic exam nation when used
in the expression "méthodes de diagnostic". Thus, the
French text of Article 52(4) EPC does not favour an
interpretation limting the exception to patentability
to net hods enconpassing all steps required for reaching
a nedi cal diagnosis.
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The nedical art knows of a broad spectrum of diagnostic
nmet hods applied by the nedical practitioner ranging
from general observations of the appearance of a
patient and purely manual interventions, such as

pal pation or auscultation, to diagnostic techniques
utilizing sophisticated physical instrunents and

chem cal or bio-chem cal tools. Diagnostic nethods can
be classified in two categories: those which are
practi sed on the living body and t hose whose
perfornmance takes place outside the body. It appears
fromthe wording of Article 52(4) EPC that the

| egi sl ator has intended to exclude from patent
protection only nethods "practised on the human or

ani mal body", whereas for instance extra-corporal

| aboratory tests woul d be patentable.

For these reasons and adopting the principle, well-
established in the case | aw of the Boards of Appeal,
that the EPC has to be interpreted "in good faith in
accordance with the ordinary neaning to be given to the
terns of the treaty in their context" (Article 31(1)

Vi enna Convention on the Law of Treaties, cf. G 5/83
(QJ EPO 1985), 64, points 4 and 5), the Board is of the
opinion that Article 52(4) EPC is neant to exclude from
patent protection all nethods practised on the human or
ani mal body which relate to diagnosis or which are of

val ue for the purposes of diagnosis.

Al method clains on file conprise the step of sanpling
a substance froma living human or ani nmal body.

One significant and specific commercial enbodi nent of
the clainmed nethods is the analysis of blood glucose as
it has been found that the | evels of glucose bel ow the
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skin correlate with the level of glucose in the bl ood.
The sanpling of glucose relieves diabetes patients, who
require a nore or |ess continuous nonitoring of their

bl ood gl ucose | evels, of the painful procedure of
pricking a finger several tines a day in order to
obtain a bl ood sanple for analysing the blood gl ucose

| evel . Further envisaged applications include
opti m zation of the blood I evel of an adm nistered drug
during a chenot herapeutic reginen (cf. page 12,

lines 18 to 20 of the original description) and the
sanpling of therapeutically introduced netabolites,
anaest hetics or psychot herapeutically acting agents
(page 12, line 28 to page 13, line 2 of the
description). Al of these exanples concern activities
exercised in the course of a nedical treatnent of
patients and serve particularly for diagnostic

pur poses.

In the Board's view, the taking of a body sanple for

t he purpose of a nedical exam nation belongs to a
fundanment al di agnostic activity, regardl ess of the
techni cal neans used, be it a spatula for taking a swab
or snear, a syringe for taking a blood sanple, or, as
in the present case, a iontophoretic current forcing a
substance through the skin. For these reasons, the
clainmed step of sanpling a substance relates to

di agnosi s and constitutes in this context an essenti al
di agnostic neasure practised on the |iving human or

ani mal body. Consequently, the subject-matter of the
method clains on file has to be considered a diagnostic
method within the neaning of Article 52(4) EPC

In order to arrive at this judgnent, it is inmteri al
that the clained nethods could be perfornmed by a
patient hinself and that their execution would not have



6.2

1605.D

- 17 - T 0964/ 99

a significant inpact on the body nor involve a serious
health risk. Wat is decisive is the fact that al

nmet hod clains on file conprise the step of taking of a
body sanple for the purpose of diagnosis and that such
a step is to be regarded as an essential activity
pertaining to diagnosis and practised on the |iving
body.

It isin this respect that the present case is
factual ly distinguished from decisions T 385/86,
T 83/87, T 400/87 and T 530/ 93.

In case T 83/87, the clainmed nethod does not conprise
any step which is explicitly practised on the human or
ani mal body. In fact, the nethod exclusively defines
steps concerning the internal operation of an el ectro-
catal ytic sugar sensor when analysing a bodily fluid,
using certain electrodes operated with a specific
sequence of potentials. The other three cases al

relate to nucl ear nagnetic resonance (NMR) procedures
whi ch, al though perfornmed on a living body, only define
steps which concern the technical operation of exciting
and detecting resonance signals and thus fall in terns
of design and performance within the excl usive

conpet ence and responsibility of the technician skilled
in NMR technol ogy.

As a matter of fact, none of the nethods judged in the
above deci sions conprises a step which would have to be
attributed to basic nedical activities exercised on the
human or ani mal body. Thus, although the present
deci si on does not adopt the approach chosen in forner
decisions T 385/86, T 83/87, T 400/87 and T 530/93, it
does not question the fact that a process, the clained
steps of which anmount to nothing nore than the
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(internal) operation of a technical device and thus

W t hout exception fall wthin the conpetence and under
t he exclusive control of a technician, may be regarded
as patentable, even if it generates and detects
physical signals on a living body and its results may
be eval uated for diagnostic purposes. In fact, the

met hod cl ai ns on which the aforenenti oned deci sions
wer e taken, can be considered (and coul d have been
formul ated) as containing only steps which concern the
control and internal operation of a technical device,
in the specific cases either a tonographic NVR machi ne
or an electro-catalytic sensor, so that no specific
step of diagnostic character can be recogni zed.

In contrast thereto, in the present case, the crucia
step of diagnostic character is the extraction of a
body substance for diagnostic purposes, which is to be
consi dered as constituting an el enentary diagnostic
activity perfornmed under the ultimate responsibility of
a physi ci an.

7. In conclusion, the main request as well as the first
and second auxiliary requests, in seeking protection
for diagnostic nethods wthin the nmeaning of
Article 52(4) EPC, are not allowabl e.

Or 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 the first

1605.D Y A
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i nstance for further exam nation on the basis of the
third auxiliary request (cf. point V above).

The Regi strar: The Chai r man:

R. Schunmcher G Davi es
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