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Box No. I1 Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet)

This international search report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons:

1. I:l Claims Nos.:

because they relate to subject matter not required to be searched by this Authority, namely:

2. I__—' Claims Nos.:

because they relate to parts of the international application that do not comply with the prescribed requirements to such an
extent that no meaningful international search can be carried out, specifically:

3. D Claims Nos.:

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a).

Box No. III  Observations where unity of invention is lacking (Continuation of item 3 of first sheet)

This International Searching Authority found multiple inventions in this international application, as follows:
see extra sheet

1. I:l 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 additional fees, this Authority did not invite payment of
additional fees. ’

3. D As only some of the required additional search fees were timely paid by the applicant, this international search report covers
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

— restricted to the invention first mentioned in the claims; it is covered by claims Nos.:

1-9

Remark on Protest D The additional search fees were accompanied by the applicant’s protest and, where applicable, the

payment of a protest fee.

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

D No protest accompanied the payment of additional search fees.
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This application contains the following inventions or groups of inventions which are not so linked as to form a single general inventive
concept under PCT Rule 13.1. In order for all inventions to be examined, the appropriate additional examination fees need to be paid.

Group |, claims 1-9 are drawn to a system comprising an implement having a distal face, a side surface with at least one opening
extending inwardly from the side surface and a proximal end engaged with the distal end of the elongate body.

Group ll, claims 10-14 are drawn to a catheter comprising an occlusion clearing implement having a rigid distal face and a cyfindricaf
body extending proximally therefrom, the cylindrical body configured to by juxtaposed relative to a distal portion of the elongate flexible
body over an interface.

Group lll, claims 15-22 are drawn to a catheter comprising a lesion clearing implement having a ring structure.
Group 1V, claims 23-27 are drawn to a method of treating a patient.

The inventions listed in Groups I-IV do not relate to a single general inventive concept under PCT Rule 13.1, because under PCT Rule
13.2 they lack the same or corresponding special technical features for the following reasons:

The special technical features of Group 1, a catheter device having a lumen extending therethrough with an inner diameter larger than
the outer diameter of a guidewire; an implement having a distal face, a side surface with at least one opening extending inwardly from
the side surface and a proximal end engaged with the distal end of the elongate body, the distal end of the implement configured to act
upon a portion of the occlusion; and a handle disposed at the proximal end of the elongate body; wherein the system is configured such
that distal pressure on the handle urges the implement distally to firmly engage the occlusion; and wherein the system is configured such
that actuating the handle causes the elongate body and the implement to be actuated to enlarge a passage through the occlusion are
not present in Groups II-IV; the special technical feature of Group I, an occlusion clearing implement having a rigid distal face and a
cylindrical body extending proximally therefrom, the cylindrical body configured to by juxtaposed relative to a distal portion of the
elongate flexible body over an interface; wherein the occlusion implement retains a minimum transverse dimension of at least about 90%
of its at rest diameter upon action against a lesion whereby deformation of an inner passage thereof is minimal during interaction with
the lesion are not present in Groups |, Il and IV; the special technical feature of Group Il a lesion clearing implement having a ring
structure; and an interface disposed between the ring structure and the elongate catheter assembly, the interface providing a protrusion
disposed on one of the elongate catheter assembly and the ring structure and a recess disposed on the other of the elongate catheter
assembly and the ring structure; wherein the interface is at least partially in a radial direction such that an axial load can be transmitted
across the interface are not present in Groups 1, Il and 1V; the special technical feature of Group IV, a method of treating a patient with a
total or near total occlusion comprising: accessing a blood vessel of a patient at an access location using a catheter technique;
advancing a guidewire into the patient and to a treatment site, the treatment site having a total or near total occlusion; advancing a
catheter over the guidewire into apposition with a proximal portion of the occlusion, the catheter having a lumen therethrough and an
anchor face at a distal end thereof; and applying one or more of [a}j compression or torsion to the guidewire or [b] compression or torsion
to the catheter body to expand or create an access path through the occlusion are not present in Groups I-ll.

Groups | -IV share the technical feature of providing access across an occlusion and a catheter comprising an elongate flexible body
extending between a proximal end and a distal end and an occlusion/lesion clearing implement. However, this shared technical feature
does not represent a contribution over the prior art. Specifically US 2008/0033423 A1 to Peacock, Il discloses providing access across
an occlusion (abstract regarding providing vascular access across chronic total occlusions) and a catheter comprising an elongate
flexible body extending between a proximal end and a distal end (Fig. 1 sheath 40; para. 0084) and an occlusion/lesion clearing
implement (Fig. 1 distal end 36; para 0083-0084 regarding enlargement 30, starting with distal tip 36, to preferentially find and propagate
along paths of least resistance to such motion, which is believed to most often occur at natural tissue planes between at least two
amorphous tissues in the CTO.)

Groups 1, Il and IV share the technical feature of advancing a catheter over a guidewire within the vasculature. However, this shared
technical feature does not represent a contribution over the prior art. Specifically, US 2008/0033423 A1 to Peacock, |ll discloses of
advancing a catheter over a guidewire within the vasculature (para. 0086 regarding a separate delivery sheath 60 (shown in shadow in
Fig. 1) may be first advanced to the lesion over a first guidewire (not shown), which first guidewire is then removed and replaced with the
sheathed wire assembly 10 of the present embodiment which tracks through the proximally positioned delivery sheath 60 and against
the target CTO lesion).

Groups | and IV share the technical feature of a catheter device having a lumen extending therethrough. However, this shared technical
feature does not represent a contribution over the prior art. Specifically discloses a catheter device (Fig. 1 sheath 40) having a lumen
extending therethrough (Fig. 1 housing wire 20; para. 0084 regarding sheath 40 is designed to be tightly toleranced over the internally
housed wire 20 such that the sheath 40 and wire 20 advance together through a CTO).

Since none of the special technical features of the Groups I-IV inventions are found in more than one of the inventions, unity is lacking.

Form PCT/ISA/210 (extra sheet) (July 2009)



	Page 1 - front-page
	Page 2 - wo-search-report
	Page 3 - wo-search-report
	Page 4 - wo-search-report

