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(57) Abstract: An intra-vaginal device for controlling urinary incontinence, designed to be placed longitudinally in the vagina, com -
prises: a. a deformable distal portion, placed in the subvesical region of the vagina, characterized by a deformable state and an un-de-
formable state; b. a deformable proximal portion placed in the suburethral portion of the vagina, characterized by a deformable state
and an un-deformable state; ¢. a deformation controlling mechanism interconnecting said distal portion and said proximal portion,
adapted to at reversibly transform said distal portion and said proximal portion from said deformable state to said un-deformable
state; and from said un-deformable state to said deformable state; wherein upon predetermined amount of intra-vaginal pressure ap -
plied on said proximal pressure, said deformation controlling mechanism is adapted to transform proximal portion from said un-de-
formable state to said deformable state such that pressure is applied on said urethra.
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Box No. 11 Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet)

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

i D Claims Nos.:

because they relate to subject matter not required to be secarched 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. X} Claims Nos.: 28-31, 76,77, 120-122, 133, and 134
because they are dependent.claims and are not drafted’in accordance with the second and third sentences of Rule 6.4(a).

Box No. Il Obscrvations where unity of invention is lacking (Continuation of item 3 of first shect)

This International Searching Authority found multiple inventions in this international appllcauon as follows:
Ses extra sheet.

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

2. D As all searchable claims could be searched without effort jlstif:ying 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. V No required additional search fees were timely pald by the applicant. Consequently, this mtemzmonal search report is
restricted to the invention first mentioned in the claims; it is covered by claims Nos
1-28, 32-39, 66/{1)-70/(1), 87, BOI{87)-95/(87), 97, 98/(87)-117/(87), 118, 119, 123-130 152/(1). 153/(87)

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 must be paid.

Group I: Claims 1-28, 32-39, 66/(1)-70/(4), 87, 89/(87)-95/(87), 97, 98/(87)-117/(87), 118, 119, 123-130, 152/(1), 153/(87); directed to a
device and method for treating urinary incontinence, comprising a deformation controlling mechanism adapted to reversibly transform a
distal portion and a proximal portion from a deformable state to an un-deformable state.

Group it: Claims 40-65, 66/(40)-70/(40), 71-75, 78-86, 88, 89/(88)-95/(88), 96, 98/(88)-117/(88), 131, 132, 135-143, 152/(40), 153/(83);

directed to a device and method for treating urinary incontinence, comprising a reservoir.

Group I1l: Claims 144-151; directed to a method for treating urinary incontinence, comprising contracting at least a portion of the pelvic

mustcles.

The inventions listed as Groups 1 - 11l 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 tachnical feature of Group | is a deformation controlling mechanism adapted to reversibly transfom a distal portion and a
proximal portion from a deformabls state to an un-deformabte state, which is not present in Groups I} or 1l. The special technical feature
of Group Il is a reservoir, which is not present in Groups I or . The special technical feature of Group 1l is contracting at feast a portion
of the pelvic muscles, which is not present in Groups | or Il

The sole element of commonality between groups I-Il is that of abtaining an intra-vaginal device for controlling urinary incontinence and
inserting said device into the vagina such that said distal portion is located in the subvesical region and said proximat portion is located
in the suburethral region, which is known in the prior art (ref. US 2004/0158122 A1 to Guerquin; Abstract--"a device (10) for preventing
fomale stress incontinence”; para [0062)--"after the treatment element 20 has been positioned in the vagina 120, the proximal portion 22
extends into the front or sub-urethral portion 122 of the vagina 120 {...] and the distal portion 24 extends into the rear or sub-vesical
portion 124 of the vagina 1207). "

The only elements of commonality between groups | and )i are those of a deformable distal portion designed to be placed in the
subvesical region of the vagina and a deformable proximal portion designed to be placed in the suburethral portion of the vagina, which
is known in the prior art or would have been obvious to one of ordinary skill in the art (ref, US 2004/0168122 A1 to Guerquin; Abstract--
“distal pant (24) extending the second end (22b) of the proximal part {22), made of a material reversibly deformable under pressure"”;
para [0062]-"after the treatment element 20 has been positioned in the vagina 120, the proximal portion 22 extends into the front or sub-
urethral portion 122 of the vagina 120 [...] and the distal portion 24 extends into the rear or sub-vesical portion 124 of the vagina 1207 it
would have been obvious to one of ordinary skill in the art that the proximal portion might also be deformable in order to permit variable
pressure to be exerted on the urethra), sensing intra-vaginal pressure, which is known in the prior art (ref. US 6,086,549 A to Neess et
al.; col B, In 55-67-"the system represented in FIG. 2 can be used to datarmine the intravaginal pressure”), and if pressure is above
predetermined threshold, said device is activated, thereby applying pressure on the urethra such that urinary incontinence is treated,
which is known in tha prior art {ref. US 6,135,945 A; Abstract--"a pressure sensor operable for sensing intra-abdominal pressure when
implanted in a patient and operable for generating a pressure signal in response to said sensed pressure, An actuating device is
oparably coupled to the pressure sensor and is responsive for generating an electrical signal in response to the pressure signal. A
controller is operably coupled to the actuating device and configured for engaging a urethra to selectively compress the urethra and
prevent incontinence®; col 2, In 22-26--"The current invention is an implantable device which enhances urethral sphincter closure only
when Intra-abdominal pressure rises above a certain value®).

The sole element of commonality between groups | and 1i} is that of said proximal portion applying pressure on the urethra, which is
known in the prior art (ref. US 5,163,897 to Persky; col 2, In 56-59~"prosthesis 14 includes a central compressing portion 20 which is an
elongated, inflatable, proximal portion. This proximal portion whem in use is positioned adjacent the urethra”; col 2, In 65 to cot 3, In 1~
“central portion 20 includes a raised central compressor part 25 best seen in FIGS. 5 and B. The compressor part 25 extends
longitudinally of the urethra and is positioned centrally, transversely speaking, of the urethra to provide effective compression of the
urethra”, Fig. 2).

Accordingly, unity of invention is lacking under PCT Rule 13.1.
Certain claims have been found to be unsearchable under Article 17(2){b) because of defects under Asticle 17(2)(a) and therefore have

not been included with any invention. Claims 29-31, 76, 77, 120-122, 133, and 134 are dependent claims and are not drafied in
accordance with the second and third sentences of Rule 6.4(a).
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