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Bex No. i1 Observations where certain elaims were found unsearchable (Continuation of item 2 of first sheet)

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

1. D Claims Nos.:
because they relaie 1o subject matter not required to be searched by this Authority, namely:

2. I:l Claims Nos.: .
because they relate 1o pants of the international application that do not comply with the prescribed requirements 1o such an

extent that no meaningful international search can be carried out, specifically:

3 |:] Claims Nos.:
by 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 Authorily found multiple inventions in this intemational application, as follows:

(SEE EXTRA SHEETS ATTACHED)

L. I:l As atl required additional search fees were timely paid by the applicani, this international search repont covers all searchable
claims.

2. l:l As al] 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 additionat search fees were timely paid by the applicani, this international search report covers
only those claims for which fees were paid, specifically claims Nos.:

4. No required additional scarch fees were timely paid by the applicant. Consequently, this international search repont is
restricted 1o the invention first mentioned in the claims; it is covered by claims Nos.:
1-84

Remark on Protest ‘:] The additional search fees were accompanied by the applicant’s prolest and, where applicable, the

paymenl of n protest fee.

D The additional search fees were accompanied by the applicant’s proiest but ihe applicable protest
fee was not paid within the time lmit specified in the invilation,

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

Group |, claims 1-84, are drawn to a system for filling a biological space.

Group I, ¢laims 85-172, are d.rawn to a driver assembly.

Group I, claims 173-228, 230-239 are drawn to a system for filling a biolegical spacs.

Group IV, claims 240-299 are drawn to a system for filing a biclogical space.

Group V, claims 300-329 are drawn to a method for filling a biclpgical space.

Group VI, claims 340-369 ame drawn to a methed for filling a biclogical space.

Group VI, claims 370-394 are drawn to a method for filling & biological space.

Group VI, claims 395-424, 426-452 are drawn to a method of manufacturing a system for filling a biological space.
Group IX, claims 453-464 are drawn o a method of manuiacturing & systam for filling a biclogical space.

Group X, claims 465474 are drawn to a method of manufacturing a systam for filling a biological space.

Group X, claims 475-503, 505-522 are drawn to a method of manufacturing a system for filling a biological space.
Group X, claims 523-552, 554-576 are drawn to a method of manufacturing a system for filling a biclogical space.

The inventions listed as Groups I-X1l 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 coresponding special technical feajures for the following reasons:

The special technical features of the Group | invention, a single lobed metallic expandable body comprising: a distal region; a proximal
region generally opposite the distal region; an intermediate region transitioning from the distal region te the proximal region; a centar
axis extanding proximal-distal belween the proximal region and distal region; and a wall extending generally continucusly through the
intermadiate region from the distal ragicn to the proximal region to define an exterior surface of the expandable hody and an interior
surface of the expandable body, the interdor surface defining an interior volume of the expandable body, wherain the expandable body Is
configured to expand from a deliverabta configuration to an expanded configuration; and a delivery device comprising: a longitudinally
extanding body comprising a proximal end and a distal end generally opposite the proximal end, the distal end of the delivery device
being operably coupled o the proximal region of the expandable body, wherein, when the expandabls body is in the deliverable
configuration, the wall assumes a pleated configuration comprising a plurality of pleats folded over in a clockwise direction relative to the
center axie or a counterclockwise direction relative to tha centar axis to form a folded-over region of the expandable body, wherain,
when tha expandable body is in the expanded configuration, the plurality of plaats is nat folded over, are not present in Groups II-Xil;

Thae special technical features of the Group Il invention, a single lobed metallic expandable body comprising: a distal region; a proximal
ragion ganerally opposite tha distal ragion; an intarmadiate region transitioning from the distal region o the proximal region; a center
axig extending proximal-distal between the proximal region and distal region; a nach extending proximally from the proximal ragion to
op&rably couple to the distal end of a delivery device; and a wall extending generally continuously through the intermadiate region from
the distal region to the proximal region to define an exterior surface of the expandable bedy and an interior surface of the expandable
body, the interior surface defining an interior volumae of the expandable body, wherein the expandable body is configured to expand from
a deliverable configuration to an expanded configuration, and wherein at least a portion of the neck comprises stainless steel while the
remainder of the expandable body comprises another metal; and a delivery device comprising: a longitudinally extending body
comprising a proximal end and a distal end generally opposite the proximal and, the distal end of the delivery device being operably
coupled to the proximal region of the expandable body, wharein, when the expandable body is in the deliverable configuration, the wall
assumes a pleated configuraion comprising a plurality of pleats folded over in a clockwiza direction relative to the center axis, ora
counter-lockwise direction relative to the center axis to form a folded-over region of the expandabls body, wherein, when the
expandable body is in the expanded configuration, the plurality of plaats is not folded over, are not prasent in Groups | and IF-XII;

The special technical features of the Group (I invention, a ingle lobed metaltic expandable body comprising: a distal region; a proximal
region generally opposite the distal region; an intermediate region transitioning from the distal region to the proximal region; a center
axis extending proximal-distal between the proximal region and distal region; a neck extending proximally from tha proximal region to
operably couple to the distal end of a delivery device; and a walt extending genarally continuousiy through the intermediate region from
the distal region to the proximal region to define an exterior surface of the expandable body and an interior surface of tha expandable
body, the interior surface defining an interior volume of the expandable body, wharein the expandable body is configured to expand from
a deliverable configuration o en expanded configuration; and a delivery device comprising: a longitudinally extending body comprising a
proximal end and a distal end generally opposite the proximal end, the distal end of the delivery device being operably coupled to the
neck portton of the proximal region of the expandable body by an elastic sleeve or wrap and a friction fit; and wherein, when the
expandable body is in tha deliverable configuration, the wall assurmes a pleated configuration comprising a piurality of pleats folded ovar
in a clockwise direciion relative to the center axis, or a countar-clockwise direction relative to the canter axis to form a folded-over region
of the expandable body, wherein, when the expandable body is in the expanded configuration, the plurality of pleats is not folded over,
are not present in Groups |-l and IV-XII;

(Continued In Next Supplemental Sheats)
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The spacial tachnical features of the Group [V invention, a single lobed metallic expandable body comprising: a distal region; a proximal
region generally opposite the dista! region; an intenmediate region transitioning from the distal reglon to tha proximal region; a center
anis extending proximal-distal between the proximal region and distal region; and a wall extending generafly continuously through the
intermediate region frem the distal region to the proximal region to define an exterior surface of the expandable body and an interior
surface of the expandable bady, the interior surface defining an interior volume of tha expandabile body, wherein the expandable body is
configured to expand from a deliverable configuration to an expanded configuration; and a link coupled to the proximal region; a delivery
device comprising: a longitudinally extending body comprising a proximal end and o distal end generally oppesits the proximal and, the
distal end being operably coupled to the proximal region of the expandable body at least in part via the link; and an electricat syStem
comprising an electrical circuit wherein a porfion of the electrical circuit is supported on the longitudinally exiending body of the defivery
dovice and configured to cause a decoupling of the proximal region of the expandable body from the distal end of the delivery device via
supplying electrical energy to the link to heat the Jink to causa tha link i release, are not present in Groups Il and V-XII;

The speciat technical features of the Group V invention, providing a single-lobed metallic expandable body, wherain the expandable
body is configured to expand from a daliverable configuration to an expanded configuration; delivering the expandable body into the
biclogica! space of tha patiant in a deliverable configuration via a delivery device having a distal end operably coupled to a proximal
region of the sxpandabla body; dalivering a fluid medium inio the intarior volume of the expandable body via the delivery device to -
cause the expandable body to assume the expanded configuraiion; providing an elecirolysis system electrically coupled to an anode
located on the proximal region of the expandable body; and causing the expandable body to decouple from the delivery device, the
decoupling being achieved by elactolysis occurring at the anode, are not present in Groups |-V and VI-XII;

The special technical features of the Group VI invention, providing a single-lobed metallic expandable body, whergin the expandable
body is configured to expand from a deliverable configuration to an expanded configuration; delivering the expandable body into the
biotogical space of the patient via a delivery device having a distal end operably coupled to a proximal region of the expandable body
via a link; delivering a fluid medium into the interior volume of tha expandable bady via the delivery device to cause the expandable
body lo assume the expanded configuration; providing an electrical system electrically coupled to the link; and causing tha expandable
body to decouple from the delivery device, the decoupling being achisved by causing the link to melt and separate, afe not present in
Groups IV and Vil-XI;

The special technical features of the Group Vil invention, providing a singte-lobed metallic expandable body, with a neck extonding
proximally from the proximal region to operably coupie to the distal end of a delivery device, whargin the expandable body is configured
to expand from a deliverable configuration to an expanded configuration; delivering the expandable body into the biclogical space of the
patient via a delivery device having a distal end operably coupled to the nack poriion of the proximal region of the expandable body by
an elastic sleeve or wrap and a friction fit; delivering a fluid medium into the interior volume of the expandable body via the delivery
device to cause the expandable body to assume the expanded configuration; and causing the axpanded expandable body to decouple
fram the delivery device, the decoupling belng achieved by puling apart the delivery device and the expanded expandable body, are not
present in Groups |-V1 and VIII-XII;

The special technical features of the Group Vil invention, manufacturing a single lobed metallic expandable body comprising: a distal
region; a proximal region generally opposite the distal ragion; an intermediate region transitioning from the distal reglon to the proximal
region; a center axis extending proximal-distal betwaen the preximal region and dista! region; and a wall extending generally
continuously from the proximal region, through the intermediate region, to the distal region to define an exterior surfaca of the
expandabla body and an interior surface of the expandable body, the interior surface defining an interior velume of the expandable
body; manufacturing a delivery device comprising: a longitudinally extending body comprising a proximal end and a distal end generally
opposite the proximal end; operably coupling the distal end of the delivery device to the proximal region of the expandable bady; and
forming the wall of the expandable body into a pleated configuration comprising a plurality of pleats folded over in a clockwise direction
relative to the cenlter axis, or a countar-clockwise direction relative to the center axis to form a folded-over region of the expandable
body, are not present in Groups 1-VIl and 1X-XH;

The special technical featuras of the Group IX invention, coupling a stainless steal ring to a proximal end of a sacrificial mandrel;
depositing a metal layer over the sacrificiel mandrel and at least over a portion of the stainless steet ring; eliminating the sacrificial
mandrel, leaving behind the metal layar in the form of a hollow body having the shape of the sacrificial mandrel, the stainless steel 7ing
joined to and distally extending from a proximal region of the hollow body; applying an electrical insulation material to an exterior surface
arid an interior surface of the hollow body and an exterior surface of the stainless steel ring; and rendering a portion of the exterior
surface of the region of the neck comprising the stainless steel ring free of the electrical insulation material to create a potential anode;
coupling the stainless steel ring to a distal end of a dalivery device; and electrically coupling an electrolysis system to the potential
anode through a conduction path that travels through the delivery davica, are not present in Groups |-VIIl and X-XIk;

Tha special technical features of the Group X invention, providing a sacrificial mandrel comprising a plealed outer surface; depositing a
matal layer over the sacrificial mandrel; removing the sacrificial mandrel, leaving bahind the metal layer in the form of & hellow pleated
body; coaling with a non-metallic material an interior surface and an exterior surface of metal layer of the hollow pleased body,; and
folding the hollow pleated body to further increase the exient to which the hollow pleated body is pleatad, the liolding comprising folding
over a plurality of pleats in a clockwise direction relative to a center axis of the hollow pleatad body, or a counter-clockwise direction
relative to the center axis, are not present in Groups |-IX and XI-XII;

Form PCT/ASA/210 (patent family annex) (July 2009)
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The spetia! tachnical featurss of the Graup X invention, manufacturing a single lobed metallic expandable body comprising: a distal
region; a proximal region generally opposite the distal region; an intermediate region transitioning from the distal region to the proximal
region; a centar axis extending proximal-distal between the proximal region and distal region; and a wall extending genarally
continuously from the proximal region, through the imemmediate regien, to the distal region to define an exterior surface of the
expandable body and an interior surface of the expandable body, the interior surface defining an interior volume of the expandable body;
manufacturing a delivery device compiising: a longitudinally extending body comprising a proximal end and a distal end generally
opposite the proximal end; operatly coupling the distal end of the delivery device to the proximal reglon of the expandabla body by an
elastic sleeve and a friction it; and forming the wall of the expandable body into & pleated configuration comprising a plurality of pleats
Toldad ovear in a clockwise direction relative to the cantar axis, or a counter-clockwise direction relative ko the center axis to form a folded-
over ragion of the expandable body, are not present in Groups 1-X and XII;

The special technical features of the Group X|| invention, manufacturing a single lobed metallic expandable body comprising: a distal
region; a proximal region generally oppasite the distal reglon; an Intermediate ragion transiticning from the distal region to the proximal
region; a center axis extending proximal-distal between the proximal region and distal region; and a wall extending generally
continuousty from the proximal region, through the Intermediate region, to the distal region te defing an exterior surface of the
expandabla body and an interior surface of the expandable body, the interior surface defining an interior volume of the expandable body:
manufacturing a defivery device comprising: a longitudinally extending body comprising & proximal end and & distal end generally
opposite the proximal end; operably coupling the distal end of the delivery device to the proximal region of the expandable body by
non-matallic link that malts when warmed; and forming the wall of the expandable bady into a pleated cenfiguration comprising a
plurality of pleats folded ovar in a clockwise direction relative to the center axis, or a counter-clockwise direction relative o the center
axis to form a tolded-over region of the expandabla body, are not present in Groups -XI;

Further, Groups | through Xl share the itllowing tachnical features: a single iched metallic axpandable body comprising: a distal region;
a proximal region generally opposite the distal region; an intermediate region transitioning from the distal region to the proximal region; a
center axis extending proximal-distal betwean tha proximal ragion and distal region; and a wall extending generally continuously through
the iniermediate region from the distal region to the proximal region to define an exterior surface of the expandable body and an interior
surface of the expandable body, the interior surface defining an intarior volume of the axpandable body, wherein the expandable body is
configured to expand from a deliverable configuration to an expanded canfigusation; and a delivery device comprising: a longitudinally
axtending body comprising a proximal end and a distal end genarally opposite the proximal end, the distal end of the delivery device
being cpearably coupled to the proximal region of the expandable body, wherein, when the expandable body is in the deliverable
configuration, the wall assumes a pleated configuration comprising a pluvality of pleats folded over In a clockwise diraction relative to the
center axis or a countarclockwise direction relative to the center axis to form a folded-over region of the expandable body, wherein,
when the expandable bady is in the expanded configuration, the plurality of pleats is not folded over.

However, these technical features do not represent a contribution over the prior art. Specifically, in US 6,022,359 A, Franizen discloses
a system (stent delivery system featuring a flexible balloon, Tille) for filling a blological space of a patient (surgical stent 110, Fig. 9;
Abstract), the system comprising: a) a single lobed metallic {stent 110 is preferably made from stainless steel or other bic-compatible
materials, Col, 7, Lns. 37-38) expandable body {redially expanding surgical stent 110, Fig. 9; Abstract) comprising: a distal region (distal
and 12, Fig. 8): a proximal region {proximal and 14, Fig. 9) generally opposite the distal region (as shown in Fig. 8); an intermediate
ragion (region between distal end 12 and proximal end 14, as shown in Fig. 9} transitioning from the distal ragion (distal and 12, Fig. 9)
to the proximal region {proximal end 14, Fig. 9); a center axis extending proximal-distal (center axis A, Figs. 1-2) between the proximal
region {proximal end 14, Fig. 9} and distal region (distal end 12, Fig. 9); and a wall (a wall is created by linear tie bars 160, flexible links
170. segments 180 on stent 110, as shown in Figs. 8-11} extending generally continuously (as shown in Figs. 9-11) through the
intermediata region (region between distal end 12 and proximal end 14, as shown in Fig. 9) from the distal region {distal end 12, Fig. 9)
to the preximal region {proximal end 14, Fig. 9) to define an exierior surface {(as shown by the extarior surface of the wall created by
linear tie bars 160, flexible links 170, segments 180 un stent 110, as shown in Figs. 9-11) of the expandable bedy (radlally expanding
surglcal stent 110, Fig. 9; Abstract) and an interior surface {interior surface created by linear tie bars 160, flexible links 170, segments
180 on stent 110, as shown in Fig. 11} of the expandeble body {radially expanding surgical stent 110, Fig. 9; Abstract), the interior
surface {intarior surface created by linear tie bars 160, flaxibla links 170, segmants 180 on stent 110, as shown in Fig. 11} dsfining an
interier volume {space that is occupied within stent 110, as shown in Fig. 11} of the expandable body (radially expanding surgical stent
110, Fig. 9; Abstract), wherein the expandable body (radially expanding surgical stent 110, Fig. 8; Abstract} is configured to axpand
(radially expanding surgical stent 110, Fig. 9; Abstract) from a deliverable configuration (configuration as shown in Fig. 9} to an
expanded configuration (configuration as shown in Fig. 11); and b) a delivery device (balloon 10, Figs. 9-11) comprising: a longitudinalty
axtending body {as shown in Figs. 9-11) comprising a proximal end (proximal end 14 corresponds with unlabeled proximal end of
balloon 10, as shown in Figs. 9-11) and a distal end {distal end 12 ponds with unlabeled distal end of batloon 10, as shown in
Figs. 8-11) generally opposite the proximal end (as shown in Figs. 9-11), the distal end (distal end 12 corresponds with unlabeled distal
end of balloon 10, as shown in Figs. 9-11) of the delivary device {balloon 10, Figs. 9-11) being operably coupled {as shown in Fig. 11} to
the proximal region (proximal end 14, as shown in Fig. 11) of the expandable body {radially expanding surgical stent 110, Fig. 9;
Abstract), c} wherein, when the expandable body (radially expanding surgical stent 110, Fig. 9; Abstract} is in the deliverable
configuratien {as shown in Fig. 9}, the wall {interior wall of flaxible balloon 10, Figs. 9-11, Abstract) assumes a pleatad configuration
(flexible links 170 of stent 110, Figs. 9-11) comprising 8 plurality of pleats folded (circumferentially spaced folds about arow C of Fig. 1,
Col. 4, Lns. 58-59) over in a clockwise direction (about arrow C of Fig. 1, Col. 4, Lns. 58-59) ralative to the center axis {center axis A,
Figs. 1-2} or a counterclockwise diraction {about arrow C of Fig. 1, Col. 4, Lns. 58-58) relative to the center axis (center axis A, Figs. 1-2)
to form a folded-over region {as shown in Figs. 1, 9) of the expandable body {radiafly expanding surgical stent 110, Fig. 9; Abstract), d}
wherein, when the expandable body {radially expanding surgicat stent 110, Fig. &; Abstract} is in the expanded configuration {as shown
in Fig. 11), the plurality of pleats is not folded over (as shown in Fig. 11).

Since none of the special technical faaturas of the Groups | through Xl inventions are found in more than one of tha inventions, unity of
invention is lacking.
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