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an extent that ne meaningful intemational search can be carried out, specifically:

see FURTHER INFORMATION sheet PCT/ISA/210

3. D Claime Nos.:
because they are dependent <laims and are nct drafted in accordance with the second and third sentences of Rule &.4(a).

BoxNo.lll Observations where unity of invention is lacking (Continuation of item 3 of first shest)

This Intemational Searching Authority found multiple inventions in this intemational application, as follows:

1. As all required additional search fees were timely paid by the applicant, this international search report covers all searchable
claims.

2. D As all searchable claims could be searched without effort justifying an additional fees, this Authority did not invite payment of
additional fees.

a. As only some of the required additicnal search fees were timely paid by the applicant, this intemational search repart cavers
only those claims for which fees were paid, specifically claims Nos.:

4. |:| No required additional search fees were timely paid by the applicant. Consequently, this international search report is
restrictes] to the invention first mentioned in the olaims; it is covered by claims Nos.:

Remark on Protest The additional search fees were accompanied by the applicant’s protest and, where applicable, the
payment of a protest fes.

The additional search fees were accompanied by the applicant’s proteat but the applicable protest
fee was not paid within the time limit specified in the invitation.

I:l Na protest accompanied the payment of additional search fees.

Farm PCT/ISA/210 (continuation of first shest {2)) (April 2005)
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FURTHER INFORMATION CONTINUED FRCM PCT/ISA/ 21D

Continuation of Box II.2

Claims Nos.: 17-31, 35-63(completely); 1-16, 32-34{partially)

The application comprises 63 claims referring to 8 separate methods of
treatment. The number of claims is deemed to be unreasonable in
consideration of the nature of the invention claimed, i.e. a single
method of treatment (Rule 6.1{(a) PCT).

Applicant has requested claims
1-31 and 41-63 to be searched for the purpose of performing a partial
search report,

However, the ISA finds these claims to still comprise 6
similar methods of treatment.

The ISA finds that the claims lack clarity
to such an extent as to making a meaningful search impossible due to the
unclear term 'non-responder’'.

Applicant defined a non-responder as in
the description, p.15, 1i.20-25.

However, the ISA does not find this
definition complete enough, since it is not clear to what dose of
vedolizumab the subject is non-responsive, how 'responsiveness' s
measured, and at what time point it must be measured.

In the present
case, the non-responder has been deemed to be a subject who, following an
induction dose of 300mg vedolizumab at week O and week 2, fails to show a
defined clinical response (i.e. improvement of their IBD condition) at
week 6.

The ISA therefore has 1imited the search to the use of 600mg
vedolizumab 1V to treat a subject suffering from an 1BD (e.g. CD, UC),
after failing to respond to an dose of 300mg vedolizumab (i.e. a defined
non-responder). Claims 1-16 have been searched in combination with this
concept. Claims 32-34 are directed to a diagnostic method and have also
been searched, in so far as they relate to a non-responder as defined
above.

The applicant's attention is drawn to the fact that claims relating to
inventions in respect of which no international search report has heen
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
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 1I procedure. If the application proceeds into the regional phase
before the EPO, the applicant is reminded that a search may be carried
out during examination before the EPO (see EPO Guidelines C-1V, 7.2),
should the problems which led to the Article 17(2) declaration be
overcome.
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