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Continuation of Box lll; Lack of Unity of invention

Group |): cdaims 49-73, 88, directed to a method of filling a portion of the luman of a blood vessel, an aneurysm, or ancther vascular
abnormality with a matal ballooh, the method comprising the steps of: :

a) positioning a compressed metal balloon at a desired lacation using an attached catheter;

b} inflating and expanding the compressed balloon with a fluid;

¢) separating the expanded balloon from the catheter; and

d) leaving the balloon expanded at the desired location whila removing the catheter.

Group Ili: claims 74-87, directed to an expanded, single-lobad metsl balloon located in the lumen of a blood vessel, anaurysm, or other
vascular abnormality, the balloon comprising a wall with an interior surface and an exterior surface.

Tha inventigns listed as Groups | - |ll #o not relate to a single genearal inventive concept under PCT Rule 13.1 because, under PCT Rule
13.2, thay lack the same or comesponding special technical faatures for the fallowing reasons:

The special technical features of the claims of Groups |- are indicated in the Group descriptions, above.

Thae only common technical elemeant shared by all of the above groups is that they are relatad to an expanded, single-lobed metal
balloon located in the lumen of a blood vessel, aneurysm, or other vascular abnomality. Groups | and |l share the common technical
element whersin the metaf balloon is "inflated” using a fluid, and pesitioned using an attached catheter.

Thase common technical elements do not represent an improvement over the combined prior art of US 2008/0281350 A1 to Sepetka et
al. (hereinafier "Sepetka”) in view of US 2007/0288083 A1 to Hines (hereinafter "Hinas"), In particular, Sepetka teaches an expanded
{para [0018]) ballcon {ellipsoid or spherical; para [0013], the matrix may extand over the entire frame to form a balicon; para [0122)
disposed in an aneurysm (para [0016]); the method of placing the balloon comprising: a) pasitioning a compressad metal balloon at a
desired location using an attached catheter (The implant is attached to the delivery sheath 315 and to the tip of the internal micro-
catheter; para [0193)], the delivery device has positioned the implant in the desired location, the connector releases the implant for
permanent implantation in the body of the patient; para [0154])); b) Inflating and expanding the compressed balloen ("In certain
embodiments, tha frarme or frame amns will adopt a generally cup-shaped form when they are in the fully-extended pesition. As
previously stated, this cup-shaped form may be approximately in the shape of a disc, dish, ellipsoid, paraboloid, or hyperboloid”; para
[0088]}, filling the balloon with a fluld (an emballc agent may be used to fill or partly iilt the aneurysm after daployment of the implant;
para [0147] - The embolic agent may alsc be a liquid substance, such as n-butyl cyanoacrylate polymer, which solidifies in the aneurysm
fo form a selid mass. Examplas of liquid embolic systems include Cnyx.RTM., marketed by ev3 Inc.; and TruFill.RTM., marketed by
Cordis Corp. Liquid embolic systems are sometimes refarred to as “glues®. The liquid embolic agents or glues can advantageously adopt
the geometry of the angurysm sac upen solldification and thereby provide an additional degraa of safety for the patient. Liquld glues are
also useful to stop bleeding aneurysms; para [(148)); c) separating the expanded balloon from the catheter, and d) leaving the balloon
expanded at the desired location while removing the catheter (para [0154], as above). Althaugh Sepetka does not explicitly teach
wherain the fiuid filling Inflates the balleon, Sepetka teaches wherein the hollow metal structure is self-expanding (para [0186]), or
whargin the device may be expanded by movemeant of individual structural elemants by a surgeon in tha avant that the davice was not
salf-axpanding (para [0086]). it would have been obvious to a person skifled in tha art to configure a device, as taught by Sapetka,
wherein the device was expanded by the introduction of a fluid, as taught by Sepetka, in order to allow the formation of the device
without requiring delicate movement of small parts into an appropriate configuration, as taught by Sepetka, Further, although Sepetka
does not specifically recite whereln the balloon comprises a metal balloon, in a related disclasure, Hines teaches the treatment of an
angurysm using a device comprising an exclusion shell comprising a thin, ductile matal {para [00304}). It would have been obvious to a
person gkilled in the art to combine the filled, sinige-lobed baloon taught by Sepetka with the matallic bafloon taught by Hines, since
Hines teaches wherein the metallic balloon holds its contourad shape bettar than a thin, plastic shell {para [0030]). Filling such a device
with a hardenable maierial, as taught by Sepethka, would have provided a more stable and rabust means of assuring proper occlusion of
an aneurysm.

Therefore, the inventions af Groups Il lack unity of invention under PCT Rule 13 becausa they do not share a same or comesponding
spedial technicat feature.

Form PCT/ISA/210 (extra sheet} (July 2009)
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Box No. II Observations where certain daims were found unsearchable (Continuation of item 2 of first sheet)

This intcmational search repott has not been established in respect of certain claims under Article 17(2){a) for the following reasons:

L]
1. [:I Claims Nos.: ’

because they relate to subject matter not required to be searched by this Autherity, namely;

2, D Claims Nos.:
because they relate to parts of the intemnational 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 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 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 genaral invantive
concapt under PCT Rule 13.1. In order for all inventions to be examined, the appropriate additional examination fees must be pald,

Group |: claims 1-48, directed to a medical device comprising:

a compreseed, single-lobed, expandable, metal balloon having a wall with an interior surface, an exterior surface, and an opening in the
wall that allows Tor the passage of gas or fluid into the balloon; and a catheter attached to the balloon whereln the cathater has a
cylindrical member that defines a lumen, the cylindrical membar having a proximal and a distal end, the cathetar dimensicned to defiver
fluid from a fluid source at the praximal end into the ballocn at the distal end.

- Plaase 300 extra sheet for continuation -

L. I:] As all required additional search fees were timely paid by the applicant, this intemational search repont covers all searchable
claims.

(3%

. D As all searchable clains could be searched without effort justifying additional fiees, this Authority did not invite payment of
additional fees.

v .
3. 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.:
1-73 and 88

4. D 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 scarch fees were accompanied by the applicant’s protest but the applicable protest
fee was not paid within the time limit specified in the invitation.

v
’A‘. No protest accompanied the payment of additional search fees.

Form PCT/ISA/210 (continuation of first sheet (2)) (July 2009)
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