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Continuation of Box I1I.2

Claims Nos.: 6-92

The non-compliance with the substantive provisions of Art. 5 and 6 PCT
(see below and section "Re Item YIII" of the WO-ISA) is to such an
extent that no mean1ngfu1 search of claims 6-9 could be carried out at
all (Art. 17(2) PCT).

Claim- 6 does not comp1y with the requirements of Art. 5 and 6 PCT for
the following reasons.

1. The passage "the calibration of any MRI scanner sequence by
using the -anisotropic diffusion phantom" lacks support by the
description in that the description (page 1, first paragraph) merely
supports that said "phantom™ s "for the calibration of any diffusion
MR-DTI imaging sequence” and no other possibility was disclosed. ¢ -

_Additional]y, claim 6 defines "a method for the calibration of any
MRI scanner” and in this very broad context, the terms "the ‘‘b’’ matrix
. values" and "the diffusion tensor" Tack an antecedent definition.

2. Moreover, the express1on '
‘ "a method for the ca]1brat1on of any MRI scanner that
consists in the spatial determination of the ‘‘b’’ matrix values"
lacks.clarity in that it is completely obscure in what way "the
spatial determination of the ‘‘b’” matrix values" results in the
"calibration of any MRI scanner”. This point should be clarified.

3. The terms "the anisotropic diffusion phantom”, "the interaction
area”, "the volume of the MRI scanmer”, "the calculation of the ’
d1ffu510n tensor", "the required number of ‘‘b’’ matrices", "the
anisotropic d1ffus1on model", "each voxel" (since no imaging step has
been defined), "each diffusion gradient vector direction required”
(since no pulse sequence has been defined), "the distinct diffusion
tensor values” each lack a proper antecedent defimition.

4. ~ Moreover, ft is noted that it is completely unclear to what kind
of "model" the term “"the anisotropic diffusion model" refers (a phantom
or a mathematical model linking experimental parameters to diffusion
parameters). This should be clarified.

5. The term "specific Euler angles" lacks clarity in that it is
completely obscure to which Euler angles reference 1s made.

6. C1a1m & lacks clarity in that it is unclear what the variable
"L" represents (said variable lacks an antecedent definition).

7. In the context of the preceding objection, it 1s completely
unclear what method step is defined by the passage "this operation is
repeated...”. and for what purpose said "operation is repeated“

- Therefore, claim & should be clarif1ed
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B. The express1un "and no less than one for the direction without a
diffusion gradient" Tacks clarity in that it 1s completely obscure to
which specific direction the expression “"direction without a diffusion
gradient” refers.

9. " The passage .
"the diffusion modeT for which the diffusion tensor in the

system of principal axes has known values”

appears to refer to a method step for which an essential feature
is missing (Rule 6.3(a) PCT and PCT/GL/ISPE 5.29, 5.33) 1n order to
achieve the desired technical effect recited above. -More specifically,
the description (page 5, 1ines' 1-9) suggests that one-dimensional
experiments are required to determine said "diffusion tensor in the
system of principal axes”. Therefore, claim 6 should be included the
features of claim 7.

10. In the context of the preceding objection, the application as a
. whole lacks sufficient disclosure (Art. 5 PCT) with regards to the '
method of claim 6 for the following reasons. Said method hinges on
having an anisotropic diffusion phantom {presumably according to any one
-of claims 1-5, although none has been defined in ¢laim 6), for which the
diffusion tensor must first be deteraned according to the passage on
. page b, 11nes 1-9 of the description.
(1) However, in order to do so, sald one-dimensional
experiments are 1nsuff1c1ent1y disclosed and would presumably require
the knowledge of a reduced form of a ‘‘b’’ matrix. Since the end goal of
the method of ctlaim 6 is to obtain said “‘b’’' matrix, one ends up in a
circular argument: . .
(1) determine the diffusion parameters of the
diffuston method using uncalibrated ‘‘b’’ values, thereby resulting in
inaccurate diffusion parameters; then
- (2) determine the ‘*b’’ matrix for different
diffusion gradient vector directions using said 1naccurate diffusion
parameters.

Clearly, this method is f1awed, does not appear to be able
to work, and cannot deliver the result to be achieved, 1.e. "the
calibration of any diffusion MR-DTI imaging sequence” (page &, 2nd full
paragraph}, nor the disclosed advantage of providing "the precise and
spatial determination of the “‘b’’ matrix va1ue (page 8, 2nd full
paragraph}.

- (11) Moreover, the one and only embodiment of the
description (page 8, last paragraph - page 10} fails to disclose the
performance of said one-dimensional experiments and how the diffusion
parameters of the diffusion phantom of figure 1 are determined, such’
that the skilled person is not provided with suff1c1ent 1nformat1on to
carry out the method of claim 6.

. The applicant’s attention is drawn to the fact that claims relating to
inventions in respect of which no international search report has been
established need not be the subject of an international preliminary
examination (Rule 66.1(e) PCT). The applicant is advised that the EPO
policy when acting as an International Preliminary Examining Authority is
normally not to carry out a preliminary examination on matter which has
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not been searched. This is the case irrespective of whether or not the
claims are amended following receipt of the search report or during any
Chapter II procedure. If the application proceeds into the regional phase
before the EPO, the applicant 1s reminded that a search may be carried
out during examination before the EPO {see EPO Guideline C-¥I, 8.2},
should the problems which led to the Article 17(2)PCT declaration be
overcome.
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. . international application No.
INTERNATIONAL SEAR_CH REPORT PCT/PLZOOQ/UOOOEI

BoxNo. |l Observations where certain claims were found unsearchable (Continuation of Item 2 of first sheet)

This international search report has not been astablished in respect of certain claims under Articla 17(2_)(3) for the following reasons:

Claims Nos.:
D becausa they relats to subject mamr not required to be searched by. thls Authority, namely

2. [ﬂ Claims Nos.: 6-9
because they ralate to parts of the intemational appiication that do not comply with the prescribed requirements to such
an extant that no meaningful intemational search can be carried out, specifically:

see FURTHER INFORMATION sheet PCT/ISA/210

.

a. D Claims Nos.:
because they are depandent claims and are not drafted in accordance wﬂh |he second and third sentences of Aule B.4(a).

Box No. Il Observations where unity of invention Is Iacking {Continuation of item 3 of first sheet)

This Intemational Searching Authorty found multiple inventions in this intsmational application, s follows:

1. As all required addﬂunal search fees wers timely pald by the applicant, this intemational search report covers allsearchable
claims.

2. l:' As all searchable claims could be searchad without effort justifying an additional rees, this Authority did not invite payment of
adgitional faas.

3. As oniy some of the required additional search feas wars timety paid by the applicant, this intemational ssarch reporcovers’
only those claims for which fees were pald, specifically claims Nos.:

4. D No remured additional search foes weore timely paid by the applicant. Conaaq.lan‘l!y this International search report is
restictad to the invention first mentoned in the claims; It is covered by ciaimg Nos.:

Remark on Protest The addiional soarch foes wero accompanied by the applicant’s protest and, where applicable, the
payment of a protest fee.

The additional search fees were accompanied by the applicant's protest but the appllcable protast
' fee was not paid within tha time lmit specified In the invitation.

]:l No protest accompanled the payment of additional saarch fees.

Form PCT/ISA/210 {continuation of first sheet (2)) (April 2005)
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