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(57) Abstract: The present application discloses
devices that ablate human tissue. The device com-
prises a catheter with a shaft through which an ab-
lative agent can travel, a liquid reservoir and a
heating component, which may comprise a length
of coiled tubing contained within a heating ele-
ment, wherein activation of said heating element
causes said coiled tubing to increase from a first
temperature to a second temperature and wherein
the increase causes a conversion of liquid within
the coiled tubing to vapor, a reusable cord connect-
ing the outlet of the reservoir to the inlet of the
heating component, and a single use cord connect-
ing a pressure-resistant inlet port of a vapor based
ablation device to the outlet of the heating com-
ponent.
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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. 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 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 drafied 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:
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 must be paid.

Group | (Claims 1-7) is drawn to a tissue ablation device comprising:

a liquid reservoir, wherein said reservoir includes an outlet connector that can resist at least 1 atm of pressure for the attachment of a
reusable cord; a heating component;

a cord connecting the outlet of said reservoir to the inlet of the heating component;

a single use cord connecting a pressure-resistant inlet port of a vapor based

ablation device to the outlet of said heating component.

—--—Continued on Supplemental Page—-—

1. D 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. (:I 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. W 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.:

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 Observations where unity of invention is lacking (Continuation of item 3 of first sheet)

Group |l (Claim 8-13) is drawn to a vapor ablation device system comprising:a container with a sterile liquid;

a pump;

a first filter;

a heating component;

avalve;

a catheter in fluid communication with said heating component, said catheter comprising at least one opening at its operational end; and
a microprocessor.

Group Il (Claims 14-20) is drawn to a tissue ablation system comprising:

a catheter comprising a handle housing a fluid heating chamber, a wire leading to a controller; an insulating sheath; at least one
opening proximate the distal end of said catheter for the passage of vapor,

a controller operably connected to said heating element via said wire, wherein said controller is capable of modulating energy supplied
to said heating element and further wherein said controller is capable of adjusting a flow rate of liquid supplied to said catheter,wherein
liquid is supplied to said heating chamber and then converted to vapor

within said heating chamber by a transfer of heat from said heating element to said chamber.

The inventions listed as Groups I-1ll 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:

Groups | and Il share the technical feature of a tissue ablation system comprising: a liquid reservoir and a heating component as shown
by US 2009/0301483 A1 to Barry et al. (hereinafter Barry). Barry teaches a tissue ablation system (para(0021]) comprising: a liquid
reservoir and a heating component (para[0059]).

Groups [l and lil share the technical feature as taught by Barry, of a catheter having at least one opening proximate the distal end of
said catheter for the passage of vapor (para[0059]-{0060}, [0063]; Figs. 1-5); wherein said controller is capable of adjusting a flow rate of
liquid supplied to said catheter (para[0061]; wherein water is converted to vapor (0059}).

The inventions of Groups I-11l each recite a special technical feature above and beyond the shared technical feature and method. In
particular:

The special technical feature of Group | is a liquid reservoir, wherein said reservoir includes an outlet connector that can resist at least 1
atm of pressure for the attachment of a reusable cord; a cord connecting the outlet of said reservoir to the inlet of the heating
component; a single use cord connecting a pressure-resistant inlet port of a vapor based ablation device to the outlet of said heating
component; not required by the inventions of Groups Il and HlI.

The special technical feature of Group Il is a pump in fluid communication with said container; a first filter disposed between and in fluid
communication with said container and said pump;; not required by the inventions of Groups | and IIl.

The special technical feature of Group Il is a catheter comprising a handle housing a fluid heating chamber, a wire leading to a
controller; an insulating sheath; a controller operably connected to said heating element via said wire, wherein said controller is capable
of modulating energy supplied to said heating element, not required by the inventions of Group | and Il.

None of these technical features are common to the other groups, nor do they correspond to a special technical feature in the other
groups. Therefore, unity of invention is lacking because the groups do not share a same or corresponding special technical feature
making a contribution over the prior art. Therefore, unity of invention is lacking.
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