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PCT/US2012/071832 17.05.2013

INTERNATIONAL SEARCH REPORT International application No.
PCT/US12/71832

Box No. Il  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:

1. D Claims Nos.:

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

g
2. Claims Nos.: 22
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:
because Claim 22 Is an improper unsearchable omnibus type claim singe it refers to a device substantially as shown and described.

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 sheef)

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

Group |; Claims 1-21 and 61 are directed toward a device for treating fistulas in walls of a body cavity or lumen, the device configured to
transition between a compressed and an expanded configuration, the device further configured to fit within a working channel of an
endoscope when the devica is in a compressed configuration, the davice comprising: one or more conical portions, the one or more
conical portions configured to transition betwaen a compressed and an expanded configuration, the one or more conical portions
configured to restrict the flow of Auid through a fistula in at least one direction when the one or mora conical portions are in an expandad
configuration and deployed at the site of a fistula; and one or mora hub portions, the hub portion comprising a first and and a sacond
end, the one or mora hub portions configured to connect to at least one of the one or more conical portions.

*See Supplemental Sheet Below™*

]
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 justifyring 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, D No required additional search fees were timely paid by the applicant. Consequently, this intcrnational search report is
testricted 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.
I:' 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 Mo protest accompanied the payment of additional search fees.

Form PCT/ISA/210 {continuation of first sheet (2)) (July 2009)
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INTERNATIONAL SEARCH REPORT International application No.

PCTIUS12/71832

A. CLASSIFICATION OF SUBJECT MATTER
IPC(B) - AB1B 17/08(2013.01)
USPC - 608/, 151, 157,197, 213
According to International Patent Classification (TPC) or to both national elassification and IPC

B. FIELDS SEARCHED

Minimum documentation searched (classification system followed by classification symbols)

IPC{8): AB1B 17/08 (2013.01)
USPC: 606/1, 151, 157,197, 213

Documentation scarched other than minimum documentation to the extent that such documents are included in the fields searched

Electronic data base consulted during the international search (name of data base and, where practicable, search terms used)

MicroPatent (US-G, US-A, EP-A, EP-B, WO, JP-bib, DE-C.B, DE-A, DE-T, DE-U, GB-A, FR-A); IP.com: DialogPRO; PubMad/Medline;
Google/Google Scholar; Search terms used: Treat*, Seal”, Block®, occlude®, closur*, Stop®, controf®, reduce”, leak*, Flstula®, sirway”,
rupture®, Conlcal”, cone®, cylindrical®, concave®, cup®, cup-shaped, Endoscope®, bronchoscop*, Comprass*, expan®, stabiliz*, anchor*

C. DCOCUMENTS CONSIDERED TO BE RELEVANT

This document can be viewed by entering the doc numbar at the following url:
hitp:/wordwide.espacenst.com/numberSearch locale=en_EP

Category* Citation of document, with indication, where appropriate, of the relevant passages Relevant to claim No.
X US 2011/0208228 A1 (GONZALEZ, HX et al.) August 25, 2011; paragraphs {0008]-{0009], 1,2,7-8 11,13, 2327,
[0011]{0012], [0638}-[0040), [0042], [0044], [0045], [0047), [0068]-{0057], [0061] 28-34, 36-43, 53, 57-59,
61
Y 3-8, 10, 12, 14-21, 28, 35,
44-52, 54-58, 60
Y US 2040/D249828 A1 (MAVANI, A et al.) September 30, 2010; figures 44, 4B; paragraph [0102] | 3-6, 14-15, 19, 54-56
Y US 6997916 B2 (SOLTESZ, PP et al.) February 14, 2006; figures 24, 25; column 2, lines 30-54; | 6. 10, 12, 16-21, 28, 58,
column 3, lines 16-67; column 8, lines 19-38: column 17, linas 20-47 60
Y WO 2007/115208 A2 (SHANDAS, R et al.) October 11, 2007; figures 40c-40d 44-52
Y US 7011094 B2 (RAPACK), A el al.} March 14, 20086; figure 65 9
Y US 2007/0129757 A1 (ARMSTRONG, DN) June 7, 2007; paragraph [005€] 35
Y WO 2007/033379 A2 (BELSON, A) March 22, 2007; paragraph [00759] 35

[:] Further documents are listed in the continuation of Box C.

O

. Special categories of cited documents:

“T* later document published after the internasional filing date ot dprim'it)r

“A™ document defining the general state of the art which is not considered date and not in conflict with the application but cited to un
10 be of particular relevance the principle or theory underlying the invention
“E" earlier application or patent but published o or after the international “X™ document of particular relevance; the claited invention cannot be
filing date considered novel or cannot be considered to involve an inventive
wn dp&uncm ‘,‘a’,,'ﬁif-g, mt':Y mrglw doubts d;]tn pl}urity tﬁl:im(s]‘m which is step when the document is taken alone
cited 10 establi e publication date of ano citation or “y= document of icular relevance; the claimed invention cannat be
special aeason (as specified) . considered topqur:volve an inventive step when the document is
“0" document referring to an oral disclosure, use, exhibition or other combined with one or more ¢ther such documents, such combination
means being obvious to a person skilled in the art
“p”  document published prior to the intenational filing date but later than  «g,» i
the priority date claimed '&"  document member of the same patent family

Date of the actual completion of the international search

02 May 2013 (02,05.2013)

Date of mailing of the international search report

17 MAY 2013

Name and mailing address of the ISA/US

IMail Stop PCT, Atin: 1ISA/US, Commissioner for Patents
P.0. Box 1450, Alexandria, Virginia 22313-1450

Facsimile No.  571-273-3201

Authorized officer: .
Shane Thomas

PCT Hatpdesks 571-272-4300
PCT OSP: 571-272-7774

Form PCT/ISA/210 (second sheet) (July 2009}
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*~*Continuation of Box No. lll - Observations whera unity of invention Is lacking:*™

Group |1: Claims 23-36 are directed loward a device for treating fistulas in walls of a body cavity or lumen, the davice comprising a
stabilizing member and a sealing member connected to the stabillzing member.

Group |II: Claims 37-52 are directed toward a devica for treating fistulas in walls of a body cavity of lumen, the device comprising one or
more frame membars, the one or more frame members configured to transition between a compressed configuration and an expanded
configuration, the ane or more frame members configured 1o form a tube with a substantially cylindrical shape that fits within a body
lumen when the one or mare frame members are In an expanded configuration, the one or mere frame members configured to fit within
a working channel of an endoscope when the one or more frame n bers are in a comp d configuration.

Group IV: Claims 53-50 are directed toward a device for treating fistulas in walls of a body cavity or lumen, the device configured to
transition batween a compressed and an expanded configuration, the device further configured to fit within a working channe! of an
andoscopa when the davice is in @ compressed configuration, the device comprising: one or more inflatable portions, the ¢ne or more
inflatable portions configured to transitian betwaen a deflated and an inflated configuration, the one or more inflatable portions
configurad io restrict the flow of fivid through a fistula in at least one direction when the one or more inflatable portions are in an inflated
configuration and deployed at the site of a fistula; one or more inflation points on the ona or mare Inflatable portions, the one or more

» inflation points configured to facilitate fluid communication between tha one or mere inflatable portions and one or more sources of
inflating substance; and one or more stabilizing members connected to the one or more inflatable portions, the one or more stabllizing
members connected to the one or more inflatable portions, the one or more stabilizing members configurad to inhibit movement of the
one or more infiatable portions when the one or more infiatable portions are in an inflated configuration and deployed within the body.

Tha imventions listed as Groups |-1v 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 lechnical features for the kllowing reasans: the special technical features of Group |
include a device for treating fistutas in walls of a body cavity or lumen, the device configured to transition between a compressed and an
axpandsd configuration, the device further configurad to fit within a working channel of an endoscopa when the davica is in a
comprassed configuration, the device comprising: ohe or more conical portlons, the one or more conical portions configured to transition
between a compressed and an expanded configuration, the one or mare conlcal portions configured to restrict the flow of fluid through a
fistula in at least one direction when tha one or more conical portions ara in an expanded configuration and deployed at the site of a
fistula; and one or more hub portions, the hub portion comprising a first end and a second end, the one or more hub portions configured
to connact to at least one of the onae or more conical portions, which are not prasant in Group Il, Group 1l having special technical
features including a devica for treating fistulas in walls of a body cavity or lumen, the device comprising a stabilizing member and a
sealing member connacied to the stablizing mamber, which are not prasent in Group 1Il, Group 1l having special technical featuras
including a device for treating fistulas in walls of a body cavity or lumen, the device comprising one or more frame mermbers, the one or
more frame members configured to transition betwean a compressed configuration and an expanded configuration, the one or more
frame mambers configured 1o form a tulbe with a substantially cylindrical shapa that fits within a8 body tumen when the one or more frame:-
members are in an axpanded configuration, the one or more rame members canfigured to fit within a working channel of an endoscope
when the one or more frame members are in a compressed configuration, which are not present in Group [V, Group IV having special
tachnical features including a device for treating fistulas in walls of a body cavity or luman, the device configurad to transition betwaen a
comprassed and an expandad configuration, the device further configurad to fit within a working channel of an endoscope when the
davice is in @ compressed configuration, the devica comprising: one or more inflatable portions, the one or mora inflatable portions
configured to transition batween a deflated and an inflated configuration, the onae or more inflatable portions configured to restrict the
flow of fluid through a fistula in at least one direction whan tha one or more inflatable portions are In an inflaied configuration and
deployed at the site of a fistula; one or more inflation points on the one or more inflatable portions, the one or more inflation points
canfigured to facilitate fluid communication between the one or more Inflatable portions and one or more sources of inflating substance,;
and one or more stabilizing members connected to the one or mare inflatable portions, the ane or mora stabilizing members connected
to teh one or more inflatable portions, the cne or more stabilizing members configurad to inhibit movement of the one or more inflatable
portlons when the one or more inflatable portions are in an inflated cenfiguration and deployed within the body.

Groups IV share tha technical features including a device for treating fistulas in the walls of a body cavity or luman, the device
configured to transition batween a compressed and an expanded configuration, the devie further configured to fit within a working
channal of an endoscope whan tha davica is in a compressed configuration, the device comprising: a stabilizing member and a sealing
member connected to tha stabilizing member, the device comprising one or more frame mambers, the one or more frame members
configured Lo transition between a compressed configuration and an expanded configuration, the one or more frame members
configured to fit within a working channel of an endoscope when the one or mora frame members are in a compressed configuration.

However, these shared technical features are previeusly disclosed by US 7,533,671 B2 to Gonzalez, et al. (hercinafter ‘Gonzalez’).
Gonzalez discloses a device for treating fistulas in the walls of a body cavity or lumen (abstract; Claims 1, 8}, the device configured to
transition bety a p < and an expanded configuration {celumn B, lines 20-32; Claims 1, 4), the davice further configurad to fit
within a working channe! of an endoscope when the device is in a compressed configuration (column 8, lines 20-32; coluran 10, linas
21-32), the device comprising: a stabilizing membar 150 and a sealing member 160 connacted to the stabilizing member 150 (figures 4,
6; colurnn 7, lines 42-67 to column 8, lines 1-50); the devica comprising one or more frame members 144 (figures 4, 6; cofun 7, ines
42-67 to column &, lines 1-50), the one or more frame members configured {o transition between a compressed configuration and an
axpanded configuration (columnn 8, lines 20-32), the one or more frame members 144 canfigured 1o fit within a working channal of an
endoscope when the one or more frame members 144 are in a compressed cenfiguration {column 8, fines 20-32).

Since none of the spedial technical features of tha Groups IV inventions is found in more than ane of the inventions, and since all of the
shared tachnical faatures are previously disclosed by the Gonzalez referenca, unity of invention is lacking.

Form PCTASA/210 (extra sheet) (July 2009}
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