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Summary of Facts and Subm ssi ons

Eur opean patent application No. 89 112 008.1 relating
to an ultrasonic apparatus for therapeutical use was
refused in a decision, dated 6 April 1994 (hereinafter
"First decision"), of the exam ning division on the
ground of |ack of novelty having regard to a prior art
docunent D3 - DE-A-3 119 295. Foll ow ng an appeal by
the applicants, the examning division rectified the
first decision in a decision pursuant to Article 109(1)
EPC, dated 30 Septenber 1994, in view of anendnents to
claiml of the applicants' main request. During the
subsequent exam nation proceedi ngs pursuant to

Article 96(2) EPC, a newclaim1l was filed, which was
consi dered by the examning division to | ack novelty
having regard to the sane docunent D3. The application
was accordingly refused in a decision dated 9 March
1995 (hereinafter "Second deci sion").

The applicants | odged an appeal agai nst the second
decision and filed with the statenent of the grounds of
appeal , dated 19 July 1995, three sets of clains
formng respectively the basis of a principal request
and first and second auxiliary requests. In view of the
anmendnents to claim1 of the principal request in
relation to claiml form ng the basis of the second
deci sion, the examning division rectified the second
decision in a decision dated 15 Septenber 1995.

Duri ng the exam nation proceedings follow ng the
rectification, the applicants were inforned that

claims 1 of the principal and auxiliary requests did
not involve an inventive step having regard to docunent
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D3.

The present appeal filed on 24 Novenber 1995 is agai nst
the decision on rectification, dated 15 Septenber 1995,
of the second decision. The appeal fee was paid on

24 Novenber 1995 and the statenent of the grounds of
appeal was filed on 25 January 1996. The applicants
have requested that (i) the decision on rectification
dated 15 Septenber 1995 and the second deci sion of the
exam ni ng division refusing the application be set

asi de and a patent be granted on the basis of any of
the three requests, i.e. a principal request, a first
auxiliary request and a second auxiliary request, filed
wWith the statenent of the grounds of appeal, dated

25 January 1996, that (ii) in the event that the Board
did not intend to grant a patent, oral proceedi ngs be
appoi nted, and that (iii) the three appeal fees be

ref unded.

The applicants subm ssions in the statenent of the
grounds of appeal can be sunmarised as foll ows:

Ref und of the appeal fees

In the exam ning proceedings which led to the first
refusal of the application in the decision dated

6 April 1994, the applicants had earnestly attenpted to
overcone the objections raised in the officia

conmuni cations, so that the first decision refusing the
application was conpl etely unexpected. Mreover, the
obj ection against the wording of claim1 in the

of ficial communication, dated 19 August 1993, was of
such a nature that it would have been nore appropriate
i f the exam ning division had discussed it over the
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t el ephone before refusing the application. In the

exam nation proceedings following the first
rectification, the two-part fornulation of claim1l as
suggested by the exam ni ng division was adopted, and
certain further m nor changes were nade to the wording
of the claim so that the second refusal of the
application was al so unexpected. Fromthe comuni cation
dated 18 Septenber 1995 of the exam ning division
followi ng the second rectification, it is apparent that
claim1 which was earlier considered to be all owabl e,
was now considered to |lack an inventive step over a
newly cited docunent D4. It is thus evident that the
present appeal could have been avoided if the exam ning
di vi sion either had not changed its opinion forned
prior to the second refusal about the patentability of
the clains of the second auxiliary request (identica

to those which were previously suggested by the

exam ning division) and all owed at |east these clains
or not rectified its second deci sion.

Patentability

In the ultrasonic therapy apparatus of the present

i nvention a transducer arrangenent first generates an
ul trasoni c wave whi ch causes cavitation at an intended
position wwthin a patient's body where a drug is

| ocat ed and subsequently generates a second ultrasonic
wave overl apping the first one to rupture the
cavitation, and thereby, to activate the drug. The
second wave may differ fromthe first wave by its foca
position or acoustic pressure distribution. Mreover, a
hi gh resolution inmage of the cavitation is obtained by
arrangi ng detectors which receive either fractional or
hi gher harnonics of the first ultrasonic wave which
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causes the cavitation.

In none of the prior art docunents cited in the
exam nati on proceedi ngs,

D1: EP-A-0 194 896

D2: Japan Journal of Hypertherm c Oncol ogy, 1987,
vol. 3, No. 2, pages 175 to 182

D3: EP-A-3 119 295

D4: EP-A-0 170 416 and

D6: EP-A-0 248 532,

there is any suggestion that a conbi nati on of

I ndi vi dual features known fromthe above prior art
woul d be suitable to neet the specific object of the
present invention, nanely to provide an ultrasonic

t herapeuti c apparatus which has a high effect on

| ocally activating a drug at a desired |ocation with an
extremely | ow side effect on the normal tissue.

Al t hough docunent D2 deals with the sane object, there
is no disclosure of a control nmeans for causing a
cavitation and its subsequent rupture, nor is there any
teaching to display an i mage based on fractional or

hi gher harnonics of a first ultrasonic wave. The
remai ni ng docunents do not provide a hint to the

sol ution of the specific problemwhich is outside their
fields of application, are silent about the control of
an ultrasonic transducer as set forth in claim1l1, and
do not suggest that fractional or higher harnonics are
particularly suitable for determning the cavitation.
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In a communi cations dated 26 August 1996 fromthe
Board, the applicants were infornmed of the Board's
prelimnary view that the refund of the first and
second appeal fees did not appear to be equitable and
that the circunstances |leading to the third appea
apparently justified the refund of the third appea
fee.

In a communi cati on dated 4 June 1998 acconpanyi ng the
summons to oral proceedi ngs, the Board inforned the
applicants that clains 1 of all the requests were
apparently not clear, and that claim1l of the main
request did not appear to contain an inventive step.

In response, the applicants filed a set of newclains 1
to 6 and new pages of the description, and requested
the grant of a patent on the basis of the foll ow ng
application docunents:

d ai ns: 1to6 filed with the letter dated
12 July 1998;
Descri ption: pages 1, 3 to 27 filed with the letter

dated 17 Decenber 1993;
pages 2 and 2a filed with the letter
dated 12 July 1998;

Dr awi ngs: sheets 1 and 8 filed with the letter
dated 17 Decenber 1993; and
sheets 2 to 7 and 9 to 13 as originally
filed.

In view of the anendnents to claim1, oral proceedings
were no | onger considered necessary, and were



VI .

- 6 - T 0142/ 96

cancel | ed.

Caim1l of the above request has the foll ow ng wording:

"An ul trasoni c therapy apparatus conpri sing

transducer neans (1-1 ~ 1-N)consisting of a plurality
of arranged el enents;

driving neans (2-1 ~2-N, 6-1~ 6-N, 21) for driving at

| east part of said transducer neans (1-1 ~ 1-N ) so as
to generate convergent ultrasoni c waves,

detector neans (3-1 ~3-N, 5-1 ~ 5-N, 22) arranged to
receive fractional or higher harnonic conponents of a
first convergent ultrasonic wave reflected froma
cavitation by detecting an acoustic pressure m ni nrum of
the acoustic field generated by the first ultrasonic
wave, the detector neans being adapted to provide a
signal to control nmeans (20) when the size of the
cavitation is judged to be greater than a predeterm ned
standard, and

control neans (20) arranged to switch driving neans (2-
1~2-N, 6-1~6-N, 21) in response to said signal fromthe
detector neans (3-1~3-N, 5-1~5-N, 22), so as to drive

t he transducer neans (1-1~1-N) to radiate a second
convergent ultrasonic wave having an acoustic field
with its pressure maxi numat the | ocation of the
acoustic pressure m ni mrum produced by the first
convergent ultrasonic wave, so as to rupture the
cavitation."”

Clains 2 to 6 are dependent cl ai ns.

Reasons for the Deci sion

0866. D
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Adm ssibility

The notice of appeal, and the statenent of the grounds
of appeal have been filed in due tine in accordance
with Article 108 EPC. Al so, the decision on
rectification, dated 15 Septenber 1995, of the second
deci sion is an appeal abl e decision within the nmeaning
of Article 106(1) EPC. The only issue which needs to be
considered with regard to the adm ssibility of the
appeal is, therefore, whether the applicants can be
regarded as being adversely affected by the decision on
rectification pursuant to Article 107 EPC, first

sent ence.

As nentioned in section | above, in the second decision
the application was refused on the ground that the
invention as clainmed in claim1 was not novel in
relation to a prior art docunent D3, pursuant to
Article 54(1) and (2) EPC. Fromthe conmunication of

t he exam ni ng division, dated 18 Septenber 1995
following the rectification of the second decision, it
woul d appear that the exam ning division considered the
appeal to be well founded in that the anmended claim1
filed with the grounds of appeal against the second
deci sion net the objection of lack of novelty which was
the sole |l egal basis of the second decision. The
subject-matter of claim1 was however regarded as
obvious in relation to docunent D3 (see Section 1|1

page 2, |ast paragraph of the above comrunication). The
finding of |ack of inventive step was however based on
an interpretation of the disclosure in docunent D3

whi ch was the sane as that which had led to the finding
of lack of novelty in the second decision and which had
been di sputed by the applicants (see the statenent of
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the grounds of appeal, dated 19 July 1995, page 2, |ast
par agr aph).

Duri ng the exam nati on proceedi ngs, the grounds which
formthe basis of a decision should not be interpreted
to nean only the | egal basis of the decision but also
the factual reasons supporting the legal basis. In the
present case, although the |egal basis of the decision,
i.e. the requirenent of Article 54 EPC, was consi dered
to have been net, substantial differences between the
exam ni ng division and the applicants regarding the
essential factual reasons were not resolved. The
decision on rectification thereby deprived the
applicants froman exam nation by the appeal board of
the contentious factual issues which forned the basis
of the second decision. In the Board' s view, therefore,
the applicants were adversely affected by the decision
on rectification (cf. decision T 691/91 of 29 July
1992).

For the foregoing reasons, the appeal is adm ssible.

Anmendnent s

Anmended claim1 is based on clainms 7 and 9 and the
description on page 3, line 25 and page 4, lines 20 to
25, of the application as originally filed. The
subject-matter of claim2 is based on the disclosure,
for exanple, on page 7, lines 7 to 15, of the
application as originally filed. Cdains 3 to 5 are
based on clains 8,10 and 11, respectively, and claim®6

I s based on the disclosure on page 14, line 34 to
page 15, line 2, of the application as originally
filed.
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The description has been anended to acknow edge the
prior art docunents and for consistency with the
amended claim 1, and includes mnor editorial
amendnent s.

The new drawings, i.e Figure 1A and Figure 9 have been
anmended to correct spelling mstakes in the | egends.

The application as anended therefore conplies with the
requi renment of Article 123(2) EPC

Novel ty

The present invention as disclosed and clained rel ates
to an ultrasonic therapy apparatus based on the use of
a cavitation effect and the rupture of the cavitation
to activate a drug |located within the body of a
patient. To this end, as set out in claiml, the

appar atus conpri ses:

(1) detector nmeans (1-1 ~ 1-N, 3 - 1 ~ 3-N; 5-1-~-5N;
25) which are arranged to detect fractional or
hi gher harnoni ¢ conponents of a first convergent
ultrasonic wave, reflected froma cavitation
and to thereby |l ocate the cavitation by
detecting acoustic pressure mninmmof the
acoustic field generated by first ultrasonic

wav e,

(1) the detector neans being adapted to provide a
signal to control nmeans (20) when the size of
the cavitation is judged to be greater than a
pr edet er mi ned standard; and
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(iii) control neans (20) which is arranged to switch
driving neans (2-1~2-N, 6-1~6-N, 21 ), in
response to said signal fromthe detector neans,
so as to drive the transducers (1-1 ~ 1-N) to
radi ate a second convergent ultrasonic wave
havi ng an acoustic field with its acoustic
pressure maxi mum at the | ocation of the acoustic
pressure m ni mum produced by the first
convergent ultrasonic wave, so as to rupture the
cavi tation.

Wth regard to the wording of claim1, the Board
observes that the driving neans, detector nmeans and the
control neans are limted by their respective functions
as set out in the claim and these neans are not to be
regarded as only being suitable for these functions.

Docunent D1 concerns an ultrasound therapy system
conprising an array of ultrasound transducers, a

t onogr aphi ng processor for driving the array by a first
drive signal to transmt and receive ultrasound echo
waves reflected fromthe internal tissues of a patient,
to thereby forma tonogramof the internal tissues, a
treating controller for driving the array by a second
drive signal to transmt ultrasonic wave for treatnent
pur pose (see page 3, lines 12 to 23; page 7, lines 1 to
12). The systemis thus selectively operable in an

i mge formng node or a treatnent node. There is
however no disclosure that in the inage form ng node,
the transducers are adapted to detect an acoustic
pressure mninmumand to provide a signal to a contro
nmeans in response to such a detection, as set out in
features (i) and (ii) above. Miyreover, the apparatus is
not provided with a control neans which is adapted to
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switch a driving neans in response to the signal from
the detector, to drive the transducers to produce a
second ul trasonic wave having an acoustic field with
its acoustic pressure maxi mum at the |ocation of the
acoustic pressure m ni mum produced by the first
convergent ultrasonic wave (see feature (iii) above).

Docunent D2 reports the results of a study of the
treatnment of tunours using ultrasound to activate
antitunmour drugs in the tunour. The docunent, however,
does not descri be any apparatus, and, in particular,
the detection of cavitation and the control neans for
driving the transducers so as to rupture the cavitation
i n response to such a detection.

Docunent D3 describes an ultrasound therapy apparatus
for fragnenting concrenents in a body, conprising (see
page 6, line 10 to page 7, line 24; Figure 2):

- an array of transducer elenents (15) driven by a
si gnal generator (19);

- a control circuit (17) for electrically changing
the focal length of the array, so that the array
is capable of irradiating ultrasonic waves having
over | appi ng focal zones;

- detector neans (15, 21) for detecting the echo
signals froman object (6) to be treated; and
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- di splay nmeans (22) for formng an i mage of the
irradi ated body area fromthe output signals of
sai d detector mneans.

The detector neans, however, do not provide a signal to
the control circuit in response to detection of an
acoustic field mninmumas set forth in feature (i)
above, and the control circuit also does not respond to
such a signal as set out in feature (iii) above.

Docunent D4 concerns an ultrasound hypertherm a
appar at us havi ng an ul trasound probe (3) providing a
tonographi c i mage and a heating applicator (4) for

radi ati ng a focussed ultrasound beam for heating a
tunmour (21). The hot spot, i.e. the focus of the

ul trasound beam fromthe applicator, may be determ ned
by the tonographic i nage probe (3) detecting harnonic
conponents of the heating ultrasound beamrefl ected
fromthe irradi ated portion of the body (see the
abstract, page 3, lines 9 to 37, page 5, line 33 to
page 6, line 6, Figures 1 and 3 to 6). However, there
is no control signal in response to such a detection of
hot spot for driving the applicator to produce a second
ul trasound beam as defined in feature (iii) above.

Docunent D6 describes an ultrasonic hypertherm a
apparatus conprising an array of w de bandw dth
ultrasonic treatnent transducers (20-49) and i maging
transducers (53-56) driven by an electronic read out
system (96). The imaging ultrasonic transducers are
driven by electrical energy supplied by the electronic
read out system and respond to the energy refl ected
back to themto derive a two-di nensional inmage of the
region to be treated (see, e.g. colum 5, lines 33 to
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37, colum 8, lines 11 to 17 and lines 26 to 33,
colum 13, lines 20 to 30, Figures 1 and 2). The

I magi ng transducers thus do not detect fractional or

hi gher harnoni c conponents of an ultrasonic wave beam
generated by the treatnent transducers (20-49), and

t hereby detect acoustic pressure m ninmum of the
acoustic field generated by this ultrasonic wave (see
feature (i) above). The B-scan display on a cathode-ray
tube (95) described in colum 13, lines 5 to 13 al so
does not detect the acoustic field mninumas in
feature (i) above, so that there is no signal fromthe
treating transducers to a control nmeans as set out in
feature (ii) and there is no control neans for driving
the treating transducers as defined in feature (iii)
above.

The remai ni ng docunents cited in the European search
report are no nore relevant than the ones di scussed
above. The subject-matter of claim1l1l is accordingly new
within the neaning of Article 54(1) EPC

I nventive step

Fromt he above discussion of the cited prior art, it is
evident that the docunments either taken alone or in
conbi nation do not disclose or suggest a conbi nation of
the above features (i), (ii) and (iii). Only docunent
D2 is relevant in so far it discloses the use of an

ul trasound wave to activate the drug |ocated in the
tunour. As already nentioned above, this docunent,
however, does not descri be any apparatus having the
features (i), (ii) and (iii) above.

For the foregoing reasons, in the Board's judgnent,
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claiml1l also involves inventive step within the neaning
of Article 56 EPC

Ref und of the Appeal fees

Wth regard to the request for the refund of the first
appeal fee, fromthe facts of the present case, it is
evident that the refusal of the application in the
first decision was in accordance with the requirenents
of the convention. In particular, the applicants' right
to be heard according to Article 113(1) were not
contravened by the issue of the decision, so that, in
the Board' s judgnent, there was no procedural violation
justifying the refund of the appeal fee (see also

bel ow, point 5.4).

According to Rule 67 EPC, the reinbursenent of an
appeal fee is to be ordered if the follow ng conditions
are fulfilled:

1. where the board of appeal deens an appeal to be
al | owabl e; and

2. i f such reinbursenent is equitable by reason of a
substantial procedural violation.

The possibility for reinbursing an appeal fee under
Rul e 67 EPC serves the purpose of conpensating an
appel | ant who had to file an appeal unnecessarily due
to a substantial procedural violation commtted by the
first instance.

In the present case it is clear that the "decision on
rectification" of the second decision represents a
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substanti al procedural violation. This board concurs
fully with the board in decision T 691/91 in its
finding that Article 109 EPC provides two legally
viable alternatives: to maintain or to annul the
deci si on under appeal, and that, parallel to the

ci rcunst ances of that case, the present decision on
rectification presents a third alternative, that of in
fact nmaintaining a previous decision to refuse the
application, albeit this tine, after the appellant
amended the clains, on the basis of |ack of inventive
step rather than |l ack of novelty. As was said in the
previ ous case, Article 109 EPC does not provide a |l ega
basis for this latter alternative.

The board in decision T 939/95 (QJ EPO 1998, 481)

di scussed the nerits of a practice that had evol ved
over the years in the first instance, nanely to annul
the previous decision without imediately replacing it
with a decision to grant the patent. Instead the

exam nation woul d be re-opened. The board hel d that
this practice was, fromthe point of view of the public
I nterest, questionable at best, although

under standable, in so far as tinme could be saved if
remai ni ng i ssues could be dealt with by the first

i nstance instead of having to be resolved by a board of
appeal. On the one hand, the board referred to the

GQui delines for exam nation in the European Patent
Ofice, E-XI, 7 and 9, according to which a decision to
rectify should only be taken if the appeal had cl eared
any outstanding issue to such an extent that the first

i nstance i medi ately could establish that the
anmendnents made on appeal net the objections raised and
that the appeal therefore was well founded or at |east
did not necessitate any further contacts with the
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appl i cant through conmuni cati ons or otherwi se. On the
ot her hand, the board al so observed that fromthe short
time allotted under Article 109 EPC for rectification

t he opposite conclusion could be drawn, nanely that
rectification without replacing the annul ment by a
decision to grant the patent was acceptable.

5.4 The present case is a very good exanple of how a
procedure may be unduly prol onged through nunerous
comruni cati ons and several decisions to rectify wthout
comng to a conclusion as to whether the invention is
patentable or not. As long as the appellant did not
question the nmeasures taken by the exam ning division
and these neasures were appropriate in view of the
situation at hand, the board would not however concl ude
that the exam ning division commtted any substantia
procedural violation. This is the case regarding the
first decision to refuse the application and the
decision to rectify that decision on appeal by the
appel l ant, see above point 5.1.

5.5 As to the present appeal against the decision to
rectify the second decision, the situation is
different. Only the novelty question was at issue in
the first two decisions, and on rectification of the
second decision, this issue was resolved in favour of
t he appellant despite the fact that substantia
di fferences between the appellant and the exam ni ng
di vision regarding the essential factual reasons
| eading to the refusal of the application were not
resol ved (see point 1.0 above). The deci sion on
rectification was therefore contrary to the principle
of procedural econony underlying Article 109 EPC. The
board concludes that this constituted a substantia

0866. D Y A
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procedural violation which gave rise to the present,
unnecessary appeal. The board al so considers that a
rei mbursenent of the appeal fee for the present appea
I s equitable under the circunstances.

The question is then if the second condition of Rule 67
EPC - "where the Board of Appeal deens the appea

al | owabl e" - has been net when an appell ant has anended
the clains during the appeal review in response to

obj ections raised by the board or if reinbursenent is
to be ordered only where the requests on appeal agai nst
the second decision in thenselves, prina facie, were
all omable. Since - as is said above - the purpose of
the refund is to conpensate an appellant for having to
file an unnecessary appeal - the board would find

Rul e 67 EPC satisfied whenever the appeal is allowable,
regardl ess of at which stage of the appeal procedure

t he appell ant nade a favourabl e deci si on possible

t hrough further anendnents. This is so because there is
no possibility for the appellant to establish

bef orehand what the opinion of the board may be on the
requests filed with the notice of appeal or the grounds
of appeal. In sofar as an appellant has overcone

obj ections raised by the board, it should therefore be
entitled to a rei nbursenent under Rule 67 EPC, provided
that the other conditions of that Rule have been net.
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O der

For these reasons it is decided that:

1. The case is remtted to the departnent of the first
instance with the order to grant a patent with the text
and drawi ngs as specified bel ow

d ai ns: l1to6 filed wwth the letter dated
12 July 1998;
Descri ption: pages 1, 3 to 27 filed with the letter

dated 17 Decenber 1993;
pages 2 and 2a filed with the letter
dated 12 July 1998;

Dr awi ngs: sheets 1 and 8 filed with the letter
dated 17 Decenber 1993; and
sheets 2 to 7 and 9 to 13 as originally

filed.

2. The appeal fee for the present appeal against the
deci sion of 15 Septenber 1999 shall be reinbursed.

The Regi strar: The Chai r man:

S. Fabi ani W D. Wi ld

0866. D



In application of Rule 89 EPC, the decision given on
14 April 1999 is hereby corrected as foll ows:

Order, point two: Replace "1999" with "1995".

The Regi strar: The Chai r man:

S. Fabi ani W D. Wi ld

1641.B
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