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Box No. 11 Observations where certain claims were found unsearchable (Continuation of item 2 of first sheef)

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

D Claims Nos.:

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

2. D Claims Nos.:

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

3. I:] Claims Nos.:

because they are dependent claims and are not drafted in accordancc 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:

Group I Clalms 1-5 and 13-17 are directed toward a device for use in accessing and treating a carotid artery comprising a stopper
member.

Group II: Claims 6-12 are directed toward a device for use in accessing and treating a carotid artery comprising a flow control assembly.

Group iii: Claims 18-28 are directed toward a device for use in accessing and treating a carotid artery wherein the distance from the
arteriotomy site to a target treatment site is in the range of about 5cm to about 10cm.

Group IV: Claims 29-33 are directed toward a method for accessing and treating a stenosis in a carotid artery.

pey

***See Supplemental Sheet Below

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

D As all searchable claims could be searched without effort justifying additional fees, this Authority did not invite payment of
additional fees. '
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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. m 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.: .
1-5, 1317

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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***Continuation of Box No. Ill - Observations where unity of invention is lacking:

The inventions listed as 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 |
include a stopper member that may be positioned over the distal section of the sheath, wherein the stopper member limits insertion of
the sheath into the carotid artery to no more than a portion of the length of a distal-most portion of the distal sheath, wherein the stopper
member may be deformed from a first shape to a second shape and wherein the stopper member retains the second shape after
deformation, which are not present in Groups 1I-IV; the special technical features of Group Il include a flow control assembly coupled to
the shunt and adapted to regulate blood flow through the shunt between at least a first blood flow state and at least a second blood flow
state, wherein the flow control assembly includes one or more components that interact with the blood flow through the shunt, which are
not present in Groups | and Ili-1V; the special technical features of Group Ill include wherein the distance from the arteriotomy sitetoa
target treatment site is in the range of about Scm to about 10cm, which are not present in Groups |-l and IV; the special technical
features of Group IV include forming a transcervical incision in a neck of a patient, forming a penetration in a wall of a common carotid
artery proximal to the stenosis via the transcervical incision, which are not present in Groups I-I.

The common technical features of Groups |-V are a system/method for accessing and treating a carotid artery, comprising: an arterial
access sheath introduced into a common carotid artery.

These common technical features are disclosed by US 2011/0082408 A1 (CHANG). Chang discloses a system/method for accessing
and treating a carotid artery, comprising: an arterial access sheath introduced into a common carotid artery (method of treating a carotid
artery, comprising: forming a puncture opening through a wall of the common carotid artery; positioning through the puncture an arterial
access sheath and dilator system; claim 1). ’

Since the common technical features are previously disclosed by the Chang reference, the common features are not special and so
Groups -V lack unity.

The additional common technical features of Groups Il and 11l are a shunt fluidly connected to the arterial access device, wherein the
shunt provides a pathway for blood to flow from the arterial access device to a return site.

These common technical features are disclosed by the Chang reference. Chang discloses a shunt fluidly connected to the arterial
access device, wherein the shunt provides a pathway for blood to flow from the arterial access device to a return site (a shunt fluidly
connected to the arterial access sheath provides a pathway for blood to flow from the arterial access device to a retum site; claim 18).

Since the common technical features are previously disclosed by the Chang reference, the common features are not special and so
Groups Il and I lack unity. !
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