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L l:l 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. D Ag 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, . Noa required additional search fees were timely paid by the applicant, Consequently, this international search repart is resiricted
to 111e invention first mentioned in the claims; it is cov Ey claims Nos.:

Remark on Protest D The additional search fees were accumpamed 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 accotnpanied the payment of additional search fees.
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————————Box No. lll Observations whare unity of invention Is lackihg [Coritinuation of item 3 of first shaet) —~--—s——w———mmme

G\:oup IV: Claims 32-33, diracted fowards a tie layer positioned betwean the outar layar and the inner layer and spanning a
reinforcement layer, wherein the outer layer Is laminated fo the inner layer through the %a layar,

Group V: Claims 34-45, direcled towards wherein a distal end of the inner layer is separated from a distal end of the variable stiffness
layer/bladder layer by a digtance of at least abaut one quarter of a diameter of the devize transverse to the elongate membar, -

Group VI: Clalms 46-52, directed towards an inflalion lumen extending between two of the fayers and towards a distal end reglon of the
elongate member, wherein the Inflation lumen Is configured to provide positive or negative pressura to the bladder layer from a proximal .
end of the rigidizing device

Group VII: Claims 53-58, directed towards visualfzing the rigid distal end ragich of the rigidizing device: using the distal end region of the
rigidized rigidizing device as a stable locatlonal datum for perfarming one or more procedures within the patient

Group VIII: Claims 57-63, directed towards a plurallty of particles surrounding the varlable stiffnass layer, whereln In the rigld
configuration the plurality of pariicles enhance rigldity by compacting within the brald fayer

Group [X: Claims 64-65, direcled towards wherein the second reinfarcing layer comprises one or more reinforcing members that
terminate proximal {o a distal end reglon of the device, wherein the variable stiffnesa layer terminates within the distal end region and the
bladder layer terminatas proximal to an and of the variable stifiness layer

Group X: Claims 66-68, directed towards wherein one or mora of the inner and outer matrix layers extends distally beyond the variable
stiffness kayer and the bladder layer and forms an integrated tip,

Group X1, Claims 69-76, diracted towards an axlal accommotator

The inventions listed as Groups I=XI do not relate to a single inventive concapt under PCT Rule 13.1 because under PCT Rule 13.2 they
lack the same or corrasponding technical features for the following reasons:

Special Technical Features

Group | includes the special technical feature a reinforcing coil comptising an outer relnforcing coll region extanding from a first proximal
reglon to a second distal region and an Inner reinforcing coil region extanding froe the second distal ragion to the first proximal region
adacent to the intermedlate matrix layar, wherein the otrler reinforcing <oll region and the Inner reinforging coil region form a continuous
length, a multllayered reinforcing coil that extends distally to a distal end region of the elengate flexible fube and comprises a continuous
length that inverts over itself at the distal end region and extends proximally, not required in any other group.

Group Il includes the special technical feature an anti-adheslon surface to prevent adhesion of the bladder layer to itself or to
surrounding layers, rat required in any ather group, '

Group |l includes the special technical feature wherein an end reglon of the bladder layer [s thicker than an intermediate region of the:
bladder, not required In any other group.

Group IV includes the special technical feature a tie layer positioned between the outer layer and the inner layer and spanring a
relnforcement layer, wherein the outer layer Is laminated to the inner layer through the tle layer, not raquired in any other group.

Group V Includes the spacial technical feature whareln a distal end of the inner layer is separated from a disfal end of the variable
stiffness layer/bladder layer by a distance of at least about one quarter of & dlameter of the device transverse to the elongate member,
not required !n any other group,

Group VI Includes the special technical feature an inflation [umen extending between two of the layers and towards a distal end reglon of
the elongate member, wherain the Inflation lumen is configured to provide pesitive or negative pressure to the bladder layer from a
proximal end of tha rigidizing device, not required in any ether group.

Group VIl Includes the spedial technlcal feature visualizing the rigid distal end region of the rigidizing deviee; using the distal end reglon
of the rigidized rigidizing device as a stable locational datum for perfarming one or mare proceduras within the paflent, not required in
any other group.

Group VIl includes the epecial technical feature a plurality of particles surrounding the variable sfiffness layer, wherein in the rigid
conflguration the plurality of pariicles enhance rigidity by eompacting within the braid layer, not required in any other group.

Group IX includes the special tachnical feafura directed lowards whereln the second reinforcing layer comprises one or more reinforcing
membera that terminate proximal to a distal end ragion of the device, wherein the variable stitfness layer farminates within the distal and
region and the bladder [ayer terminates proximal fo an end of the varlable stiffness layer, not raquired In any other group,

Group X Includes the special technical feature wherein one or more of the inner and outer matrix fayers extends distally beyond the
variable stiffness layer and the bladder |ayer and farms an integrated tip, not required In any other group.

Group X! includes the special technical featura an axiaf accommodator for a rigidizing device, the axlal accommadator comprising: a
body having an attachment site for ane or mare cuter regions of a proximal end of the rigldizing device; a shuttle configured to couple to
a forsional stiffening member of the rigldlzing device, wherein the shuttle is configured to move axially relative to the bady but is
consirained from rotating relatlve to the body; end a return blas driving the shuttle proximally, not required in any sther group.

—- see next sheet -—
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— confintation —-
Cemmen Tachnical Features

Groups X| shares with various other groups, the technlizal features of a pressure Inlet configured to transmit pressure from an external
source to deflect a bladder [ayer within the rgidizing device and rigidize the device when pressure is applied. However, said featuras ame
anticipated by US 2022/0023586 AT to NEPTUNE MEDICAL ING {hereinafter: Neptune). Neptune describes a pressure inlet configured
to transmit pressure from an extemnal soures to deflect a bladder layer within the rigidizing device and rigidize the device when pressure
is appiled (para[0008]-[0009): inlet, bladder). Group Z shares no further features with any other group.

Groups |-X share the technical features of a device configured fo be rigidized by the appfication of pressutre, the device comprising! an
elongate flaxible tube; ar. Internal tube within the elongate flexible tuba, and a structural reinforcament of the intemal tube (opticnally
comprising first and second reinforcement layers), eptionally one ar two matix layers, a variable stiffness layer, a bladder/rigidizing
layer, wherein the rigidizing device is configured to have a rigid configuration when vacuum or prassure is applied through the inlet and a
flexible configuration when vacuum or pressure Is not applied through the Inlet. Howaver, sald features are anticipated by Nepture.
Neptune describes a devica configurad to be rigidized by the application of pressure (Abstract), the device comprising: an alongate
flexible fube (outer layer, FIG. 1, para[0155]); an Internal tube within the elongate flexible tubs (inner layer, FiG. 1, para[0155]), and a
struclural reinforcement of the intemnal tube {para[0042]: relnforcement elemenis} optionally comprising first and second reinfarcement
layers (para[0217]: inner and outer layers comprise reinforcemant elements thereon), optianally one or two matrix layers (para[0021]:
reinforcamant element(s} embedded in matrix), a variable stifiness layer (braid layser, FI{G. 1, para[0155},[0212]), a bladder/rigidizing
layet (para[0009]: bladder), wherein the rigidizing devica Is configured fe have a rigid configuration when vacuum or pressure i applied
through the Inlet and e flexible conflguration when vacuum or pressure i not applied thraugh the inlet {Abstract, para[00081H{0008]).
Groups |-X share no further features with sach other, or any other group.

Accordingly, Groups |-XI lack unity under PCT Rule 13,

Forrn PCT/1SAS219 {extra sheef) (July 2022}
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