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LEAFLET ENGAGEMENT ELEMENTS AND METHODS FOR USE THEREOF

‘ CROSS-REFERENCE '

[0001] This application is a continuation-in-part application of Application Serial

No. '10/746,240, filed December 23, 2003, which is incorporated herein by reference in

its entirety and to which application we claim priority under 35 USC § 120.

BACKGROUND OF THE INVENTION

[0002] The present invention relates to methods and apparatus for endovascularly

replacing a heart valve. More particularly, the present invention relates to methods and

apparatus for endovascularly replacing a heart valve with a replacement valve using an

expandable and retrievable anchor.

[0003] Heart valve surgery is used to repair or replace diseased heart valves. Valve

surgery is an open-heart procedure conducted under general anesthesia. An incision is

made through the patient’s sternum (sternotomy), and the patient’s heart is stopped while

blood flow is rerouted through a heart-lung bypass machine.

[0004] Valve replacement may be indicated when there is a narrowing of the native heart

valve, commonly referred to as stenosis, or when the native valve leaks or regurgitates.

When replacing the valve, the native valve is excised and replaced with either a biologic

or a mechanical valve. Mechanical valves require lifelong anticoagulant medication to

prevent blood clot formation, and clicking of the valve often may be heard through the

chest. Biologic tissue valves typically do not require such medication. Tissue valves

may be obtained from cadavers or may be porcine or bovine, and are commonly attached

.to synthetic rings that are secured to the patient’s heart.

[0005] Valve replacement surgery is a highly invasive operation with significant

concomitant risk. Risks include bleeding, infection, stroke, heart attack, arrhythmia,

renal failure, adverse reactions to the anesthesia medications, as well as sudden death. 2-

5% of patients die during surgery.

[0006] Post-surgery, patients temporarily may be confused due to emboli and other

factors associated with the heart-lung machine. The first 2-3 days following surgery are

spent in an intensive care unit where heart functions can be closely monitored. The
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average hospital stay is between 1 to 2 weeks, with several more weeks to months

required for complete recovery.

[0007] In recent years, advancements in minimally invasive surgery and interventional

cardiology have encouraged some investigators to pursue percutaneous replacement of

the aortic heart valve. However, the current devices suffer from several drawbacks.

[0008] First, many of the devices available today can become mispositioned with respect

to the native valve. This is a critical drawback because improper positioning too far up

towards the aorta risksblocking the coronary ostia of the patient. Furthermore, a

misplaced stent/valve in the other direction (away from the aorta, closer to the ventricle)

will impinge on the mitral apparatus and eventually wear through the leaflet as the leaflet

continuously rubs against the edge of the stent/valve.

[0009] Moreover, some stent/valve devices simply crush the natiVe valve leaflets against

the heart wall and do not engage the leaflets in a manner that would provide positive

registration of the device relative to the native position of the valve. This increases an

immediate risk of blocking the coronary ostia, as well as a longer-term risk of migration

of the device post-implantation. I _

[0010] Another drawback of the devices known today is that during implantation they

may still require the patient to be on life support as the valve does not function for a

portion of the procedure. This further complicates the implantation procedure.

[0011] Furtherstill, the stent comprises openings or gaps, thereby increasing a risk of

improper seating of the valve within the stent and increasing the risk of paravalvular

leaks. The interface between the stent and the native valve may additionally comprise

gaps which again would increase the risks of paravalvular leaks.

[0012] In view of drawbacks associated with previously known techniques for

endovascularly replacing a heart valve, it would be desirable to provide methods and

apparatus that overcome those drawbacks. '

_ SUMMARY OF THE INVENTION

[0013] One aspect of the invention provides an apparatus for endovascularly replacing a

patient’s heart valve. The apparatus includes: an expandable anchor and a replacement

valve, wherein both are adapted for percutaneous delivery and deployment. The

expandable anchor further includes a leaflet engagement element on its proximal end to
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/

engage the leaflets of the patient’s heart valve. When the leaflets engagement element is

engaged, the anchor is substantially distal to the coronary ostia of the patient. Moreover,

once engaged, the leaflet engagement element prevents the distal movement of the

anchor. In some embodiments, the-leaflet engagement element is integral with the anchor

or part of the anchor (especially when the anchor is an anchor braid). In other

embodiments, the leaflet engagement element is attached to the proximal end of the

anchor. In any of the embodiments herein, the anchor may be adapted for active

foreshortening during deployment. Active foreshortening can occur by actuating the

proximal and/or distal actuation elements of the anchor. The anchor herein may also be

configured for locking and may include a locking element. The replacement valve of the

apparatus herein is situated within the anchor and is adapted to permit blood flow and

prevent blood backflow both during and after deployment.

[0014] Another aspect of the invention provides a method for endovascularly replacing a

patient’s heart valve. In some embodiments the method includes the steps of:

endovascularly delivering an anchor comprising a leaflet engagement element on its

proximal end and a replacement valve supported within the anchor to a vicinity of the

heart valve in a collapsed delivery configuration; unsheathing the anchor allowing it to

take a relaxed configuration intermediate between its sheathed and expanded

configurations; expanding the anchor; and, engaging the leaflet engagement element with

the native leaflets. The expanding step may further comprise actively foreshortening the

anchor. Active foreshortening can include actuating proximal and/or distal actuation

elements of the anchor. The method may also include the step of locking the anchor after

it is in its deployed configuration. In some embodiments, when the anchor engages the

patient’s heart, the anchor is substantially distal to the coronary ostia. In any of the

embodiments herein, leaflet engagement element prevents the anchor from distally

migrating at its proximal end.

INCORPORATION BY REFERENCE

[0015] All publications and patent applications mentioned in this specification are herein

' incorporated by reference to the same extent as if each individual publication or patent

application was specifically and individually indicated to be incorporated by reference.
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BRIEF DESCRIPTION OF THE DRAWINGS

[0016] The novel features of the invention are set forth with particularity in the appended

claims. A better understanding of the features and advantages of the present invention

will be obtained by reference to the following detailed description that sets forth

illustrative embodiments, in which the principles of the invention are utilized, and the

accompanying drawings of which:

[0017] Figures 1A and 1B are schematic views of an anchor and valve apparatus in

accordance with the present invention. Figure 1A illustrates the apparatus in a collapsed

delivery configuration within a delivery system. Figure 1B illustrates the apparatus in an

expanded configuration partially deployed from the delivery system.

[0018] Figure 2 illustrates an anchor of Figures 1 in the collapsed delivery configuration

'with looking elements separated.

[0019] Figure 3 illustrates a braided anchor of the present invention with closed end turns

Tu.

[0020] Figures 4A—4O are schematic detail views illustrating end turns for a braided

anchor.

[0021] Figures 5A-5E illustrate additional features for end turns of a braided anchor.

[0022] Figures 6A-6F illustrate deployment of an anchor with leaflet engagement

elements on the deployment system.

[0023] 2 Figure 7 illustrates a deployed anchor with leaflet engagement elements on the

proximal end of the anchor.

[0024] Figures 8A-8C illustrate deployment of an anchor with anchor registration
elements and a seal.

[0025] Figures 9A-9B illustrate an embodiment of the apparatus with a seal that does not

reach the proximal end of the anchor during both systole and diastole.

[0026] Figures lOA-l 0B illustrate an embodiment of the apparatus with a seal that

reaches the proximal end of the anchor'during both systole and diastole.

[0027] Figures llA-l ID are schematic side views of various braided anchor

configurations.

[0028] Figures 12A-12E are schematic side views of a deployment process for an anchor

braid.
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[0029] Figures 13A-13E are schematic views of different weave configurations for an

anchor braid.

[0030] ' Figures l4A-14C illustrate an embodiment of a replacement heart valve and

anchor in the undeployed and deployed configurations.

DETAILED DESCRIPTION OF THE INVENTION

[0031] The present invention relates to an apparatus and methods for endovascularly

delivering and deploying an aortic prosthesis within a patient’s native heart valve, referred to

here out as “replacing” a patient’s heart valve. The delivery system includes a sheath assembly,

a multi-lumen shaft, and a guide wire for placing the apparatus endovascularly within a patient

and a user control allowing manipulation of the aortic prosthesis. The apparatus includes an

anchor and a replacement valve. The anchor and the replacement valve are adapted for

percutaneous delivery and deployment within a patient’s heart valve. In preferred embodiments,

the anchor includes a leaflet engagement element and/or a seal inverting element situated on its

proximal end. The leaflet engagement element is adapted for engaging the native leaflets of the

patient’s heart, or more preferably the proximal edge and/or the commissural attachments of the

native leaflets. The leaflet engagement element need not extendall the way into the pocket or

the distal end of the native leaflet. Preferred embodiments of the apparatus herein are depicted in

Figures 1-14, which are discussed in more detail below.

[0032] Figures 1A and 1B illustrate one embodiment of a delivery system and the

apparatus of the present invention.

[0033] As illustrated by Figure 1A, apparatus 10 may be collapsed for delivery within a

delivery system 100. Delivery system 100 includes a guidewire 102, a nosecone 104, anchor

actuation elements 106 (in this case fingers) coupled to a multi-lumen shaft 108, an external

sheath 110 having a proximal handle 111, and a control handle 120. Delivery system 100 further

comprises distal region control elements (not shown), comprised of or actuated by control wires

112, which pass through one or more lumens of shaft 108 and are reversibly coupled to posts 32

of anchor 30 for manipulating a distal region of apparatus 10. Thus, the distal region control

elements may function as a distal actuation element.

[0034] The delivery system also comprises proximal region control elements comprised

of or actuated by control wires 112 that pass through one or more lumens of shaft 108 and anchor

actuation elements 106 to reversibly couple the control tubes to a proximal region of anchor 30.
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The control wires may comprise, for example, strands of suture, or metal or polymer wires.

Control handle 120 is coupled to multi-lumen shaft 108. In some embodiments, these fingers

and wires may be referred to as proximal actuation elements. A knob 122 disposed in slot 123 is

coupled to the distal region control wires for controlling movement of the distal region of

apparatus 10. Likewise, a knob 124 disposed in slot 125 is coupled to proximal region control

wires 112 for control of the proximal region of apparatus 10. Handle 120 may also have a knob

126 for, e. g., decoupling the proximal and/or distal region control wires from apparatus 10, or for

‘ performing other control functions.

[0035] As illustrated by Figure 1B, apparatus 10 comprises an anchor 30 and a

replacement valve 20. Anchor 30 preferably comprises a braid. Such braid can have closed ends

at either or both of its ends but preferably at least in its proximal end. Replacement valve 20 is

preferably coupled to the anchor at posts 32 attached at distal region of the anchor. Post 32

therefore, may function as valve support and may be adapted to support the replacement valve

within the anchor. In the embodiment shown, there are three posts, corresponding to the valve’s

three commissure attachments. The posts can be attached to braid portion of anchor 30. The

posts can be attached to the braid’s distal end, as shown in Figure 2, central region, or proximal

end. Replacement 'Valve 20 can be composed of a metal, a synthetic material and/or may be ‘

derived from animal tissue. Replacement valve 20 is preferably configured to be secured within

anchor 30.

[0036] In preferred embodiments, anchor 30 is collapsible and/or expandable and is

formed from material such as NitinolTM, cobalt-chromium steel or stainless steel wire. More

preferably, an anchor 30 is self-collapsing and/or self-expanding and is made out of shape

memory material, such as NitinolTM. An anchor composed of shape memory material may self—

expand to or toward its “at-rest” configuration. This “at rest” configuration of an anchor can be,

for example its expanded configuration, its collapsed configuration, or a partially expanded

configuration (between the collapsed configuration and the expanded configuration). In

preferred embodiments, an anchor’s at—rest configuration is between its collapsed configuration

and its expanded configuration. Depending on the “at rest” diameter of the anchor and the

diameter of the patient’s anatomy at the chosen deployment location, the anchor may or may not

self—expand to come into contact with the diameter of the patient’s anatomy at that location.
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[0037] Anchor 30 may be expanded to a fully'deployed configuration from a partial

deployed configuration (e.g., self-expanded configuration) by actively foreshortening anchor 30

during endovascular deployment. Active foreshortening is described in more detail in US.

Patent Appl. Ser. No. 10/746,280, which is incorporated herein by reference in its entirety.

During active foreshortening, the distal region of anchor 30 may be pulled proximally via a

. proximally directed force applied to posts 32 via a distal deployment system interface comprised

of the distal system control elements. The distal deployment system interface is adapted to

expand radially during application of a proximally directed force on the distal end of the anchor

when opposed by a distally directed force applied to the proximal end of the anchor.

[0038] In some embodiments, actuating foreshortening of the apparatus involves

applying a proximally directed force on a deployment system interface at the distal end of the

anchor, while maintaining the proximal end of the anchor in the same location. In other

embodiments, foreshortening of the apparatus involves applying a distally directed force on
proximal end of the anchor (e.g., by applying a distally directed force on the anchor actuation

elements).

[0039] Anchor actuation elements 106 (e.g., fingers, tubes, posts, and control wires

connecting to posts) are preferably adapted to expand radially as the anchor expands radially and

to contract radially as the anchor contracts radially. Furthermore, proximally or distally directed

forces by the anchor actuation elements on one end of the anchor do not diametrically constrain .

the opposite end of the anchor. In addition, when a proximally or distally directed force is
applied on the anchor by the anchor actuation elements, it is preferably applied without passing

any portion of a deployment system through a center opening of the replacement valve. This

arrangement enables the replacement valve to operate during deployment and before removal of

the deployment system.

[0040] The distal deployment system interface may include control wires that are

controlled, e. g., by control knob 122 of control handle 120. Similarly, the proximal regions of

anchor 30 may be pushed distally via a proximal deployment system interface at the proximal

end of the anchor. The proximal deployment system interface is adapted to permit deployment

system to apply a distally directed force to the proximal end of anchor 30 through, e.g., fingers,

which are controlled by, e.g., control knob 124 of control handle 120. The proximal deployment

system interface may be further adapted to expand radially during application of a distally
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directed force on the proximal end of the anchor. Preferably, the proximal deployment system

interface is adapted to permit deployment system to apply a distally directed force on the

proximal end of the anchor system through a plurality of deployment system fingers or tubes

160. Such expansion optionally may be assisted via inflation of a balloon catheter (not shown)

reversibly disposed within apparatus 10, as described in U.S. Patent Appl. SeriNo. 10/746,280.

[0041] Once anchor 30 is fully deployed, posts 32 and buckles 34 of anchor 30 may be

used to lock and maintain the anchor in the deployed configuration. In one embodiment, the

control wires attached to posts 32 are threaded through buckles 34 so that the proximally directed

force exerted on posts 32 by the control wires during deployment pulls the proximal locking end

of posts 32 toward and through buckles 34. Such lock optionally may be selectively reversible to

allow for repositioning and/or retrieval of apparatus 10 during or post-deployment. Apparatus 10

may be repositioned or retrieved from the patient until the two-part locking mechanism of posts

32 and buckles 34 of anchor 30 have been actuated. When the lock is selectively reversible, the

apparatus may be repositioned and/or retrieved as desired, e.g., even after actuation of the two-

part locking mechanism. Once again, further details of this and other anchor locking structures

may be found in U.S. Patent Appl. Ser. No. 10/746,280. Locking mechanisms used herein may

also include a plurality of levels of locking wherein each level of locking results in a different

amount of expansion. For example, the proximal end of the post can have multiple

configurations for locking within the buckle wherein each configuration results in a different

amount of anchor expansion. Figure 2 illustrates a braided anchor of Figures 1 in the collapsed

delivery configuration with locking elements separated.

[0042] Figure 3 provides a detail view of a front side region of anchor braid 30 with

closed end turns Tu. Anchor braid 30 includes various cells, some having an end turn (Tu). End

turns can serve various functions. For example, end turns can be configured to reduce the

sheathing force, to reduce stress within the braid during delivery and deployment, to prevent

distal migration during expansion of the anchor, and/or to positively register the anchor against

the native valve during deployment. In preferred embodiments, an end turn feature functions to

prevent distal migration and to register the anchor by engaging the native leaflets. In preferred

embodiments, the proximal end of an anchor comprises embodiments (Tu).

[0043] Figures 4A-4N provide multiple examples of edge cells having end turn feature.

The end turn features disclosed and others known in the art may be used as leaflet engagement
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elements to engage the native heart leaflets with the anchor. The leaflet engagement elements

are preferably integral with the anchor, or more preferably part of a braided anchor. The end

turn features can occur at the proximal end, the distal end, or both proximal and distal ends of the

anchor.

[0044] For example, Figure 4A illustrates a detail view of a standard end turn Tu in an

anchor braid resulting in a braid with substantially uniform cell size and shape.

[0045] Figure 4B illustrates a turn that has been elongated to lengthen the distance over

which forces concentrated in the turn may be distributed, resulting in an anchor braid having

edge cells that are longer along the anchor axis than the other cells defined by the braid. This

elongated turn feature may be formed by routing the wire of braid about outer posts and then

heat setting the wire.

[0046] Figure 4C illustrates alternative anchor edge cell configuration, wherein the tip

of the elongated wire turn may be bent out of a cylindrical shape defined by the braid of anchor

braid 30. This may be achieved, for example, via a combination of routing of wire W within a

fixture and then heat setting. Such a turn Tu in the anchor edge cells in Figure 4C may reduce

stress in some configurations without increasing height, and may also provide a lip for engaging

the patient’s native valve leaflets to facilitate proper positioning of apparatus 10 during

' deployment. V

[0047] In Figure 4D, a W-shaped turn feature has been formed at the wire turn, e. g., by

routing the wire of anchor braid 30 about a central inner post and two flanking outer posts. As

with the elongated braid cells of Figures 4B and 4C, the W-shape may better distribute stress-

about turn Tu. -

[0048] The anchor edge cell configuration in Figure 4E includes a loop formed in braid

30 at the turn, which may be formed by looping wire W around an inner or outer post.

[0049] Figure 4F provides another alternative anchor edge cell configuration having a

figure-eight shape. Such a shape may be formed, for example, by wrapping wire W about an

inner post and an aligned outer post in a figure-eight fashion, and then heat setting the wire in the

resultant shape. I

[0050] In Figure 4G, the edge cells of braid 30 include a heart-shaped configuration,

which may be formed by wrapping the wire about an aligned inner and outer post in the desired

manner.
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[0051] In Figure 4H, the edge cells of braid 30 have an asymmetric loop at turn Tu. The

asymmetric loop will affect twisting of braid 30 during expansion and collapse of the braid, in

addition to affecting stress concentration.

[0052] In Figure 41, the anchor edge cells have a double-looped turn configuration, e.g.

via wrapping about two adjacent inner or outer posts. Additional loops may also be employed.

[0053] The double loop turn feature may be formed with a smooth transition between the

loops, as in Figure 41, or may be heat set with a more discontinuous shape, as in Figure 4].

[0054] Figure 4K illustrates that the edgecells of braid 30 may have multiple different

configurations about the anchor’s circumference. For example, the anchor edge cells shown in

Figure 4K have extended length cells as in Figure 4B disposed adjacent to standard size edge

cells, as in Figure 4A.

[0055] - The anchor edge cells of Figure 4L haVe an extended turn configuration having an

extended loop. _ i

[0056] The anchor edge cells shown in Figure 4M have an alternative extended

configuration with a specified heat set profile.

[0057] In Figure 4N, some or all anchor edge cells are interwoven. When interwoven,

one or more edge cells may be shorter or longer than an adjacent edge cell. This permits one or

more edge 'cells to extend into one or more leaflet pocket(s). ‘ For example, in Figure 4N the

middle Tu may be taller than the two adjacent edge cells thus permitting the edge cell to be

situated within a leaflet pocket.

[0058] In any of the embodiments herein, edge cells may be wrapped using wire, string,

or sutures, at a location where the wire overlaps after an end turn as is illustrated in Figure 40.
This tied-end turn feature prevents cells from interlocking with each other during deployment.

[0059] The anchor and any of its features may be heat set at different configurations. For

example, the anchor may be heat set ay its “at rest” configuration such that upon unsheathing it

expands radially. The end turn features/leaflet engagement elements may be heat set at a

different “at rest” configuration than the rest of the anchor. In preferred embodiment, end turn

features are heat set to “flower” and then “evert” upon unsheathing.

[0060] The end turn features of Figures 4 are provided only for the sake of illustration

and should in no way be construed as limiting. Additional turn features within the scope of the

present invention will apparent to those of skill in the art in view of Figures 4. Furthermore,
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combinations of any such end turn features may be provided to achieve the desired

characteristics of anchor 30.

[0061] Referring now to Figures 5A—E, additional configurations for reducing stress

concentration and/or circumferential stiffness of_an anchor braid and/or leaflet engagement

elements are illustrated. Such configurations can be used independently or in conjunction with

other configurations disclosed herein. Such configurations are preferably used at the anchor’s

edges to locally reducethe cross-sectional area of substantially all cells or all cells in the anchor

braid’s edge (e.g., proximal'and/or distal). As seen in Figures 5A and 5B, turns Tu in wire W

typically may have a substantially continuous (e.g., round) cross-sectional profile. As seen in

Figure 5C, modifying the edge cell configuration by locally reducing the thickness or cross-
sectional area of wire W at turn(s) Tu will reduce stress concentration within the wire at the turns

and facilitate collapse and/or expansion of anchor braid 30 from the delivery to the deployed

configurations. Furthermore, it is expected that such localized reduction in thickness or cross—

sectional area will reduce a risk of kinking, fatigue or other failure at turns Tu.

[0062] In any of the embodiments herein, localized reduction of an anchor wire may be.

achieved via a localized etching and/or electropolishing process. Alternatively or additionally,

localized grinding of the turns may be utilized. Additional processing techniques will be

apparent to those of skill in the art. As seen in Figures SD-SE, wire W may, for example,

comprise an oval or rectangular cross-seetional profile, respectively, after localized reduction.

The wire alternative-1y may comprise a round profile of reduced cross-sectional area (not shown).

Additional profiles will be apparent. Localized reduction can take place at any time (e.g., before

or after a braid is woven). Preferably, localized reduction occurs after weaving. However, in

some embodiments, a wire of a given length may be etched or ground at preset segments and

subsequently woven.

[0063] With reference now to Figures 6A-F, a method of endovascularly replacing a

patient’s diseased aortic valve is provided. The method involves endovascularly delivering an

anchor/valve apparatus and properly positioning such apparatus via positive registration with the

patient’s native valve leaflets. Registration with the native valve leaflet preferably occurs using

the leaflet engagement elements.
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[0064] In Figure 6A, modified delivery system 100’ delivers apparatus 10 to diseased

aortic valve AV within sheath 110. Apparatus 10 is delivered in a collapsed delivery

configuration.

[0065] As seen in Figures 6B and 6C, apparatus 10 is deployed from lumen 112 of sheath

110, for example, under fluoroscopic guidance. Sheath 1 10 includes at its distal end leaflet

engagement elements 120. Upon deployment, anchor 30 of apparatus 10 dynamically self-

expands to a partially deployed configuration. This causes tubes 60 to also dynamically expand,

as well as membrane filter (or braid) 61A and leaflet engagement elements 120. As when

deployed via delivery system 100, deployment of apparatus 10 via delivery system 100’ is fully

reversible until locks 40 have been actuated.

[0066] Thus, delivery system 100’ comprises leaflet engagement element 120, which

preferably self-expands along with anchor 30. In preferred embodiments, the distal end of leaflet

engagement elements 120 expands a greater radial distance than anchor 30. Moreover,

engagement elements 120 may be disposed between tubes 60 of delivery system 100’ and lip

region 32 of anchor 30. However, leaflet engagement elements 120 may also be disposed on the

proximal end of anchor (as is illustrated in Figure 7). Leaflet engagement elements 120

releasably engage the anchor. As seen in Figure 6C, the leaflet engagement elements 120 are

initially deployed proximal of the patient’s native valve leaflets L. Apparatus 10 and element

120 then may be advanced/dynamically repositioned until engagement element positively
registers against the leaflets, thereby ensuring proper positioning of apparatus 10. The leaflet

engagement element engages with the proximal edges of the native valve leaflets and/or the

commissural attachments. The leaflet engagement element need not extend all the way to the

distal edge of the native leaflets (the leaflet pockets). In preferred embodiments, a leaflet

engagement element length is less than about 20 mm, more preferably less than about 15 mm, or

more preferably less than about 10 Once leaflet engagement element 120 is registered

against the native valve leaflets and/or commissural attachments, apparatus 10 deploys

substantially distal to the coronary ostia of the heart.

[0067] In any of the embodiments herein, delivery system 100’ can include filter

structure 61A (e.g., filter membrane or braid) as part of push tubes 60 to act as an embolic

protection element. Emboli can be generated during manipulation and placement of anchor from

either diseased native leaflet or surrounding aortic tissue and can cause blockage. Arrows 61B in
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Figure 6C show blood flow through filter structure 61A where blood is allowed to flow but

emboli is trapped in the delivery system and removed with it at the end of the procedure.

[0068] Active foreshortening may be imposed upon anchor 30 while element 120 is

disposed proximal of the leaflets, as is illustrated in Figure 6D. Active foreshortening can be

accomplished by actuating distal anchor actuation elements (e.g., wires 50) and/or proximal

anchor actuation elements (e. g., tubes 60). Upon positive registration of element 120 against

leaflets L, element 120 precludes further distal migration of apparatus 10 during additional

foreshortening, thereby reducing a risk of improperly‘positioning the apparatus. Figure 6E

details engagement of element 120 against the native leaflets.

[0069] As seen in Figure 6F, once apparatus 10 is fully deployed, anchor 30 may be

locked (reversibly or irreversibly). Subsequently, structure 61A leaflet engagement,

elements 120, wires 50 and/or tubes 60 may be decoupled from the apparatus, and delivery

system 100’ may be removed from the patient, thereby completing the procedure.

[0070] Figure 7 illustrates an alternative embodiment of the apparatus of Figures 6A-F

described above, wherein leaflet engagement elements 120 are coupled to anchor 30 of apparatus

10’ rather than to_delivery system 100. In the embodiment illustrated in Figure 7, leaflet

engagement elements 120 remain implanted near the patient’s native heart valve after the

deployment of apparatus 10’ and removal of delivery system 100. Leaflets L may be

sandwiched between the proximal region of anchor 30 and leaflet engagement element 120 in the

fully deployed configuration. In this manner, element 120 positively registers apparatus 10’

relative to the leaflets L and precludes distal migration of the apparatus over time. p

[0071] Figures 8A-8C illustrate another embodiment for endovascularly delivering an

apparatus of the present invention. ln Figure 8A, a catheter 600 is delivered percutaneously in a

retrograde fashion to the aortic valve. The catheter passes through the native aortic valve before

an operator actuates the unseathing of the anchor/valve apparatus. As the sheathing catheter is

pulled proximally out of the native valve, anchor 30 and replacement valve 20 become

unsheathed. Immediately the portion of the unsheathed anchor 30 dynamically self-expands to
its “at rest” position, and replacement valve 20 within the anchor regains an uncollapsed

structure, allowing it to begin to function. In preferred embodiments in its “at rest” position,

anchor 30 presses against the native leaflets limiting blood from flowing in between the anchor

and leaflet. Also, in preferred embodiments, anchor 30 portions relatively adjacent to the valve

\
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is externally covered by a seal 60, more preferably the entire exterior contour of anchor 30

excluding the leaflet engagement elements is externally covered by a seal, or more preferably the

entire contour of anchor 30 including the external face of the leaflet engagement elements is

externally covered by a seal. A seal can be composed of any material that prevents or limits the

flow of blood through the anchor. In preferred embodiments, a seal is composed of a thin, elastic

polymer or any other type of fabric. The seal can be attached by any means known in the art to

the anchor and, in some embodiments, to the distal end of the valve. In preferred embodiments,

a seal is attached to the anchor by suturing.

[0072] - In Figure 8B, as the catheter is further pulled proximally, the proximal end of -

anchor 30 and fingers 50 are unsheathed. In this embodiment, it is possible to visualize that the-

seal covers the entire contour of the anchor including the external face of.the leaflet engagement

element 70. As soon as the proximal end of the anchor is exposed, it also dynamically expands.

Furthermore, when fingers 50 become exposed, replacement valve 20 begins to function

permitting blood to-flow through replacement valve 20, between fingers 50, and around the

catheter 600. This also permits blood to. flow into the coronary ostias. In other embodiments

where the seal does not cover the proximal end of the anchor, the replacement valve can begin to

function as soon as the unsealed portion of the anchor is unsheathed. This causes the leaflet

engagement elements 70 to radially expand to their heat set position and engage with the native

heart leaflets.

[0073] Next, Figure 8C, as the apparatus is actively foreshortened using proximal (e. g.,

fingers) and/or distal actuators (e.g., wires 55), the leaflet engagement elements positively

register with the native valve leaflets. Foreshortening can cause seal 60 to bunch up and create

pleats. These pleats can then fill pockets thereby improving the paravalvular seal. In preferred

embodiments, wherein the leaflet engagement elements are covered with a seal, at least a portion

of the seal is also positioned between the native valve leaflets and the aortic wall. Once the

anchor is fully compressed within the aortic valve, the anchor is locked, the fingers and post

mandrels are disengaged, and the seal is adapted to further limit blood flow around the

replacement valve. The catheter is subsequently withdrawn, leaving behind valve 20, seal 60

and anchor 70. When fully deployed, the anchor is substantially distal to the coronary ostia of

the patient such that it will not interfere with blood flow through the ostia.
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I [0074] Figures 9A'—9B illustrate an embodiment wherein only a distal portion anchor 30

is covered by seal 60 and wherein anchor 30 is only partially deployed since the blood can

escape through the proximal end of the anchor braid. As anchor 30 in this embodiment is

unsheathed, it presses against the native valve leaflets. At this point replacement valve 20 is

functional even though anchor 30 is not fully deployed since blood can escape through the

proximal end of the anchor braid. This allows blood to flow through replacement valve 20 and

out of holes in the distal end of anchor 30 during systole (Figure 9A) while preventing backflow

during diastole (Figure 9B).

[0075] Figures lOA-lOB illustrate a similar embodiment wherein seal 60 around anchor

30 surrounds the entire contour of anchor 30. In this embodiment, valve 20 does not become

functional until both anchor 30 and a portion of fingers 50 are unsheathed. As soon as a portion

of fingers 50 is unsheathed, replacement valve 20 is fully functional. This allows blood to flow

through replacement valve 20 and anchor 30, out of fingers 50, and around catheter 60 into the

aorta and coronary ostias during systole. Similarly, during diastole, replacement valve 20 closes

preventing blood backflow from entering the chamber.

[0076] In any of the embodiments herein the anchor is preferably a self-expanding

anchor braid. Anchor braid of the present invention can be made from one or more wires, more

preferably 2-20 wires, more preferably 3-15 wires, or more preferably 4-10 wires. Moreover, the

density of the braid can be modified by various forms of weave used.

[0077] Figures 11A-11D illustrate various anchor braid embodiments contemplated by

the present invention. ’

[0078] Figure 11A illustrates two groups of cells or two braids interwoven in the center.

The top group of cells forms a more open weave than the bottom group of cells, which forms a

denser weave.

[0079] Figure 1 1B illustrates another embodiment of an anchor braid having three groups

of cells. The top and bottom (proximal and distal) edges of the anchor braid have denser cells
than the central portion of the anchor. Also, the edges of the anchor are woven from a thinner

filament than the central portion. I

[0080] In another embodiment illustrated by Figure 11C, all three sections of an anchor

valve are woven by more than one wire. The wires of each section are made of a different I

material and/or'thickness. Wires at the sectional boundaries may or may not interconnect with
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wires from a different section. Each of the sections of the braid anchor may be composed of a

different number of"wires. I

[0081] Figure 11D illustrates another embodiment of a braided anchor having three

sections. In this embodiment, all sections are composed of a single wire. The proximal and

distal sections/edges of the braided anchor have the same pitch. The central region of the

braided anchor has a different pitch than the edge sections.

[0082] Figures 12A-12E illustrate side views of braided anchor having more than one

braid pitch. Varying pitch within the anchor allows localized variations in foreshortening across

the anchor, as greater foreshortening is achieved by higher pitch of the braid. Moreover, the

localized foreshortening features allow for the design of a braid which incorporates various

diameters depending upon the amount of foreshortening. (The greater the foreshortening, the

greater the diameter increase upon deployment.)

[0083] I Figures 12A, is a side view representation of the braided anchor of Figure 11D.

On the left side of the figure, the expanded anchor is illustrated having a denser weave (shorter

pitch) at the distal and proximal ends; hence the dots are located closer to each other. The

middle section of the anchor is composed of a looser weave that is generated by a higher pitch

braid and is represented by dots that are farther away from each other. On the right side of the

figure, the braided anchor is foreshortened and the dots are collapsed closer to each other. In this

case, the central portion of the anchor foreshortened more than the proximal and distal edges.

[0084] Figure 12B illustrates a side view of a foreshortened braided anchor that is created

by low pitch at the edges and high pitch in the middle.

[0085] Figure 12C illustrates a side view of a foreshortened braided anchor that is created

by high pitch edges and low pitch middle section. I

[0086] Figure 12D illustrates a side view of a_ foreshortened braided anchor that includes

a sealing feature or space filling feature at both ends. This type of anchor can be created by a

high pitch braid at edges, low pitch braid in the middle and heat setting the edges to curl upon

unsheathing. These end features can be useful in facilitating anchoring by functioning as a

locator and/or sealing. In preferred embodiment the curled ends of the anchor in Figure 12D can

be used as leaflet engagement elements.

[0087] Figure 12E illustrates a side view of a foreshortened braided anchor that is

associated with an everting valve or locational features. In preferred embodiments, the middle
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section of the anchor may be composed of thicker'wire(s) than edge section(s). The everting

feature at the proximal end can function as a leaflet engagement element as disclosed herein.

[0088] Figures l3A-13E illustrate an example of the process of deploying an anchor,

such as the one illustrated in Figure 12B above.

[0089] Figure 13A illustrates a braided anchor 30 in its expanded or elongated

configuration. The anchor is composed of three sections. The distal and proximal sectiOns of the

anchor are made of a fine weave, low pitch braid and the middle section of the anchor is made of

a thicker thread and higher pitch braid. The distal and proximal section are preferably heat set to

roll upon unsheathing, though some rolling may occur simply from active for shortening of the

fine weave braid. In preferred embodiments, the filaments of the fine weave braid are less than

0.01 cm, or more preferably less than 0.005 cm in thickness. On the other hand, thicker

filaments of the middle section are preferably 0.0] cm or greater in thickness or more preferably

0.015 cm or greater in thickness. Posts 32 are coupled to the middle section of the anchor. For

deployment, tubes (or fingers) 106 are coupled to the anchor’s middle section.

[0090] Figure 13B illustrates an anchor during the process of deployment after the anchor

is unsheathed. The anchor is pushed distally by tubes and pulled proximally by wires and begins

foreshortening. In some embodiment the distal section rolls up and can act as a'locator, assisting

the operator in locating the aortic valve, or as a seal preventing leakage. In some embodiments,

the proximal section may roll down and be used as a leaflet engagement element to prevent distal

migration or as a proximal seal.

[0091] In Figure 13C, the device may be configured such that the middle section of the

valve may form an hour glass shape or a round shape. The tubes may subsequently be removed

as described before.

[0092] Figure 13D is another illustration of the braided anchor in its elongated

configuration.

[0093] I Figure 13E is another illustration of the braided anchor in its foreshortened

configuration.

[0094] Figures l4A-14C illustrate the process of forming a pleated seal around a

replacement valve to prevent leakage. Figure 14A illustrates a fabric seal 380 prior to

deployment and foreshortening of the anchor/valve apparatus. In Figure 14A, the fabric seal 380

extends from the distal end of valve 20 proximally over anchor 30 during delivery. During

C:\NrPortbl\PALlBl\DHl\2533053_4.DOC ' ' -18- WSGR Docket No. 30207702501

Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 19 of 630



Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 20 of 630

deployment, as illustrated in Figure 14B, anchor 30 foreshortens and the fabric seal 380 bunches

up to create fabric flaps and pockets that extend into spaces formed by the native valve leaflets

382. The bunched up fabric or pleats occur, in particular, when the pockets are filled with blood .

in response to backflow blood pressure. The pleating can create a seal around the replacement

valve. Figure 14C illustrates anchor 30, surrounded by fabric seal 380 in between native valve

leaflets 382. In preferred embodiments, at least a portion of a seal is captured between the

leaflets and the wall of the heart when the anchor is fully deployed.
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WHAT IS CLAIMED IS:

1. Apparatus for endovascularly replacing a patient’s heart valve, the apparatus

comprising an expandable anchor supporting a replacement valve, the anchor and replacement

valve being adapted for percutaneous delivery and deployment to replace the patient’s heart

valve, the anchor comprising leaflet engagement elements on a proximal end of the anchor

adapted to engage leaflets of the patient’s heart valve.

2. The apparatus of claim 1 wherein the anchor is further adapted to be substantially

distal to coronary ostia of the patient when the anchor is fully deployed.

3. The apparatus of claim 1 wherein the anchor is further adapted to be actively

foreshortened during deployment.

4. The apparatus of claim 3 further comprising proximal anchor actuation elements

adapted to apply an actuation force on a proximal portion of the anchor.

5. The apparatus of claim 3 further comprising distal anchor actuation elements

adapted to apply an actuation force on a distal portion of the anchor.

‘ 6. The apparatus of claim 3 further comprising a lock adapted to lock the anchor in a

deployed shape.

7. The apparatus of claim 1 wherein the proximal end of the anchor is adapted to

resist distal movement during expansion of the anchor after engagement of the valve leaflets by

the engagement elements.

8. The apparatus of claim 1 wherein the leaflet engagement elements are adapted to

move radially apart as the anchor expands.

9. The apparatus of claim 1 wherein the leaflet engagement elements are integral

'with the anchor. I I

10. The apparatus of claim 9 wherein the anchor comprises a braid, the leaflet

engagement elements being part of the braid.

11. The apparatus of claim 1 wherein the anchor and the replacement valve are

further adapted to permit blood flow from a chamber of the heart through the replacement valve

and to prevent blood flowlto the chamber of the heart through the replacement valve during

deployment of the anchor and replacement valve.
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12. The apparatus of claim 1_ further comprising a delivery catheter adapted to deliver

the anchor and replacement valve to a Vicinity of the heart, wherein the anchor and the

replacement valve are further adapted to permit blood flow through the replacement valve and to

prevent blood backflow through the replacement valve after the replacement valve exits the .
catheter and before final deployment of the anchor.

13. The apparatus of claim 12 wherein the anchor and the replacement valve are

further adapted to permit blood flow through the replacement valve and to prevent blood

backflow through the replacement valve after the replacement valve exits the catheter but before

the anchor completely exits‘ the catheter.

14. The apparatus of claim 12 wherein the anchor comprises a self-expanding anchor.

15. The apparatus of claim 12 wherein the anchor comprises a self-expanding anchor

having a delivery configuration, an at-rest configuration and a deployed configuration, the at-rest

configuration having a diameter larger than a diameter of the delivery configuration.

16. The apparatus of claim 12 wherein the anchor comprises a self-expanding anchor

having a delivery configuration, an at-rest configuration and a deployed configuration, the at-rest

configuration having a diameter larger than a diameter of the delivery configuration and smaller

than a diameter of the deployed configuration.

17. The apparatus of claim 12 wherein the anchor and the replacement valve are

further adapted to permit blood flow through the replacement valve and around the catheter after

the replacement valve exits the catheter and before final deployment of the anchor.

18. The apparatus of claim 12 wherein the anchor and the replacement valve are

further adapted to permit blood flow through the replacement valve and into coronary ostia of the

heart after the replacement valve exits the catheter and before final deployment of the anchor.

19. The apparatus of claim 1 filrther comprising a seal adapted to prevent blood flow

around the replacement valve when the anchor and replacement valve are fully deployed.

20. The apparatus of claim 19 wherein the seal comprises a pleated seal.

21. The apparatus of claim 19 wherein at least a portiOn of the seal is adapted to be

captured between the leaflets of the patient’s heart valve and a wall of the patient’s heart when

the anchor and replacement valve are fully deployed.
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22. A method for endovascularly replacing a patient’s heart valve, the method

comprising: .

endovascularly delivering an anchor-and a replacement valve supported within the anchor

to a vicinity of the heart valvein a collapsed delivery configuration, the anchor comprising

leaflet engagement elements on a proximal end of the anchor adapted to engage native valve

leaflets; I

expanding the anchor; and

engaging the leaflet engagement elements with native valve leaflets.

23. The method of claim 22 further comprising expanding the anchor into

engagement with the patient’s heart such that the anchor is substantially distal to coronary ostia

of the heart.

24. The method of claim 23 wherein the expanding step comprises actively

foreshortening the anchor.

25. The method of claim 24 wherein the actively foreshortening step comprises

actuating distal anchor actuation elements.

26. The method of claim 24 wherein the actively foreshortening step comprises

actuating proximal anchor actuation elements.

27. The method of claim 24 further comprising locking the anchor in a deployed

configuration.

28. The method of claim 22 further comprising resisting distal movement of the

proximal end of the anchor after the engaging step.

29. The method of claim 22 further comprising moving the leaflet engagement

elements further apart radially during the anchor expanding step.

30. The method of claim 22 further comprising permitting blood fl0w through the

replacement valve and preventing blood backflow through the replacement valve during

deployment of the anchor and replacement valve.

31. The method of claim 22 further comprising:

delivering the anchor and replacement valve to a Vicinity of the heart in a delivery

catheter;

removing the anchor and the replacement valve from the catheter; and
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permitting blood flow through the replacement valve and preventing blood backflow

through the replacement valve after the replacement valve exits the catheter and before final

deployment of the anchor.

32. The method of claim 31 wherein the permitting and preventing steps are

performed before the anchor completely exits the catheter.

33. The method of claim 31 wherein the permitting step comprises allowing the

anchor to self-expand.

34. The method of claim 31 wherein the permitting step comprises permitting blood

flow throughlthe replacement valve and around the catheter after the replacement valve exits the

catheter and before final deployment of the anchor.

35. The method of claim 31 wherein the permitting step comprises permitting blood

flow through the replacement valve and into coronary ostia of the heart after the replacement

valve exits the catheter and before final deployment of the anchor.

36. The method of claim 22 further comprising sealing between the replacement

valve and the heart.

37. The method of claim 36 wherein the sealing step comprises pleating a seal.

38. The method of claim 36 wherein the sealing step comprises capturing at least a

portion of a seal between the leaflets and a wall of the heart.

39. Apparatus for endovascularly replacing a patient’s heart valve, the apparatus

comprising an expandable anchor supporting a replacement valve, the anchor and replacement

valve being adapted for percutaneous delivery and deployment to replace the patient’s heart

valve, the anchor comprising a braid, the braid comprising leaflet engagement elements adapted

to engage leaflets of the patient’s heart valve.

- 40. The apparatus of claim 39 wherein the leaflet engagement elements extend from a

proximal end of the anchor. ‘

41. The apparatus of claim 39 wherein the anchor is further adapted to be

substantially distal to coronary ostia of the patient when the anchor is fully deployed.

42. The apparatus of claim 39 wherein the anchor is further adapted to be actively

foreshortened during deployment.

43. The apparatus of claim 42 further comprising proximal anchor actuation elements

adapted to apply an actuation force on a proximal portion of the anchor.
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44. ' The apparatus of claim 42 further comprising distal anchor actuation elements

adapted to apply an actuation force on a distal portion of the anchor.
45. The apparatus of claim 42 further comprising a lock adapted to lock the anchor in

a deployed shape. .

I 46. The apparatus of claim 40 wherein the proximal end of the anchor is adapted to

resist distal movement during expansion of the anchorafter engagement of the valve leaflets by

the engagement elements.

47. The apparatus of claim 40 wherein the leaflet engagement elements are adapted to

move radially apart as the anchor expands.

48. The apparatus of claim 40 wherein the anchor and the replacement valve are

further adapted to permit blood flow from a chamber of the heart through the replacement valve

and to prevent blood flow through the replacement valve during deployment of the anchor and

replacement valve.

49. The apparatus of claim 40 further comprising a delivery catheter adapted to

deliver the anchor and replacement valve to a vicinity of the heart, wherein the anchor and the

replacement valve are further adapted to permit blood flow through the replacement valve and to

prevent blood backflow through the replacement valve after the replacement valve exits the

catheter and before final deployment of the anchor. I

50. The apparatus of claim 49 wherein the anchor and the replacement valve are

further adapted to permit blood flow through the replacement valve and to prevent blood

backflow through the replacement valve after the replacement valve exits the catheter and before

the anchor completely exits the catheter.

51. The apparatus of claim 49 wherein the anchor comprises a self-expanding anchor.

52. I The apparatus of claim 49 wherein the anchor comprises a self-expanding anchor

having a delivery. configuration, an at-rest configuration and a deployed configuration, the at-rest

configuration having a diameter larger than a diameter of the deliVery configuration. I

h 53. The apparatus of claim 49 wherein the anchor comprises a self-expanding anchor

having a delivery configuration, an at-rest configuration and a deployed configuration, the at-rest

configuration having a diameter larger than a diameter 'of the delivery configuration and smaller

than a diameter of the deployed configuration.
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54. The apparatus of claim 49 wherein the anchor and the replacement valve are

further adapted to permit blood flow through the replacement valve and around the catheter after

the replacement valve exits. the catheter and before final deployment of the anchor.

55. The apparatus of claim 49 wherein the anchor and the replacement valve are

further adapted to permit blood flow through the replacement valve and into coronary ostia of the

heart after the replacement valve exits the catheter and before final deployment of the anchor.

56. The apparatus of claim 40 further comprising a seal adapted to prevent blood flow

around the replacement valve when the anchor and replacement valve are fiilly deployed.

57. The apparatus of claim 56 wherein the seal comprises a pleated seal.

58. The apparatus of claim 56 wherein at least a portion of the seal is adapted to be

captured between the leaflets of the patient’s heart valve and a wall of the patient’s heart when

the anchor and replacement valve are fully deployed.

C:\NrPortbl\PALlBl\DH l\2533053_4.DOC -25- WSGR Docket No. 30207.702.501

Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 26 of 630



Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 27 of 630

LEAFLET ENGAGEMENT ELEMENTS AND METHODS FOR USE THEREOF

ABSTRACT

The present invention relates to apparatus for methods for endovascularly replacing a

patient’s heart valve. The apparatus includes an expandable anchor with leaflet engagement

elements on the proximal end of the anchor and a replacement valve. The leaflet engagement

elements can be used to prevent distal migration and insure proper positioning of the apparatus.
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application PATENT APPLICATION

lnventor(s): Amr SALAHEEH et al.

Art Unit: Not yet assigned

Application No.: 10/972,287

Filed: October 21, 2004

Title: Leaflet engagement elements and methods

)

)

)

)

)

) Examiner: Not yet assigned

)

)

)

for use thereof )

)

Commissioner of Patents

PO. Box 1450

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATEMENT UNDER 37 C.F.R. §1.97

Sir:

Applicants hereby submit an Information Disclosure Statement along with attached form(s)

PTO/SB/OS. A copy of each listed publication is being submitted herewith, along with a concise

explanation of information in a foreign language, if any, pursuant to 37 C.F.R. §1.97-1.98.

Applicants respectfully request that the listed information be considered by the Examiner and

be made of record in the above-identified application. Applicants further request that the Examiner

initial and return the attached form(s) PTO/SB/O8 in accordance with MPEP §609.

Applicants reserves the right to establish the patentability of the claimed invention over any

of the information provided herewith, and/or to prove that this information may not be prior art,

and/or to prove that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the

information cited in the statement is, or is considered to be, prior art or material to patentability as

defined in §1.56.
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This statement qualifies under 37 C.F.R. §1.97, subsection (b) because:

IX (1) It is being filed within 3 months of the application filing date and is other than
a continued prosecution application under § 1.S3(d)

__ 0R __

D (2) It is being filed within 3 months of entry of a national stage
__ 0R __

[Z (3) It is being filed before the mail date of the first Office Action on the merits
-- OR -- '

El (4) It is being filed before the mailing of a first Office Action afier the filing of a
request for continued examination under § 1.114.

37 CFR. §1.97(c). If this statement is being filed afier the latest of: (1) three months beyond

the filing date of a national application; (2) three months beyond the date of entry of the

national stage as set forth in §1.491 in an international application; or (3) the mailing date of

a first Office action on the merits, but before the mailing date of the earlier of a final office

action under §1.113 or a notice of allowance under §1.311, then:

D a certification as specified in §1.97(e) is provided below; or

E] a fee of $180.00 as set forth in §1.17(p) is authorized below, enclosed, or included
with the payment of other papers filed together with this statement.

37 CFR. §1.97(d). If this statement is being filed after the mailing date of the earlier of a

final office action under §1.113 or a notice of allowance under §1.311, but before payment of
the issue fee, then:

A. a certification as specified in §1.97(e) is completed below; and

B. a petition under 37 C.F.R. §1.97(d) requesting consideration of this statement is

submitted herewith; and

C. a fee of $130.00 as set forth in §1.17(i)(1) is authorized below, enclosed, or included

with the payment of other papers filed together with this statement.

Copies of each of the references listed on the attached Form PTO/SB/08 are enclosed
herewith.

Copies of references listed on the attached Form PTO/SB/08 are enclosed herewith EXCEPT
THAT:

E] In view of the voluminous nature of references, and the likelihood that these

references are available to the Examiner in the file history of the parent application

(Serial No. ), copies are not enclosed herewith.

E] If any of the'foregoing publications are not available to the Examiner,
Applicant will endeavor to supply copies at the Examiner’s request.
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{Z Copies of only foreign patent documents and non-patent literature are provided in
PDF format on the attached CD ROM, clearly titled by publication number or author,

in accordance with 37 CFR 1.98 (a)(2). (The US. patents and each US. patent

application publication listed on the attached Form PTO—1449 are not enclosed

because this US. patent application was filed after June 30, 2003 or this international

application has entered the national stage under 35 USC §371 after June 30, 2003 (see

USPTO waiver of requirement under 37 CFR 1.98 (a)(2)(i).

[:1 There are no listed references which are not in the English language.

1:] The relevance of those listed references which are not in the English language is as follows:

E Attached are copies of search report(s) from corresponding patent application(s), submitted

in accordance with MPEP 609 D in support of the attached certification under 37 CFR

1.97(e)(1).

E] Attached are the following non-published pending patent applications which may be deemed
relevant.

[Z Fee Authorization. The Commissioner is hereby authorized to charge the above-referenced
fees of $0.00 and charge any additional fees or credit any overpayment associated with this

communication to Deposit Account No. 23-2415 (Docket No.30207.702.501 1.

Respectfully submitted,

WILSON SONSINI GOODRICH & ROSATI

Dated: By: I l E
Maya Skubatc , Reg. No. 30207.702.501

650 Page Mill Road

Palo Alto, CA 94304-1050

(650) 493-9300
Customer No. 021971
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Cammlssioner for Patents, P.0. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing thefarm, call I -800-PT0-9199 (1-800- 786-9199) and select option 2.
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‘ PTO/SBIOSA (08-03)
Approved for use through 07/31/2006. OMB 0651 -0031

U.S. Patent and Traderan Ofiice; U.S. DEPARTMENT OF COMMERCE
rsons reuired to res and to a collection of information unless it contains a valid OMB control number.

Complete ifKnown

Application Number 10/972,287

Under the .- ~rwork Reduction Act of 1995, no -    

 
 

 
 
 

 
 

  

 Substitute for form 1449/PTO

 
 

  
   
 

INFORMATION DISCLOSURE 10/21/2004
STATEMENT BY APPLICANT Salahieh

 Not yet assigned

assigned
Attome DocketNumber 30207702501

U.S. PATENT DOCUMENTS

(Use as many sheets as necessary)

 

 
  

 
 Examiner Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where

Initials’ No.l MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant
Number-Kind Code2 (ifknown) Figures 7. ea;

US-3,868,956 03/04/1975 Alfidi at 8.1.

US-3,874,388 04/01/1975
US-4,056,854 11/08/1977
US-4,106,129 08/15/1978

' sUS-4,233,690 11/18/1980

US-4,291,420 09/29/1981 _

—
—
—
—
_
_
_
—

_

—
—
—

—
—
—
—
—
_
_
—
—
—
_

Examiner Date

Signature Considered
’EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 1Applicant‘s unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.uspto. gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST .3). ‘For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. ’Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST.15 ifpossible. 6Applicant is to place a check mark here it'English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USP’I‘O to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.0. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing theform, call 1-800-PTO-9199 (1-800- 786-9199) and select option 2.
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' ' PTO/SB/OSA (08-03)
Approved for use through 07/31/2006. OMB 0651-0031

US. Patent and Traderan Office; US. DEPARTMENT OF COMMERCE
Under the u -- rwork Reduction Act of 1995, no uired to res and to a collection of information unless it contains a valid OMB control number.

Complae ifKnown

Application Number 10/972,287

   

 
 

 
 
 

 
 

  

 

 
Substitute for form l449/PTO

 
 

 
  
 

 

INFORMATION DISCLOSURE
sTAmMEm BY APPLICANT

 Notyet assigned

Notyetassigned
Attome DocketNumber 30207702501

U.S. PATENT DOCUMENTS
Cite Document Number Publication Date
No.‘ MM-DD-YYYY

-07/08/1997 Hachtmanetal.

-
-
-
-
-
-
-
-
-
-
-
-
-
-

(Use as many sheets as necessary

  
 

  
 

 

 Name of Patentee or Pages, Columns, Lines, Where
Applicant of Cited Document Relevant Passages or Relevant

Fi res >- ear

Examiner
Initials"

Tower

Tower

Teitelbaum et 3].

Andersen et a1.

Dubrul et a1.

Maeda et al.

An et a].

12/09/1997 Tower
02/03/1998 Vallanaetal.
09/01/1998 Maedaetal.
10/06/1998 Imran
10/20/1998 Cottone Jr.
10/20/1998 Khosravi et a].
10/20/1998 Rosenberg
10/20/1998 Taheri

Ansell

Examiner Date

Signature Considered
"EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ‘Applicant's unique citation designation number (optional). 1See Kinds Codes of
USP’I‘O Patent Documents at www.uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST .3). 4For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document 1Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST.16 if possible. 6Applicant is to place a check mark here if English language Translation is attached.
This collection ofinformation is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and
Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissloner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing thefarm, call I-800-PTO-9l99 (1-800- 786-9199) and select option 2.
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' ' PTO/SBJOSA (08—03)
Approved for use through 07/31/2006. OMB 0651-003]

U.S. Patent and Trademark Oflice; US. DEPARTMENT OF COMMERCE
rwork Reduction Act of 1995, no - rsons re uired to res and to a collection of information unless it contains a valid OMB control number.

Complete ifKnown

Application Number 10/972,287

Filing Date 10/21/2004

Under the D!

  
 
 

 
 
 

 
  Substitute for form l449/PTO

 

 
 

 

 

  
 

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT Salahieh

 Not yet assigned

Nowetassignea
Attom Docket Number 30207.702.501

U.S. PATENT DOCUMENTS

(Use as many sheets as necessary)

 
 

  
Examiner Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where
Initials“ No.l MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant

lam-Am at al-

mg

Samar
Jam

An a

Examiner Date
Signature Considered

‘EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. IApplicant‘s unique citation designation number (optional). zSee Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. ’Enter Office that issued the document. by the two-letter code (WIPO Stande ST .3). ‘For Japanese
patent documents, the indication of the year ofthe reign of the Emperor must precede the serial number of the patent document ’Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST] 6 if possible. ‘Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US Patent and
Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.0. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing theform, call 1-800-PTO-9199 (1-800— 786-9199) and select option 2.
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- ' P'I‘O/S B/OSA (08-03)
Approved for use through 07/31/2006. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
uired to res end to a collection of information unless it contains a valid OMB control number.

Complete IfKnown

Application Number 10/972,287

 Under the UI - rwork Reduction Act of 1995. no
   

 

 

 
 
 

 

 

 
Substitute for form l449/PTO

   
 

INFORMATION DISCLOSURE 10/21/2004
STATEMENT BY APPLICANT

  
 Not yet aSSIgned

News: asslgma
nAttome Docket Number 30207.702 501

U.S. PATENT DOCUMENTS
Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where
No MM—DD—YYYY Applicant of Cited Document Relevant Passages or Relevant

lam-Ami a eu-

wmtal —
mm a at _
Lane

-Gamma

-
-
-
-
-
-

(Use as many sheets as necessary)

 

 

  

  
 

Examiner
Initials‘

Mao-mm

Examiner Date
Signature Considered

‘EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. lApplicant‘s unique citation designation number (optional). zSee Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (\NIPO Standard ST .3). ‘For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document 5Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST.16 if possible. ‘Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any commean on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissloner for Patents, PD. 801 I450, Aiexandrla, VA 22313-1450.

Ifyou need assistance in completing theform. coll I-800—PTO-9199 (1-800- 786-9199) and select option 2.
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PTO/SB/OSA (08-03)
Approved for use through 07/31/2006. OMB 0651—0031

(1.8. Patent and Traderan Office; US. DEPARTMENT OF COMMERCE
- uired to resend to a collection of information unless it contains a valid OMB control number.

Complete ifKnown

Substitute for form l449/PTO Application Number 10/972,287

INFORMATION DISCLOSURE 10/21/2004
STATEMENT BY APPLICANT Salahieh

(Use as many sheets as necessary) Not yet assigned

unassigned
Attome Docket Number 30207.702.501

U.S. PATENT DOCUMENTS

Examiner Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where
initials" No.l MM-DD—YYYY Applicant of Cited Document Relevant PaSSages or Relevant

Number-Kind Code‘mkmwn) F, es 7,

_-US-6,669 724 12/30/2003 Park et al.

Under the . I erwork Reduction Act of 1995, no » rsons

   
 

 

 

 
 
  

, _
i —

s A —
t —

s A —
—
—
m—

— —
a —
—
—
—
—
_

: —
i —

US-6 752 828 06/22/2004 Thornton

US-6,758 855 07/06/2004 Fulton, 111 et a1.

Sinature Considered
"EXAMINER: initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. lApplicant‘s unique citation designation number (optional), 2See Kinds Codes of
USPTO Patent Documents at www,uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST .3). ‘For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document, ’Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST.]6 if possible. “Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U,S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete fl‘tis form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US Patent and
Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing theform. call 1-800-PTO-9199 (1-800— 786-9199) and select option 2.
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' ' NOISE/08A (08-03)
Approved for use through 07/31/2006. OMB 0651 -0031

US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
Under the -- - rwork Reduction Act of 1995. no --- rsons reuired to res and to a collection of information unless it contains 0 valid OMB control number.

Complete ifKnown

Application Number 10/972,287

 

 
 
 

 
 

  

 

 

 
 

 
Substitute for form 1449/PTO

 
 

  
   
 

INFORMATION OIOOIOOONE
sTATEMENT BY APPLICANT

 Not yet assigned

Notassignea
nAttorne Docket Number 30207702501

FOREIGN PATENT DOCUIVIENTS

Examiner Cite Foreign Patent Document Publication Date Name of Patentee or Pages, Columns, Lines, '

Initials“ No.l MM-DD-YYYY Applicant of Cited Document Where Relevfinl P8333865 0‘Co Code - Number - Kind Code i know Relevant figures Appear
EP 1057459 12/06/2000 Numed, lnc.

EP 1057460 12/06/2000 Numed, Inc.

EP 1340473 09/09/2003 3F Therapeutics, lnc.

EP 1356793 10/29/2003 Numed, lnc.

EP 0937439B1 09/17/2003 Heartport, lnc.

EP 0819013 06/23/2004 Heartport, Inc.

WO 93/15693 08/ 19/ 1993 Vince Medical Company
Limited

W0 95/04556 02/ 16/ 1995 Active Control Experts, Inc.

WO 95/29640 11/09/1995 Aesculap AG

wo 96/14032 05/17/1996
WO 98/36790 08/27/ 1998 Conado Medical Devices

Co oration

08/03/2000 Board of Regents, The
Universit ofTexas S stem

01/25/2001 Biocompatibles Ltd.

05/25/2001 Seguin, Jacques
09/07/2001 Fraunhofer-Gesellschaft Zur

Forderung Der
Angewandten Forschung
E.V.

05/10/2002 Seguin, Jacques

12/19/2002 Rex Medical, L. P.

ExaminerSi ture Considered
’EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. lApplicant's unique citation designation number (optional). ISee Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Stande ST .3). ‘For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST.16 if possible. 6Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and
Trademark Oflice, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing thefarm, call I ~800-PT0-9199 (1-800- 786-9199) and select option 2.

(Use as many sheets as necessary)

 

 
 

  
 

 

 
 

WO 00/09059

WO 00/44308

WO 00/44313

WO 00/67661

WO 01/05331

WO 01/35870

WO 01/64137
  
  

WO 02/36048

W0 02/100297
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P’l‘O/SB/OSA (08-03)
Approved for use through 07/31/2006. OMB 0651-0031

US. Patent and Trademark Oflice; US. DEPARTMENT OF COMMERCE
- uired to res and to 11 collection ofinformation unless it contains a valid OMB control number.

Complete ifKnown

Application Number 10/972,287

Filing Date 10/21/2004

Under the e - rwork Reduction Act of 1995. no wrsons

 
 
 
 
 

 

 

 
 

 

 

 
Substitute for form 1449/PTO

  
 
 

 
 

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
(Use as many sheets as necessary) Not yet assigned

Notyetassened
nAttorne Docket Number 30201702501

FOREIGN PATENT DOCUMENTS

Examiner Cite Foreign Patent Document Publication Date Name of Patentee or Pages, Columns, Lines,

Initials“ No.l MM-DD-YYYY Applicant of Cited Document Where Rafi/an! Passages 01'Coun Code -Number -Kind Code 1 known Relevant Figures Appear
W0 03/003943 01/16/2003 Advanced Bio Prosthetic

Surfaces, Ltd.

_-wo 03/003949 01/16/2003 Seguin, Jacques
W0 03/01 1 195 02/13/2003 Seguin, Jacques

- wo 03/015851 11/27/2003 Scimed Life Systems, Inc. _
- wo 2004/019811 03/11/2004 Heart Leaflet Technologies —

 

 
 

 

 

 
 

  

   
 

 

WO 2004/023980 03/25/2004 3F Therapeutics, Inc.

W0 2004/04] 126 05/21/2004 Seguin, Jacques

WO 2004/047681 06/10/2004 Boudjemline Younes

ate

Si ; nature Considered
‘EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation ifnot in conformance and not
considered. Include copy of this form with next communication to applicant lApplicant‘s unique citation designation number (optional). ISee Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST .3). 4For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. ’Kind of document by the appropriate
symbols as indicated on the document under WIPO Stande ST.16 if possible. 5Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any commenm on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and
Trademark Otfice, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commlssioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing theform, call 1-800—PTO-9199 (1-800- 786-9199) and select option 2.
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PTO/SB/OSA (08-03)
Approved for use through 07/31/2006. 0MB 0651-0031

US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
Undcr the aerwork Reduction Act of 1995. no ersons reuired to res and to a collection ofinformution unless it contains a valid OMB control number.

Complete ifKnown

Application Number 10/972,287

Filing Date 10/21/2004

 

 
 

 

  
 

 

  

 Substitute for form I449/PTO

 
 

 

 

  
 

 INFORMATION DISCLOSURE

STATEMENT BY APPLICANT Salahieh 

 (Use as many sheets as necessary) Not yet assigned

Notyetassignea
Attome Docket Number 30207.702.501

NON PATENT LITERATURE DOCUMENTS

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
item (book, magazine, journal, serial, symposium, catalog, etc), date, page(s), volume-issue number(s),

ublisher, ci and/or coun where ublished.

ANDERSEN, H.R. eta1., “Transluminal implantation of artificial heart valves.

Description of a new expandable aortic valve and initial results with implantation by
catheter technique in closed chest pigs”. Euro. Heart J. (1992) 13:704-708.

ATWOOD, A. et al., “Insertion of Heart Valves by Catheterization”. Project

Supervised by Prof. Y. Muftu of Northeaster University (2001-2002) 36-40.

BODNAR, E. et al., Replacement Cardiac Valves, Pergarnon Publishing Corporation,
New York, (1991), 307-322.

BOUDJEMLINE, Y. et al., “Percutaneous implantation of a valve in the descending
aorta inlambs”. Euro. Heart J. (2002) 23:13, 1045-1049.

BOUDJEMLINE, Y. et al., “Percutaneous Pulmonary Valve Replacement in a Large
Right Ventricular Outflow Tract”. J. of Am. College of Cardio. (2004) 43:6, 1082-

   

   
  

N

BOUDJEMLINE, Y. et al., “Percutaneous valve insertion: A new approach?” J. of
Thoracic and Cardio. Surg. (2003) 125:3, 741-743.

BOUDJEMLINE, Y. et al., “Steps Toward Percutaneous Aortic Valve Replacement.”
Circulation (2002) 775-778.

CRIBIER, A. et al., “Early Experience with Percutaneous Transcatheter Implantation of
Heart Valve Prosthesis for the Treatment of End-Stage Inoperable Patients with Calcific
Aortic Stenosis”. J. or Am. Coll. of Cardio. (2004) 43:4, 698-703.

CRIBIER, A., et al., “Percutaneous Transcatheter Implantation of an Aortic Valve

Prosthesis for Calcific Aortic Stenosis: First Human Case Description,” Circulation
(2002) 3006-3008.

CRlBIER, A., eta1., “Percutaneous Transcatheter Implantation of an Aortic Valve
Prosthesis for Calcific Aortic Stenosis: First Human Case”. Percutaneous Valve

Technologies, Inc. (2002).

Examiner Date

si; attire Considered

"EXAMINBR: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant.
lApplicant‘s unique citation designation number (optional). 2Applicant is to place a check mark here if English language Translation is attached.

This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including
gathering. preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and
Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES 0R COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commlssloner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

 
Ifyou need assistance in completing rheform, coll 1-800-PTO-9199 and select option 2.
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P'I‘O/SB/OSA (08-03)
Approved for use through 07/31/2006. 0MB 0651-0031

US. Patent and Traderan Oflice; U.S. DEPARTMENT OF COMMERCE
uircd to res - and to a collection of information unless it contains a valid OMB control number.

Complae ifKnown

Application Number 10/972,287

Under the - - rwork Reduction Act of 1995. no ---

  

 
 

  

 
 

 

 
 

 

 
Substitute for form 1449/PTO

 
 
 

 

 
 

INFORMATION DISCLOSURE 10/21/2004
STATEMENT BY APPLICANT Salahieh 

Not yet assigned

Nowetassigned
nAttome Docket Number 30207.702.501

NON PATENT LITERATURE DOCUMENTS

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume—issue number(s),

ublisher, ci and/or coun where ublished.

FERRARI, M. et al., “Percutaneons transvascular aortic valve replacement with self

expanding stem-valve device”. Poster from the presentation given at SMIT 2000, 12‘h
lntemational Conference (September 5, 2000).

 (Use as many sheets as necessary)

  
   

   

 

 
 

 
 

 
 

 

 
 

 
 

 

 

  
  HIJAZI, Z.M., “Transcatheter Valve Replacement: A New Era of Percutaneous Cardiac

Intervention Begins”. J. of Am. College of Cardio. (2004) 43:6, 1088-1089. 
 

 

 
 HUBER, C.H. et al., “Do valved stems compromise coronary flow?” European Journal

of Cardio-thoracic Surgery, (2004) 25:754-759.

KNUDSEN, L. L. eta1., “Catheter-implanted prosthetic heart valves”. Int’l J. of Art.
Organs, (1993) 16:5, 253-263

KORT, S. et al., “Minimally invasive aortic valve replacement: Echocardiographic and
clinical results”. Am. Heart J. (2001) 142:3, 476-481.

LOVE, C. et al., The Autogenous Tissue Heart Valve: Current Status, Journal of

Caridac Surgery, (1991) 6:4, 499-507.

LU'ITER, G. et al., “Percntaneous aortic valve replacement: An experimental study. 1.

Studies on implantation,” J. of Thoracic and Cardio. Surg. (2002) 123:4, 768-776.

MOULOPOULOS, S. D. et al., “Catheter-Mounted Aortic Valves,” Annals of Thoracic

Surg. (1971) 11:5, 423-430.

PANIAGUA, D. eta1., “Percutaneons heart valve in the chronic in vitro testing model”.
Circulation (2002), 106:e51-e52, American heart Association, Inc.

PANIAGUA, D. eta1., Heart Watch (2004), Spring, 2004 EditiOn, Texas Heart Institute

Examiner Date

si; ture Considered

*EXAMINER: lnitial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant.
xApplicant‘s unique citation designation number (optional). 2Applicant is to place a check mark here ifEnglish language Translation is attached.

This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including
gathering preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any commenb on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and
Trademark Ofiice, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES 0R COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Cummlssioner for Patents, P.0. Box 1450, Alexandria, VA 22313-1450.

  

N

 

Ifyou need assistance in completing theform, call I-800—PTO—9199 and select option 2.
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NOISE/GSA (08-03)
Approved for use through 07/31/2006. OMB 0651-0031

US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
- uired to res and to a collection of information unless it contains a valid OMB control number.

Complete ifKnown

Application Number 10/972,287

Under the -- rwork Reduction Act of 1995. no - isons

  

 
  

 

 
 

 

 
 

 

Substitute for form 1449/PTO

 

 
  
 

 

 

INFORMATION DISCLOSURE 10/21/2004
STATEMENT BY APPLICANT Salahieh 

 (Use as many sheets as necessary) Not yet assigned

Notyetassigned
Attome DocketNumber 30207702501

NON PATENT LITERATURE DOCUMENTS

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s),

ublisher, cit and/or coun where ublished.

PAVCNIK, D. et al., “Percutaneous bioprosthetic venous valve: A long-term study in
sheep”. J. of Vascular Surg. (2002) 35:3, 598-603.

PI-HLLIPS, S. J. at 31., “A Temporary Catheter-Tip Aortic Valve: Hemodynamic Effects

on Experimental Acute Aortic Insufficiency”. Annals of Thoracic Surg. (1976) 21:2,
134-136.

SOCHMAN, J. et al., “Percutaneous Transcatheter Aortic Disc Valve Prosthesis

Implantation: A Feasibility Study”. Cardiovasc. Intervent. Radiol. (2000) 23, 384-388.

--STUART, M., “In Heart Valves, A Brave, New Non-Surgical World”. Start-Up (2004)9-17.

VAHANTAN, A. et al., “Percutaneous Approaches to Valvular Disease”. Circulation
.(2004) 109, 1572-1579.

VAN HERWERDEN, L. A. et al., “Percutaneous valve implantation: back to the

 
 

  

   

  
 

 

 
 

 

 

 
  
  
 
  

future?” Euro. Heart J. (2002) 23:18, 1415-1416. 
ZHOU, J. Q. et al., “Self-expandable valved stent of large size: off-bypass implantation
in pulmonary position”. Eur. J. Cardiothorac. (2003) 24, 212-216

Examiner Date

si; ature Considered

‘EXAMINER: 1nitia1 if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant.
1Applicant's unique citation designation number (optional). 2Applicant. is to place a check mark here if English language Translation is attached.

This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including
gathering preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and
Trademark Office, P.0. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES 0R COWLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.0. Box 1450, Alexandria, VA 22313-1450.

 
  

Ifyou need assistance in completing the firm, coll 1-800-PTO-9199 and select option 2.
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ARTIFACT SHEET

Enter artifact number below. Artifact number is application number +

artifact type code (see list below) + sequential letter (A, B, C ...). The first
artifact folder for an artifact type receives the letter A, the second B, etc..

Examples: 59123456PA, 59123456PB, 59123456ZA, 59123456ZB
O U

Indicate quantity of a single type of artifact received but not scanned. Create
individual artifact folder/box and artifact number for each Artifact Type.

CD(s) containing: D
computer program listing
Doc Code: Computer Artifact Type Code: P

pages of specification
and/or sequence listing D
and/or table

Doc Code: Artifact Artifac e Code: S

content unspecified or combined @
Doc Code: Artifact Artifact Type Code: U

Stapled Set(s) Color Documents or BfW Photographs
Doc Code: Artifact Artifact Type Code: C

Microfilm(s)
Doc Code: Artifact Artifact Type Code: F

Video tape(s)
Doc Code: Artifact Artifact Type Code: V

Model(s)
Doc Code: Artifact Artifact Type Code: M

Bound Document(s)
Doc Code: Artifact Artifact Type Code: B

Confidential Information Disclosure Statement or Other Documents

marked Proprietary, Trade Secrets, Subject to Protective Order,
Material Submitted under MPEP 724.02, etc.

Doc Code: Artifact Artifact Type Code X

Other, description:
Doc Code: Artifact Artifact Type Code: Z

 

DSUBBED
March 8, 2004
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UNITED STATES PATENT AND TRADEMARK OFFICE
UNITED STATES DEPARTMENT OF COMMERCE
United States Prncnt und Trudcmurk Office
Address:COIvfl\/IISSIONER FOR PATENTSPO. Box 1450

Alexandria. Virginia 22313-1450wwwuspto gov

APPLICATION NUMBER FILING OR 37I (c) DATE FIRST NAMED APPLICANT ATTORNEY DOCKET NUMBER

10/972,287 10/21/2004 Amr Salahieh 30207-702501

 

_ CONFIRMATION N0. 7706

021971 FORMALITIES LETTER

W'LSON SONS'N' GOODR'CH 8‘ ROSA“ ||l|||||ll|l||l|||l||||l|||l|||ll|l|l||l|| lllllllllllll|||1|||||||l|l|l||l||||||l|l|1|||
650 PAGE MILL ROAD * *
PALO ALTO, CA 943041050 00000000014923099

   

Date Mailed: 01/11/2005

NOTICE TO FILE MISSING PARTS OF NONPROVISIONAL APPLICATION

FILED UNDER 37 CFR1.53(b)

Filing Date Granted

Items Required To Avoid Abandonment:

An application number and filing date have been accorded to this application. The item(s) indicated below,
however, are missing. Applicant is given TWO MONTHS from the date of this Notice within which to file all

required items and pay any fees required below to avoid abandonment. Extensions of time may be obtained by
filing a petition accompanied by the extension fee under the provisions of 37 CFR 1.136(a).

o The statutory basic filing fee is missing.

Applicant must submit $ 395 to complete the basic filing fee for a small entity.

0 The oath or declaration is missing.

A properly signed oath or declaration in compliance with 37 CFR 1.63, identifying the application by the
above Application Number and Filing Date, is required.

0 To avoid abandonment, a late filing fee or oath or declaration surcharge as set forth in 37 CFR 1.16(e) of
$65 for a small entity in compliance with 37 CFR 1.27, must be submitted with the missing items identified
in this letter.

The applicant needs to satisfy supplemental fees problems indicated below.

The required item(s) identified below must be timely submitted to avoid abandonment:

0 Additional claim fees of $950 as a small entity, including any required multiple dependent claim fee, are
required. Applicant must submit the additional claim fees or cancel the additional claims for which fees are due.

SUMMARY OF FEES DUE:

Total additional fee(s) required for this application is $1410 for a Small Entity

0 $395 Statutory basic filing fee.

0 $65 Late oath or declaration Surcharge.

o Total additional claim fee(s) for this application is $950
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- $950 for 38 total claims over 20.

Replies should be mailed to: Mail Stop Missing Parts

Commissioner for Patents

PO. Box 1450

Alexandria VA 22313-1450

 

A copy ofthis notice MUST be returned with the reply.

 

Customeé Service Center
initial Patent Examination Division (703) 308—1202

PART 3 - OFFICE COPY
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PATENT

Attorney Docket No. 30207.702.501 
In re Application ) PATENT APPLICATION

)

Inventor(s): Amr SALAHIEH et al. )

) Art Unit: 3738

Application No.: 10/972,287 )

) Examiner: Not yet assigned

Filed: October 21, 2004 )

) Confirmation No.1 7706

Title: Leaflet engagement elements and methods )

for use thereof )

)

Commissioner of Patents

PO. Box 1450

Alexandria, VA 22313-1450

  SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT UNDER 37 C.F.R. 1.97

Sir:

Applicants hereby submit an Information Disclosure Statement along with attached form(s)

PTO/SB/08. A copy of each listed publication is being submitted herewith, along with a concise

explanation of information in a foreign language, if any, pursuant to 37 C.F.R. §1.97-1.98.

Applicants respectfully request that the listed information be considered by the Examiner and

be made of record in the above-identified application. Applicants further requestthat the Examiner

initial and return the attached form(s) PTO/SB/08 in accordance with MPEP §609.

Applicants reserves the right to establish the patentability of the claimed invention over any

of the information provided herewith, and/or to prove that this information may not be prior art,

and/or to prove that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the

information cited in the statement is, or is considered to be, prior art or material to patentability as

defined in §l.56.

2994761_1.DOC
Attorney Docket No. 30207.702501
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IX This statement qualifies under 37 C.F.R. §1.97, subsection (b) because:

El (1) It is being filed within 3 months of the application filing date and is other than

a continued prosecution application under § l.53(d)
-_ 0R --

E] (2) It is being filed within 3 months of entry of a national stage
-_ OR --

[Z (3) It is being filed before the mail date of the first Office Action on the merits
-_ 0R --

E] (4) It is being filed before the mailing of a first Office Action after the filing of a
request for continued examination under § 1.114.

CI 3 7 CFR. §1.97(c). If this statement is being filed after the latest of: (1) three months beyond

the filing date of a national application; (2) three months beyond the date of entry of the

national stage as set forth in §1.491 in an international application; or (3) the mailing date of
a first Office action on the merits, but before the mailing date of the earlier of a final office

action under §l.l 13 or a notice of allowance under §1.311, then:

[:1 a certification as specified in §1.97(e) is provided below; or

[:1 a fee of $180.00 as ‘set forth in §1 .l7(p) is authorized below, enclosed, or included

with the payment of other papers filed together with this statement.

El 37 CFR. §1.97(d). If this statement is being filed after the mailing date of the earlier of a
final office action under §1.113 or a notice of allowance under §1.311, but before payment of

the issue fee, then:

A. a certification as specified in §1.97(e) is completed below; and

B. a petition under 37 CPR. §1.97(d) requesting consideration of this statement is
submitted herewith; and

C. a fee of $130.00 as set forth in §1 .l7(i)(1) is authorized below, enclosed, or included
with the payment of other papers filed together with this statement.

E] Copies of each of the references listed on the attached Form PTO/SB/08 are enclosed
herewith.

[XI Copies of references listed on the attached Form PTO/SB/08 are enclosed herewith EXCEPT
THAT:

[:I In view of the voluminous nature of references, and the likelihood that these
references are available to the Examiner in the file history of the parent application

(Serial No. ), copies are not enclosed herewith.

E] If any of the foregoing publications are not available to the Examiner,

Applicant will endeavor to supply copies at the Examiner’s request.

2994761_1.DOC
Attorney Docket No. 30207.702.501
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IE Copies of only foreign patent documents and non-patent literature are provided in
PDF format on the attached CD ROM, clearly titled by publication number or author,

in accordance with 37 CFR 1.98 (a)(2). (The US. patents and each US. patent

application publication listed on the attached Form PTO-1449 are not enclosed

because this US. patent application was filed after June 30, 2003 or this international

application has entered the national stage under 35 USC §37I after June 30, 2003 (see

USPTO waiver of requirement under 37 CFR 1.98 (a)(2)(i).

I: There are no listed references which are not in the English language.

CI The relevance of those listed references which are not in the English language is as follows:

E] Attached are copies of search report(s) from corresponding patent application(s), submitted

in accordance with MPEP 609 D in support of the attached certification under 37 CFR

1.97(e)(l).

E] Attached are the following non-published pending patent applications which may be deemed
relevant.

IXI Fee Authorization. The Commissioner is hereby authorized to charge the above-referenced

fees of $0.00 and charge any additional fees or credit any overpayment associated with this

communication to Deposit Account No. 23-2415 (Docket No.30207.702.501 1.

Respectfully submitted,

WILSON SONSINl GOODRICH & ROSATI

Dated: 2—1 [(01% By:

650 Page Mill Road

Palo Alto, CA 94304-1050

(650) 493-9300
Customer No. 021971

 
ames R. Shay, Reg. No. 32,0

2994761_1.DOC
Attorney Docket No. 3020770250]
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- +
a ‘ ‘ ‘ PTO/SB/OSA (08-03)

Approved for use through 07/31/2006. OMB 0651-003]
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the aerwork Reduction Act of 1995 no ersons reuired to res ond to a collection of information unless it contains a valid OMB control number.

Complete ifKnown

Application Number 10/972,287

Filing Date 10/21/2004

First Named Inventor Salahieh

3738(Use as many sheets as necessary)

Attorneypockemumber 30207002001

U.S. PATENT DOCUMENTS

Cite ' Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where
i; L No.l MM-DD-YYYY Applicant of Cited Document Relevant Passa es or Relevant, 1 g
$‘ Number-Kind Code (If/mown) F1; res A ear

ma-

' _-9-
—
—
—
—
—

  
 

 
  

 

 
 
 

Substitute for form 1449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
  
 
 

 
 

 

 

 

 

  
 
 

  

  
  
 

 

  
 

 
 
  

 
 

 
FOREIGN PATENT DOCUMENTS

Examiner Cite Foreign Patent Document Publication Date Name of Patentee or Pages, Columns, Lines, ‘
Initials’ No.l MM-DD-YYYY Applicant of Cited Document Where Relevant Passages or

Countrv Code — Number - Kind Code (i brawn Rdevam Figures Appeal

EP 1000590A1 05/17/2000 Cordis Corporation

 
 

 
Examiner Date

Si nature Considered

'EXAMINER: lnitial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not

considered. lnclude copy of this form with next communication to applicant. lApplicant’s unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST .3). “For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. ’Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST.16 if possible. 6Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO, Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief 1nformation Officer, U.S. Patent and
Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THlS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing theform, call I-800-PTO-9I99 (1-800- 786-9199) and select option 2.

  

2994761_l .DOC
Attorney Docket No. 30207.702.501
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FEB 2 5 2005

 
 

UNITED STATES DEPARTMENT OF CORIMERCE
United States Putcnt und Trudumurk Office
Address: CONIMISSIONER' FOR PATENTSEU. Box 1450

Alexandria, Virginia 223l3-1450www.usplo.gov

APPLICATION NUMBER FILING OR 37l (c) DATE FIRST NAMED APPLICANT ATTORNEY DOCKET NUMBER

lO/972,287 10/21/2004 Amr Salahieh 30207-702501

 

 

- CONFIRMATION NO. 7706

021971 FORMALITIES LETTER

W'LSON SONS'N' GOODR'CH 8‘ ROSA“ ||||||||||l|lll||l|l|||lllllllllllllllllllll |||||||||lll|l|lllllllllllllllllll||ll|||ll||||
650 PAGE MILL ROAD , ,
PALO ALTO, CA 943041050 “00000001493099

   

Date Mailed: 01/11/2005

NOTICE TO FILE MISSING PARTS OF NONPROVISIONAL APPLICATION

00100 232415 10972237
02/28/2005 NGUYEN 000 FILED UNDER 37 CFR 1.53.(b)
01 FC:2051 65.00 00
02 FC:2001 395.00 00 I '
03 FC:2202 950.00 00 Filing Date Granted

Items Required To Avoid Abandonment:

An application number and filing date have been accorded to this application. The item(s) indicated below,
however, are missing. Applicant is given TWO MONTHS from the date of this Notice within which to file all

required items and pay any fees required below to avoid abandonment. Extensions of time may be obtained by
filing a petition accompanied by the extension fee under the provisions of 37 CFR 1.136(a).

o The statutory basic filing fee is missing.

Applicant must submit $ 395 to complete the basic filing fee for a small entity.

0 The oath or declaration is missing.

A properly signed oath or declaration in compliance with 37 CFR 1.63, identifying the application by the
above Application Number and Filing Date, is required.

0 To avoid abandonment, a late filing fee or oath or declaration surcharge as set forth in 37 CFR 1.16(e) of

$65 for a small entity in compliance with 37 CFR 1.27, must be submitted with the missing items identified
in this letter.

The applicant needs to satisfy supplemental fees problems indicated below.

The required item(s) identified below must be timely submitted to avoid abandonment:

0 Additional claim fees of $950 as a small entity, including any required multiple dependent claim fee, are

required. Applicant must submit the additional claim fees or cancel the additional claims for which fees are due.

SUMMARY OF FEES DUE:
 

Total additional fee(s) required for this application is $1410 for a Small Entity

0 $395 Statutory basic filing fee.

0 $65 Late oath or declaration Surcharge.

c Total additional claim fee(s) for this application is $950
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Page 2 of 2

I §95Q for 38 total claims over 20.

Replies should be mailed to: Mail Stop Missing Parts

Commissioner for Patents

PO. Box 1450

Alexandria VA 22313-1450

 

A copy ofthis notice MUST be returned with the reply.

CustomeéServicerfienter
initial Patent Examination Division (703) 308-1202

PART 2 - COPY TO BE RETURNED WITH RESPONSE
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' PTO/SB/Zl (02-04)
Approved for use lhrough 07/31/2006. OMB 0651-0031

. US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
'2 Pa rwork Reduction Act of 1995, no a rsons are re uired to resond to a collection ofinforrnation unless it dis la 5 a valid OMB conlrol number.
 

 

 
 

 
 

 

 
 
  
 
 

 
 
 
 
 

TRANSMITTAL
FORM

(10 be usedfor all correspondence after initialfiling)

-

 
After Allowance communication to
Technology Center (TC)

D Appeal Communication to Board
of Appeals and Interferences

 
 
  

 
 

 

g Fee Transmittal Form Declaration   

El Fee Attached Licensing-related Papers 

  
 
 

Appeal Communication to TCAmendment/Re 1
D p y (Appeal Notice, Brief, Reply Brief)Petition

Petition to Convert to a

Provisional Application  D After Final Proprietary Information

 
 
 

D Affidavits/declaration(s) Power of Attorney By Assignee Status Letter

 
Other Enclosure(s)
(please identify below):

fiDDD
   Extension of Time Request Terminal Disclaimer

 
 

   Copy of Assignment andRequest for Refund .recordation cover sheetExpress Abandonment Request  
  Information Disclosure Statement CD, Number of CD(s)

  Certified Copy of Priority
Document(s)
 
 

 
fiDEIEIEI

Response to Missing Parts/
Incomplete Application

E Response to Missing Partsunder 37 CFR 1.52 or 1.53

SIGNATURE OF APPLICANT, ATTORNEY OR AGENT

Firm

or Maya Skubatch, Reg. No. 52,505, WILSON SONSINI GOODRICH & ROSATI
lndividual name

V V I

W—
! U .Date Februa 23,200

CERTIFICATE OF EXPRESS MAIL NO. EV 578081297 US

I hereby certify that this correspondence is being deposited with the United States Postal Service "Express Mail Post Office to
Addressee" service under 37 CFR. §1.10. on the date indicated below and addressed to: M/S Missing Parts, Commissioner for Patents,
PO. Box 1450, Alexandria, VA 22313-1450 on this date: Feb. 23, 2005.

f. i
’ VAAIAA '

This collection ofinformation is required by 37 CFR 1.5. The information is required to - tain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including gathering, preparing, and submitting
the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or
suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and Trademark Office, US Department of Commerce, PO. Box 1450,
Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, PO. Box 1450, Alexandria, VA
22313-1450.

 
  

 

   
  
 

 

  

  
  

 

Ifyou need assistance in completing theform, call 1-800-PTO-9199 and select option 2.
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P g:\\V‘ i
0

EB 13 *1. w,
r _ , PTO/SB/l 7 (12/04)

TI}. ’ 5“ Approved for use throngh 07/31/2006. 0MB 0651-0032
' 4) us. Patent and Trademark Office; us. DEPARTMENT OF COMMERCE

Effective on 12/0M004. Complete Known

Fees pursuant to the Consolidated Appropriations Act, 2005 (HR. 4818). 10/972 287
FEE TRANSMITTAL embed], 2004

for FY 2005 AmrSalahieh

IX applicant claims small entity status. See 37 CFR 1.27. - Unassigned
3738

NT FPAYMENT 1, 1 .
TOTAL AMOU 0 (3) 5 50° 30207-702501 -

METHOD or PAYMENT (check all that apply)

[:1 Check D Credit card El Money Order [I None D Other (please identify):'

E Deposit Account: Deposit Account Number: 23-2415 Deposit Account Name: Wilson Sonsini Goodrich & Rosati
For the above-identified deposit account, the Director is hereby authorized to: (check all that apply)

E Charge fee(s) indicated below _ E] Charge fee(s) indicated below, except for the filing fee

E Charge any additional fee(s) or underpayments of fee(s) IX Credit any overpayment
under 37 CFR 1.16 and 1.17

FEE CALCULATION

1. BASIC FILING, SEARCH, AND EXAMINATION FEES
FILING FEES SEARCH FEES EXAMINATION FEES

Small Entity Small Entig Small Entig
Application Type Fee ($1 Fee (3) Fee (3) Fee ($1 Fee [3) Fees Paid (51

Utility ' 150 500 250 200 100 $500.00

Design 100 100 . 50 I30 _ 65

Plant 100 300 150 160 80

Reissue 150 500 250 600

Provisional 100 0 0 0

2. EXCESS CLAIM FEES ' ' Small Entig
Fee Description . Fee (3) Fee (3)
Each claim over 20 or, for Reissues, each claim over 20 and more than the original patent 50 25
Each independent claim over 3 or, for Reissues, each independent claim more than in the original patent ' 200 100
Multiple dependent claims 360 180
Total Claims Extra Claims Fee ($1 Fee Paid ($1 Multiple Dependent Claims
58 - 20 or HP = 38 x $25.00 $950.00 Fee ($) Fee Paid ($)
HP = highest number of total claims paid for, if greater than 20
lndep. Claims Extra Claims Fee ($1 Fee Paid (5)
3 - 3 or HP = ' x s so
HP = highest number of total claims paid for, if greater than 3
3. APPLICATION SIZE FEE

If the specification and drawings exceed 100 sheets of paper, the application size fee due is $250 ($125 for small entity)
for each additional 50 sheets or fractions thereof. See 35 U.S.C. 41(a)(1)(G) and 37 CFR 1.16(s).

Total Sheets Extra Sheets Number of each additional 50 or fraction thereof Fee (Q

53 - 100 = _____ /50= I (round up to a whole number) 0-
4. OTHER FEE(S)

Non-English Specification, $130 fee (no small entity discount)

Other: Late surchar e. —for Declaration -

SUBMITTED BY

Si ature 7 j. _ Attome /Aent 52,505 Telehone 650-493—9300

231ng e) Maya Skuba‘Ch . Date' Feb. 23,2005
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FEB 2 5 2005

 
 

UNITED STATES DEPARTMENT OF CORIMERCE
United States Putcnt und Trudumurk Office
Address: CONIMISSIONER' FOR PATENTSEU. Box 1450

Alexandria, Virginia 223l3-1450www.usplo.gov

APPLICATION NUMBER FILING OR 37l (c) DATE FIRST NAMED APPLICANT ATTORNEY DOCKET NUMBER

lO/972,287 10/21/2004 Amr Salahieh 30207-702501

 

 

- CONFIRMATION NO. 7706

021971 FORMALITIES LETTER

W'LSON SONS'N' GOODR'CH 8‘ ROSA“ ||||||||||l|lll||l|l|||lllllllllllllllllllll |||||||||lll|l|lllllllllllllllllll||ll|||ll||||
650 PAGE MILL ROAD , ,
PALO ALTO, CA 943041050 “00000001493099

   

Date Mailed: 01/11/2005

NOTICE TO FILE MISSING PARTS OF NONPROVISIONAL APPLICATION

00100 232415 10972237
02/28/2005 NGUYEN 000 FILED UNDER 37 CFR 1.53.(b)
01 FC:2051 65.00 00
02 FC:2001 395.00 00 I '
03 FC:2202 950.00 00 Filing Date Granted

Items Required To Avoid Abandonment:

An application number and filing date have been accorded to this application. The item(s) indicated below,
however, are missing. Applicant is given TWO MONTHS from the date of this Notice within which to file all

required items and pay any fees required below to avoid abandonment. Extensions of time may be obtained by
filing a petition accompanied by the extension fee under the provisions of 37 CFR 1.136(a).

o The statutory basic filing fee is missing.

Applicant must submit $ 395 to complete the basic filing fee for a small entity.

0 The oath or declaration is missing.

A properly signed oath or declaration in compliance with 37 CFR 1.63, identifying the application by the
above Application Number and Filing Date, is required.

0 To avoid abandonment, a late filing fee or oath or declaration surcharge as set forth in 37 CFR 1.16(e) of

$65 for a small entity in compliance with 37 CFR 1.27, must be submitted with the missing items identified
in this letter.

The applicant needs to satisfy supplemental fees problems indicated below.

The required item(s) identified below must be timely submitted to avoid abandonment:

0 Additional claim fees of $950 as a small entity, including any required multiple dependent claim fee, are

required. Applicant must submit the additional claim fees or cancel the additional claims for which fees are due.

SUMMARY OF FEES DUE:
 

Total additional fee(s) required for this application is $1410 for a Small Entity

0 $395 Statutory basic filing fee.

0 $65 Late oath or declaration Surcharge.

c Total additional claim fee(s) for this application is $950

Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 82 of 630
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Page 2 of 2

I §95Q for 38 total claims over 20.

Replies should be mailed to: Mail Stop Missing Parts

Commissioner for Patents

PO. Box 1450

Alexandria VA 22313-1450

 

A copy ofthis notice MUST be returned with the reply.

CustomeéServicerfienter
initial Patent Examination Division (703) 308-1202

PART 2 - COPY TO BE RETURNED WITH RESPONSE

Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 83 of 630



Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 84 of 630

 
 

' PTO/SB/Zl (02-04)
Approved for use lhrough 07/31/2006. OMB 0651-0031

. US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
'2 Pa rwork Reduction Act of 1995, no a rsons are re uired to resond to a collection ofinforrnation unless it dis la 5 a valid OMB conlrol number.
 

 

 
 

 
 

 

 
 
  
 
 

 
 
 
 
 

TRANSMITTAL
FORM

(10 be usedfor all correspondence after initialfiling)

-

 
After Allowance communication to
Technology Center (TC)

D Appeal Communication to Board
of Appeals and Interferences

 
 
  

 
 

 

g Fee Transmittal Form Declaration   

El Fee Attached Licensing-related Papers 

  
 
 

Appeal Communication to TCAmendment/Re 1
D p y (Appeal Notice, Brief, Reply Brief)Petition

Petition to Convert to a

Provisional Application  D After Final Proprietary Information

 
 
 

D Affidavits/declaration(s) Power of Attorney By Assignee Status Letter

 
Other Enclosure(s)
(please identify below):

fiDDD
   Extension of Time Request Terminal Disclaimer

 
 

   Copy of Assignment andRequest for Refund .recordation cover sheetExpress Abandonment Request  
  Information Disclosure Statement CD, Number of CD(s)

  Certified Copy of Priority
Document(s)
 
 

 
fiDEIEIEI

Response to Missing Parts/
Incomplete Application

E Response to Missing Partsunder 37 CFR 1.52 or 1.53

SIGNATURE OF APPLICANT, ATTORNEY OR AGENT

Firm

or Maya Skubatch, Reg. No. 52,505, WILSON SONSINI GOODRICH & ROSATI
lndividual name

V V I

W—
! U .Date Februa 23,200

CERTIFICATE OF EXPRESS MAIL NO. EV 578081297 US

I hereby certify that this correspondence is being deposited with the United States Postal Service "Express Mail Post Office to
Addressee" service under 37 CFR. §1.10. on the date indicated below and addressed to: M/S Missing Parts, Commissioner for Patents,
PO. Box 1450, Alexandria, VA 22313-1450 on this date: Feb. 23, 2005.

f. i
’ VAAIAA '

This collection ofinformation is required by 37 CFR 1.5. The information is required to - tain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including gathering, preparing, and submitting
the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or
suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and Trademark Office, US Department of Commerce, PO. Box 1450,
Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, PO. Box 1450, Alexandria, VA
22313-1450.

 
  

 

   
  
 

 

  

  
  

 

Ifyou need assistance in completing theform, call 1-800-PTO-9199 and select option 2.
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P g:\\V‘ i
0

EB 13 *1. w,
r _ , PTO/SB/l 7 (12/04)

TI}. ’ 5“ Approved for use throngh 07/31/2006. 0MB 0651-0032
' 4) us. Patent and Trademark Office; us. DEPARTMENT OF COMMERCE

Effective on 12/0M004. Complete Known

Fees pursuant to the Consolidated Appropriations Act, 2005 (HR. 4818). 10/972 287
FEE TRANSMITTAL embed], 2004

for FY 2005 AmrSalahieh

IX applicant claims small entity status. See 37 CFR 1.27. - Unassigned
3738

NT FPAYMENT 1, 1 .
TOTAL AMOU 0 (3) 5 50° 30207-702501 -

METHOD or PAYMENT (check all that apply)

[:1 Check D Credit card El Money Order [I None D Other (please identify):'

E Deposit Account: Deposit Account Number: 23-2415 Deposit Account Name: Wilson Sonsini Goodrich & Rosati
For the above-identified deposit account, the Director is hereby authorized to: (check all that apply)

E Charge fee(s) indicated below _ E] Charge fee(s) indicated below, except for the filing fee

E Charge any additional fee(s) or underpayments of fee(s) IX Credit any overpayment
under 37 CFR 1.16 and 1.17

FEE CALCULATION

1. BASIC FILING, SEARCH, AND EXAMINATION FEES
FILING FEES SEARCH FEES EXAMINATION FEES

Small Entity Small Entig Small Entig
Application Type Fee ($1 Fee (3) Fee (3) Fee ($1 Fee [3) Fees Paid (51

Utility ' 150 500 250 200 100 $500.00

Design 100 100 . 50 I30 _ 65

Plant 100 300 150 160 80

Reissue 150 500 250 600

Provisional 100 0 0 0

2. EXCESS CLAIM FEES ' ' Small Entig
Fee Description . Fee (3) Fee (3)
Each claim over 20 or, for Reissues, each claim over 20 and more than the original patent 50 25
Each independent claim over 3 or, for Reissues, each independent claim more than in the original patent ' 200 100
Multiple dependent claims 360 180
Total Claims Extra Claims Fee ($1 Fee Paid ($1 Multiple Dependent Claims
58 - 20 or HP = 38 x $25.00 $950.00 Fee ($) Fee Paid ($)
HP = highest number of total claims paid for, if greater than 20
lndep. Claims Extra Claims Fee ($1 Fee Paid (5)
3 - 3 or HP = ' x s so
HP = highest number of total claims paid for, if greater than 3
3. APPLICATION SIZE FEE

If the specification and drawings exceed 100 sheets of paper, the application size fee due is $250 ($125 for small entity)
for each additional 50 sheets or fractions thereof. See 35 U.S.C. 41(a)(1)(G) and 37 CFR 1.16(s).

Total Sheets Extra Sheets Number of each additional 50 or fraction thereof Fee (Q

53 - 100 = _____ /50= I (round up to a whole number) 0-
4. OTHER FEE(S)

Non-English Specification, $130 fee (no small entity discount)

Other: Late surchar e. —for Declaration -

SUBMITTED BY

Si ature 7 j. _ Attome /Aent 52,505 Telehone 650-493—9300

231ng e) Maya Skuba‘Ch . Date' Feb. 23,2005
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  4 0

FEB 23 2005 3;!
Pleas e a lus si n + i lde this box ——>- PTO/SB/01 (08-03)a p g ( )‘38'5 Approved for use through 07/31/2006.0MB 0651-0032

5% . '(‘b U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE
 

ersons are reuired to resond to a collection ofinformation unless it contains a valid OMB control number.

Attorne Docket Number 30207-702501

First Named Inventor Amr Salahieh

 
 
 
 

  

 

 
 

 

  
 

 
 

  
 
  

 
  

  

DESIGN

PATENT APPLICATION COMPLETE iF KNOWN

(37 CFR 1.63) Application Number 10/972,287

Submitted OR Submitted after initial F"'" De“? o°‘°be'21i2004
With initial Filing (surcharge
Filing (37 CFR 1.16(e) 

Examiner Name

I hereby declare that:

Each inventor‘s residence, mailing address, and citizenship are as stated below next to their name.

I believe the inventor(s) named. below to be the original and first inventor(s) of the subject matter which is claimed and for
which a patent is sought on the invention entitled:
 

LEAFLET ENGAGEMENT ELEMENTS AND METHODS FOR USE THEREOF
 

(Title of the Invention)
the specification of which

I] is attached hereto
OR ’

E was filed on (MM/DD/YYYY) 10/21/2004 ' as United States Application Number or PCT International

Application Number 10/972,287 and was amended on (MM/DD/YYYY) :1 (ifapplicable).

I hereby state that l have reviewed and understand the contents of the above identified specification, including the claims, as
amended by any amendment specifically referred to above.

I acknowledge the duty to disclose information which is material to patentability as defined in 37 CFR 1.56, including for
continuation-in-part applications, material information which became available between the filing date of the prior application
and the national or PCT international filin date of the continuation-in-art a lication.

I hereby claim foreign priority benefits under 35 U.S.C. 119(a)-(d) or (f), or 365(b) of any foreign application(s) for patent,
inventor's or plant breeder's rights certificate(s), or 365(a) of any PCT international application which designated at least one
country other than the United States of America, listed below and have also identified below, by checking the box, any foreign
application for patent, inventor's or plant breeder's rights certificate(s), or of any PCT international application having a filing date
before that of the application on which priority is claimed.

Prior Foreign Application _ Foreign Filing Date Priority Certified Copy Attached?
Number 5 Country MM/DD - Not Claimed Yes

El 1]

1:1 I]

E! 1:1

1:1 1:1
1:] Additional forein a lication numbers are listed on a su lemental ' ' data sheet PTO/SB/OZB attached hereto.

[Page 1 of 2]
This collection of information is required by 35 U.S.C. l 15 and 37 CFR 1.63. The information is required to obtain or retain a benefit by the public which is to file
(and by the USPTO to process) an application. Confidentiality is govemed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 21 minutes to
complete, including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, U.S. Department of Commerce, PO. Box 1450, Alexandria, VA 223 1 35—1450. DO NOT SEND FEES OR COMPLETED FORMS TO
THIS ADDRESS. SEND TO: Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

[fyau need assistance in completing theform, call l-800—PTO—9l99 and select option 2.
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Please type a plus sign (+) inside this box —> PTO/SB/01 (08-03)Approved for use through O7/31/2006.0MB 0651 -0032
US. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

'Under the Paerwork Reduction Act of 1995. no ersons are re uired to resond to a collection of information unless it contains a valid OMB control number.

 
 

 
 

 Direct all correspondence to: IE Customer Number 021971 OR I] Correspondence address below

Name

Ma a Skubatch
Address

Wilson Sonsini Goodrich & Rosati ,
Address -

' 650 Pae Mill Road .
City State ZIP

Palo Alto . CA 94304
Telephone Fax

650-493-9300 650—493-681 1

I hereby declare that all statements made herein of my own knowledge are true and that all statements made on information and belief
are believed to be true; and further that these statements were made with the knowledge that willful false statements and the like so
made are punishable by fine or imprisonment, or both, under 18 U.S.C. 1001 and that such willful false statements may jeopardize the
validi of the a lication or an atent issued thereon.

  
  

  
 

     
  

 

 

 

  
  

  

 

 

  

  Family Name
or Surname

Given Name

(first and middle [if any])

 

  
 
  

 

 
Salahieh

. Date

Z/§/05
Country Citizenship

CA USA I USA

18729 Metler Court

City State ZIP Country
Saratoga CA 95070 USA

NAME OF SECOND INVENTOR: [:1 A petition has been filed for this unsigned inventor '

Given Name Family Name
(first and mi ~ or Surname

/ . I Brandt
l,

I, 0 z 04 a 5'
Resuence: ity State Country Citiz ship
Santa Clara CA USA USA

Mailing Address

 

 
State

 Mailing Address  

  
 

 

 

  
 

    
3015 Cameron Way

City State ZIP Country
Santa Clara CA 95051 USA

E Additional inventors or legal representative are being named on the _1_ supplemental sheet(s) PTO/SB/OZA or 02LR attached hereto:  
[Page 2 of 2]

I

C:\NrPortbl\PALlB1\DH1\2595457_| .DOC
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Please Type a 'plus sign (+) inside this box —> PTO/SB/OZA (08-03)Approved for use through 08/31/2003. OMB 0651-0032
~- U.S.Patent and Trademark Office; US. DEPARTMENT OF COMMERCE

Under the PaenNork Reduction Act of 1995, no ersons are reuired to resond to a collection of information unless it contains a valid OMB control number.

ADDITIONAL INVENTOR(S)

DECLARATION Supplemental Sheet
Page 1 of _1_ 

Name of Additional Joint Inventor, if any: El A petition has been filed for this unsigned inventor

Given Name firstand middle if an ) Famil Name or Surname

I!Robert A. Gleshlider

l /'r l A

" F" 05
Residence: City San Francisco State CA Country USA Citizenship USA

Mailing Address 233 27"1 Street

Mailing Address

State CA ZIP 94131City San Francisco Country USA

Name of Additional Joint Inventor, if any: D A petition has been filed for this unsigned inventor
Given Name first and middle if an Famil Name or Surname

Dwight P.
| t ’

$511312 , bi- ? H4: BIA.—

State CA

Morejohn

8W\Jc“I

Residence: City Davis Country USA Citizenship USA

Mailing Address 731 N. Campus Way

Mailing Address

City Davis State CA ZIP 95616 Country USA

Name of Additional Joint Inventor, if any: [I A petition has been filed for this unsigned inventor

Given Name first and middle if an Famil Name or Surname

Inventor’s ‘
Signature , - 3 ~ Date ,‘1 4 05'

Citizenship USA

Mailing Address 151 Madrid Avenue

Mailing Address

City El Granada State CA ZIP 94018 Country USA
This collection ofinfom'lation isrequired by 35 U.S.C. I IS and 37 CFR 1.63. The information is required to obtain or retain a benefit by the public which is to file. . I . .

complete, including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief lnfom-lation Officer, US.

l , . . PO. Box I450, Alexandria, VA 223l3-l450. DO NOT SEND FEES OR COMPLETED FORMS TO
THIS ADDRESS. SEND TO: Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

 I ——.-—

Residence: City El Granada Country USA

’3‘D. 0"~< .-.5'a C‘. V) "U ._1O 8 '0 >108tn II]
V E m'UE.

8a)S OD O O:1 H} a.a:1 2' E. Q E 06o<3oo. 0" ‘< w u. C V) O :3N g,. t» \l O -nW 4:. 53 o9. KoS O:l G 0InI:E!2’.0Q. ...o HI» Wa N 3:1 I:n0VI ...0

"U93. ('D E’. 3a. ._lE!a.OE!E7;. O:38 C m U('D 33('D E“. o ..., Oo33('D >1.53
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Pra fitioner's Docket N0.: 30207-702501 PA TENT

POWER OF ATTORNEY BY ASSIGNEE TO EXCLUSION OF INVENTOR

UNDER 37 C.F.R. § 3.71 WITH REVOCATION OF PRIOR POWERS
 

. Q»

{gamma ASSIGNEE of the entire interest in:

[:1 US. Patent No.

IX US. application no. 10/972 287, filed on October 21 2004
  

hereby appoints all Wilson Sonsini Goodrich & Rosati attorneys registered to practice before the United States Patent and
Trademark Office, as associated with Customer No. 021971, to prosecute this application and transact all business in the United

States Patent and Trademark Office in connection therewith and hereby revokes all prior powers of attorney; said appointment to

be to the exclusion of the inventors and the inventors' attorneys in accordance with the provisions of 37 C.F.R. § 3.71.

The folloWing evidentiary documents establish a chain of title from the original owner to the Assignee:

(complete one ofthefollowing)

X a copy of an Assignment attached hereto, which Assignment has been (or is herewith) forwarded to the Patent
and Trademark Office for recording; or

[3 the Assignment recorded on _ at reel _, frames _-

Pursuant to 37 C.F.R. § 3.73(b) the undersigned Assignee hereby states that evidentiary documents have been reviewed and

hereby certifies that, to the best of ASSIGNEE’s knowledge and belief, title is in the identified ASSIGNEE.

CHANGE OF CORRESPONDENCE ADDRESS

Direct all correspondence and telephone calls to:

(650 493—9300—

ASSIGNEE: SADRA MEDICAL, INC.

  

  
  
  

    

Name: Amr Salahieh

Print /
Signature

Title: President & CEO

Date: OZ &>\
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w; 3&5’ ' IF“) 
V EXPRESS MAIL LABEL NO.: EV 518896122 US PATENT

Attorney Docket No. 30207.702.501

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application PATENT APPLICATION

Inventor(s): Amr SALAHIEH et al.
' Art Unit: 3738

Application NO.: 10/972,287

Filed: October 21, 2004

Confirmation NO.: 7706

Title: Leaflet engagement elements and methods

)

)

)

)

)

) Examiner: Not yet assigned

)

)

)

for use thereof )

)

Commissioner of Patents

PO. Box 1450

I Alexandria, VA 22313-1450

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT UNDER 37 C.F.R. 1.97  

Sir:

Applicants hereby submit an Information Disclosure Statement along with attached form(s)

PTO/SB/08. A copy of each listed publication is being submitted herewith, along with a concise

explanation of information in a foreign language, if any, pursuant to 37 C.F.R. §1.97-1.98.

Applicants respectfiilly request that the listed information be considered by the Examiner and

be made of record in the above-identified application. Applicants further request that the Examiner

initial and return the attached form(s) PTO/SB/08 in accordance with MPEP §609.

Applicants reserves the, right to establish the patentability of the claimed invention over any

of the information provided herewith, and/or to prove that this information may not be prior art,

and/or to prove that this information may not be enabling for the teachings purportedly offered. p

This statement is not intended to represent that a search has been made or that the

information cited in the statement is, or is considered to be, prior art or material to patentability as

defined in §1.56.

3055272_l.DOC
Attorney Docket No. 3020770250] '
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IX This statement qualifies under 37 C.F.R. §1.97, subsection (b) because:

E] ( 1) It is being filed within 3 months of the application filing date and is other than
a continued prosecution application under § 1.53(d)

-- 0R --

D (2) It is being filed within 3 months of entry of a national stage
_- 0R --

IX] (3) It is being filed before the mail date of the first Office Action on the merits
__ OR __

E] (4) It is being filed before the mailing of a first Office Action after the filing of a
request for continued examination under § 1.114. .

E] 37 C.F.R. §1.97(c). If this statement is being filed after the latest of: (1) three months beyond
the filing date of a national application; (2) three months beyond the date of entry of the

national stage as set forth in §1.49l in an international application; or (3) the mailing date of

a first Office action on the merits, but before the mailing date of the earlier of a final office

action under §1.113 or a notice of allowance under §1.311, then:

C] a certification as specified in §1.97(e) is provided below; or

[:I a fee of $180.00 as set forth in §1.17(p) is authorized below, enclosed, or included
with the payment of other papers filed together with this statement.

E] 37 C.F.R. §1.97(d). If this statement is being-filed afler the mailing. date of the earlier of a
final office action under §1.113 or a notice of allowance under §1.311, but before payment of
the issue fee, then:

A. a certification as specified in §1.97(e) is completed below; and

B. a petition under 37 C.F.R. §1.97(d) requesting consideration of this statement is

submitted herewith; and

C. a fee of $130.00 as set forth in §1.l7(i)(1) is authorized below, enclosed, or included
with the payment of other papers filed together with this statement.

XI Copies of each of the references listed on the attached Form PTO-1449 are enclosed herewith

in PDF format on the attached CD ROM, clearly titled by application number or author, in

accordance with 37 CFR 1.98 (a)(2).

D Copies of references listed on the attached Form PTO/SB/08 are enclosed herewith EXCEPT
THAT:

[:I In view of the voluminous nature of references, and the likelihood that these

references are available to the Examiner in the file history of the parent application
(Serial No. ), copies are not enclosed herewith.

[:I If any of the foregoing publications are not available to the Examiner,
Applicant will endeavor to supply copies at the Examiner’s request.
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[:I Copies of only foreign patent documents and non-patent literature are enclosed in

accordance with 37 CFR 1.98 (a)(2). (The U.S. patents and each US. patent

application publication listed on the attached Form PTO-1449 are not enclosed

because this US. patent application was filed after June 30, 2003 or this international

application has entered the national stage under 35 USC §371 alter June 30, 2003 (see

USPTO waiver of requirement under 37 CFR 1.98 (a)(2)(i).

El There are no listed references which are not in the English language.

The relevance of those listed references which are not in the English language is as follows:El

Attached are copies of search report(s) from corresponding patent application(s), submitted
in accordance with MPEP 609 D in support of the attached certification under 37 CFR

1.97(e)(1). ~

El

K4 Attached are non—published pending patent applications which may be deemed relevant,
which are listed on the attached Submission Under MPEP 609 D.

{3 Fee Authorization. The Commissioner is hereby authorized to charge the above-referenced
fees of $0.00 and charge any additional fees or credit any overpayment associated with this

communication to Deposit Account No. 23—241 5 (Docket No.30207.702.501 1.

Respectfully submitted,

WILSON SONSINT GOODRICH & ROSATI

Dated. fl @1106 - By; A
Maya Sku tch, Reg. No. 52,505

650 Page Mill Road

Palo Alto, CA 94304-1050

(650) 493-9300
Customer No. 021971
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_|_
PTO/SB/OEA (OE-03)

Approved for use through 07/31/2006. 0MB 0651—0031
US. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

- nd to a collection of information unless it contains a valid OMB control number.

' Complete ifKnown

Application Number 10/972,287

Filing Date 10/21/2004
First Named Inventor Salahieh

3738

Notassigned

Attorney Docket Number 30207.702.501

NON PATENT LITERATURE DOCUMENTS

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume—issue number(s),

ublisher, ci and/or coun where ublished.

SALAHIEH, A. et al._US Patent Application No. 10/746,280 entitled “Repositionable

heart valve and method”, filed 12/23/2003 (Docket No. 30207.701.201).

SALAHIEH, A. 'et al. US Patent Application No. 10/893,131 entitled “Methods and

apparatus for endovascularly replacing a patient’s heart valve”, filed 07/15/2004

(Docket No. 30207.701501).

SALAHIEH, A. et al. US Patent Application No. 10/893,151, entitled “Methods and

apparatus for endovascularly replacing a patient’s heart valve”, filed 07/15/2004
(30207.701502).

SALAHIEH, A. et al. US Patent Application No. 10/893,143, entitled “Methods and

apparatus for endovascularly replacing a patient’s heart valve”, filed 07/15/2004
(30207.701503).

SALAHIEH, A. et al. US Patent Application No. 10/893,142, entitled “Methods and

apparatus for endovascularly replacing a patient’s heart valve”, filed 07/15/2004
(30207.701504).

SALAHIEH, A. et al. US Patent Application No. 10/920,736, entitled “Apparatus and

methods for protecting against embolization during endovascular heart replacement”,
filed 08/17/2004 (30207.701505).

--SALAHIEH, A. et al., US Patent Application No. 10/746,240, entitled “Heart valve

 
    

  
  
 
 

 
 

 
 

 

 
STATEMENT BY APPLICANT

(Use as many sheets as necessary)  
  

 

 

 

 

  

   
 

 
 
 

 
 
 

 
 
 

 
 
 

 
 
 

 
 

 
 

 

anchor and method”, filed 12/23/2003 (30207.702.201). '

SALAHIEH, A. et al., US Patent Application No. 10/971,535, entitled “Leaflet

engagement elements and methods for use thereof”, filed 10/21/2004 (30207.702502).

SALAHIEH, A. eta1., US Patent Application No. 10/746,120, entitled “Externally
expandable heart valve anchor and method”, filed 12/23/2003 (30207.703.201).

 
a;

 
Examiner Date
si ; ature Considered

“EXAMINER: lnitial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant,
|Applicant’s unique citation designation number (optional). 2Applicant is to place a check mark here if English language Translation is attached.

This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS.
SEND TO: Commissloner for Patents, PO. Box 1450, Alexandria, VA 22313-1480.

Ifyou need assistance in completing theform, call l-800-PTO-9199 and select option 2.
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_|_
PTO/SB/OSA (08—03)

Approved for use through 07/31/2006. OMB 0651-0031
US. Patenl and Trademark Office; US. DEPARTMENT OF COMMERCE

Under the aerwork Reduction Act of 1995, no - rsons re uired to re . nd to a collection of information unless it contains a valid OMB control number.

Complete ifKnown .

Application Number 10/972,287

Filing Date 10/21/2004
First Named Inventor Salahieh

Art Unit 3738

Examiner Name Not yet assigned

Attorney Docket Number 30207.702501

NON PATENT LITERATURE DOCUMENTS

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s),

' - ublisher, ci and/or coun where o ublished.

‘

 

 
 
 
 

  

 
 

 
 

  
 

 

Substitute for form I449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

(Use as many sheets as necessary)
 
  

 

  

 
 

 

 

 
 

 
Cite
No.I

Examiner
Initials“   

SALAHIEH, A. et a1., US Patent Application No. 10/982,388, entitled “Methods and

apparatus for endovascularly replacing a heart valve”, filed 11/05/2004

(30207.703501).

SALAHIEH, A. et a1., US Patent Application No. 10/746,285, entitled “Retrievable

heart valve anchor and method”, filed 12/23/2003 (30207704201).

SALAHIEH, A. et a1., US Patent Application No. 10/982,692, entitled “Retrievable

heart valve anchor and method”, filed 11/05/2004 (30207.704501).

SALAHIEH, A. et a1., US Patent Application No. 10/746,887, entitled “Low profile

heart valve and delivery system”, filed 12/23/2003 (30207.705201).

SALAHIEH, A. et a1., US Patent Application No. 10/746,872, entitled “Locking heart
valve anchor”, filed 12/23/2003 (30207706201).

SALAHIEH, A. et a1., US Patent Application No. 10/911,059, entitled “Replacement
valve and anchor”, filed 08/03/2004 (30207706301).

SALAHIEH, A. et al., US Patent Application No. 10/746,942, entitled “Two-piece
heart valve and anchor”, filed 12/23/2003 (30207707201).

SALAHIEH, A. et a1., US Patent Application No. 10/870,340, entitled “Everting heart I

 

  

 
 

 

 
 

valve”, filed 06/16/2004 (30207710201).

  
Examiner Date

si ; ature Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if nol in conformance and not
considered. Include copy of this fonn with next communication to applicant
lApplicant’s unique citation designation number (optional). 2Applicant is to place a check mark here if English language Translation is attached.

This collection of information is required by 37 CFR 1.98. The infomiation is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer,
US. Patent and Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS.
SEND TO: Comrnissloner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

lfyau need assistance in completing theform, call l-800-PTO—9l99 and select option 2.
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ARTIFACT SHEET

Enter artifact number below. Artifact number is application number +

artifact type code (see list below) + sequential letter (A, B, C ...). The first

artifact folder for an artifact type reocives the letter A, the second B, etc..

Examples: 59123456PA, 59123456PB, 59123456ZA, 59123456ZB

\ba 122%? we

Indicate quantity of a single type of artifact received but not scanned. Create
’ individual artifact folder/box and artifact number for each Artifact Type.

CD(s) containing: |:|
computer program listing
Doc Code: Computer Artifact Type Code: P

pages of specification

and/or sequence listing |:|
and/or table /.
Doc Code: Artifact Artifac 1. Code: S

content unspecified or‘combined
Doc Code: Artifact Artifact Type Code: U

Stapled Set(s) Color Documents or B/W Photographs
Doc Code: Artifact Artifact Type Code: C

Microfilm(s)

Doc Code: Artifact Artifact Type Code: F

Video tape(s)

Doc Code: Artifact Artifact Type Code: V

Bound Document(s) _

Doc Code: Artifact Artifact Type Code: B

Confidential Information Disclosure Statement or Other Documents

marked Proprietary, Trade Secrets, Subject to Protective Order,

Material Submitted under MPEP 724.02, etc.

Doc Code: Artifact Artifact TypeCode X

Other, description:

Doc Code: Artifact Artifact Type Code: Z

E] I Model(s) ‘ 4
Doc Code:Artifact Artifact Type Code: M

March 8, 2004
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CERTIFICATE OF MAILING

I hereby certify that this correspondence is being deposited with the US. Postal Servicegwith
sufficient postage as first class mail in an envelope address d o: ' 'oner of Patents, PO.
Box 1450 Alexandria, VA 223 13 ‘1450, on  

PATENT

Attorney Docket No. 30207.702501

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application PATENT APPLICATION

Inventor(s): Amr SALAHIEH et a1.
_ Art Unit: 3738'

Application No.: 10/972,287 '

' - Examiner: Not yet assigned

Filed: October 21, 2004

_ . Confirmation No.: 7706

Title: Leaflet engagement elements and methods
for use thereof '

vvvvvvvvvvv
Commissioner of Patents

PO. Box 1450

Alexandria, VA 22313-1450

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT UNDER 37 C.F.R. 1.97  

Sir:

cw

Applicants hereby submit an Information Disclosure Statement along with attached form(s)

PTO/SB/08. A copy of each listed publication is being submitted herewith, along with a concise

explanation of information in a foreign language, if any, pursuant to 37 §1.97-1.98.

Applicants respectfully request that the listed information be considered by the Examiner and

be made of record in the above-identified application. Applicants further request that the Examiner

initial and return the attached form(s) PTO/SB/O8 in accordance with MPEP §609. '

Applicants reserves the right to establish the patentability of the claimed invention over any

of the information provided herewith, and/or to prove that this information may not be prior art,

and/or to prove that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the

information cited in the statement is, or is considered to be, prior art or material to patentability as

defined in §1.56.

267973l_l .DOC
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X This statement qualifies under 3 7 CFR. §1.97, subsection (b) because:

E] (1) It is being filed within 3 months of the application filing date and is other than
a continued prosecution application under § l.53(d)

__ OR _-

[:1 (2) It is being filed within 3 months of entry of a national stage
__ OR __

XI (3) It is being filed before the mail date of the first Office Action on the merits
__ OR _-

D (4) It is being filed before the mailing of a first Office Action after the filing of a
request for continued examination under § 1.114. I

E] 37 CFR. §1.97(c). If this statement is being filed after the latest of: (1) three months beyond

the filing date of a national application; (2) three months beyond the date of entry of the

national stage as set forth in §1 .49] in an international application; or (3) the mailing date of

a first Office action on the merits, but before the mailing date of the earlier of a final office

action under §l .1 13 or a notice of allowance under §1.311, then:

I:] "a certification as specified in §1 .97(e) is provided below; or

‘ a fee of $180.00 as set forth in §1.17(p) is authorized below, enclosed, or included
with the payment of other papers filed together with this statement.

E] 37 CFR. §1.97(d). If this statement is being filed after the mailing date of the earlier of a
final office action under §l.l 13 or a notice of allowance under §1.3l l , but before payment of

the issue fee, then: '

I A. a certification as specified in §1 .97(e) is completed below; and

B. a fee of $180.00 as set forth in §1.l7(p) is authorized below, enclosed, or included
with the payment of other papers filed together with this statement.

E] Copies of each of the references listed on the' attached Form PTO/SB/08 are enclosed
herewith.

[2 Copies of references listed on the attached Form PTO/SB/08 are enclosed herewith EXCEPT
THAT: '

C] '1n view of the voluminous nature of references, and the likelihood that these

references are available to the Examiner in the file history of the parent application

(Serial No. ), copies are not enclosed herewith.

E] If any of the foregoing publications are not available to the Examiner,

Applicant will endeavor to supply copies at the Examiner’s request.

X Copies of only foreign patent documents and non-patent literature are enclosed in
accordance with 37 CFR 1.98 (a)(2). (The US. patents and each US. patent

application publication listed on the attached Form PTO-1449 are not enclosed.)

267973l_l .DOC
Attorney Docket No. 30207.702.501
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E There are no listed references which are not in the English language.

[I The relevance of those listed references which are not in the English language is as follows:

[I Attached are copies of search report(s) from corresponding patent application(s), submitted

in accordance with MPEP 609 D in support of the attached certification under 37 CF

1.97(e)(1). '

I: Attached are the following non-published pending patent applications which may be deemed
relevant.

IX Fee Authorization. The Commissioner is hereby authorized to charge the above-referenced
fees of $0.00 and charge any additional fees or credit any overpayment associated with this

communication to Deposit Account No. 23-2415 gDocket No.30207.702.501 1.

Respectfully submitted,

WlLSON SONSINI GOODRICH & ROSATI

Dated; / i B);
650 Page Mill Road .

Palo Alto, CA 943 04-1050

(650) 493-9300
Customer No. 021971

 
 

  James R. Shay, Reg. No. 32,06

267973 1_1 .DOC
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+
PTO/SB/OSA (08-03)

Approved for use through 07/31/2006. OMB 0651-0031
U.S. Patent and Trademark Office; US DEPARTMENT OF COMMERCE

uired to res nd to a collection of information unless it contains a valid OMB control number.

Complete ifKnown

Application Number 10/972,287

INFORMATION DISCLOSURE Filing Date 10/21/2004
STATEMENT BY APPLICANT Salahieh et al.

    
  
  

  
  

 
 

(Use as many sheets as necessary) Art Unit ' 3738

Attorney Docket Number 30207.702.501

U.S. PATENT DOCUMENTS

 

  

 Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where .
No ' MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant

—
—
—
—
—
_
—
—

Examiner
lnitials‘

US-5,667,523 . 09/16/1997
US-6,887,_266 05/03/2005 Williams et al.
US-
_—
—
—
—
—
—    

 
  

v ' FOREIGN PATENT DOCUMENTS

Examiner Cite Foreign Patent Document Publication Date Name of Patentee or. ' Pages, Columns, Lines,
1 nitials‘ ' MM-DD-YYYY Applicant of Cited Document Where Rde‘fan' P3553895 01'

Coun 'Code —Number — Kind Code (i known Relevam Flip-“es Appear
EP 1229864 B1 04/27/2005 Boston Scientific

Limited

Examiner Date

Si nature Considered
‘EXAMlNER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. lnclude copy of this form with next communication to applicant. lApplicant’s unique citation designation number (optional). zSee Kinds Codes of
USPTO Patent Documents at www.uspto. gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO'Standard ST .3). 4For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by the appropriate
symbols as indicated on the document under WlPO Standard ST.16 if possible. ‘Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time- you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and
Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. . '

[fyou need assistance in completing thefarm, call I-800-PTO—9199 (1-800— 786-9199) and select option 2.

2o
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PTO/SB/ZI (02-04)
Approved for use through 07/3l/2006. OMB 0651—0031

US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
ml: the Pa erwork Reduction Act of 1995, no ersons are re uired to resond to a collection of information unless it disla s a valid OMB control number.
0

. Application Number 10/972,287
Filing Date October 21, 2004

First Named Inventor Amr Salahieh

_ ENCLOSURES (Check all that apply)

El Fee Transmittal Form Afier Allowance communication to
' Technology Center (TC)

Appeal Communication to Board
of Appeals and Interferences

 
 

 
  
 

TRANSMITTAL

FORM

(to be usedfor all correspondence after initialfiling)

 

 
  
 
 

  

Drawing(s)

El Fee Attached Licensing-related Papers

Appeal Communication to TC’ i: Amendment/Re lI: p y (Appeal Notice, Brief, Reply Brief)Petition

Petition to Convert to a

[:1 After Fmal Provisional Application Proprietary Information

Power of Attorney, Revocation
Change of Correspondence Address Status Letter

DEEMED
E] Affidavits/declaration(s)

Other Enclosure(s)
Terminal Disclaimer (please identify below): return

receipt postcard
ElExtension of Time Request

 
Express Abandonment Request Request for RefundEl

ElInformation Disclosure Statement CD, Number of CD(s)

Certified Copy of Priority
Document(s)

Response to Missing Parts/
Incomplete Application

El Response to Missing Partsunder 37 CFR [.52 or [.53

SIGNATURE OF APPLICANT, ATTORNEY OR AGENT

Firm

or - Maya Skubatch, Reg. No. 52,505, WILSON SONSTNI GOODRICH & ROSATIIndividual name

V Y ‘ .

_
m October 4. mm -

CERTIFICATE OF TRANSMISSION/MAILING

I hereby certify that this correspondence is being facsimile transmitted to the USPTO or deposited with the United States Postal Service with sufficient
ostae as first class mail in an enveloe addressed to: Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450 on the date shown below.

Typed or printed name Frank Chen ' .

. ‘ T

This collection ofinforrnation is required by 37 CFR 1.5. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1,14. This collection is estimated to take 2 hours to complete, including gathering, preparing, and submitting
the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or
suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and Trademark Office, US. Department of Commerce, PO. Box l450,
Alexandria, VA 223l3-l450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, PO. Box 1450, Alexandria, VA
22313-1450.

 
  

  
 

Ifyou need assistance in completing theform, call l-800-PTO-9I99 and select option 2.
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Attorney Docket No. 30207-702501
PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
Inventor(s): Amr SALAHIEH, et al. Group Art Unit: 3738

Serial Number: 10/972,287 Examiner: Not yet assigned

Filing Date: October 21, 2004 CONFIRMATION NO: 7706

Title: LEAFLET ENGAGEMENT ELEMENTS

AND METHODS FOR USE THEREOF

 

Certificate of Mailing or Transmission
37 CFR§1.8

I hereby certify that this paper is being: IE deposited with the US. Postal Service with sufficient postage as
first class mail and addressed to Commissioner for Patents, PO. Box 1450, Alexandria VA 22313-1450; or E]
transmitted by fac imile to the Patent and Trademark Office in accordance with §1.6(d) to facsimile number

on October 2 ,2005. f a:
Signature

Commissioner for Patents

P.O. Box 1450

Alexandria, VA 22313-1450

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT

' UNDER 37 C.F.R. §1.97

Sir:

Applicants hereby submit an Information Disclosure Statement along with attached form(s)

PTO/SB/08A. A copy of each listed publication is being submitted, if required, pursuant to 37 C.F.R. §§l.97-

1.98, as indicated below.

Applicants respectfully request that the listed information be considered by the Examiner and be

made of record in the above-identified application. Applicants further requests that the Examiner initial and '

return the attached form(s) PTO/SB/08 in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the

information provided herewith, and/or to prove that this information may not be prior art, and/or to prove that

this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the information cited in

the statement is, or is considered to be, prior art or material to patentability as defined in §1.5 6.

2749734_1.DOC
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IX 37 CFR §l.97(b). This Information Disclosure Statement should be considered by the Office
because:

' (1) It is being filed within 3 months of the application filing date of a national application
and is other than a continued prosecution application under §l.53(d);

__ 0R --

E] (2) 'It is being filed within 3 months of entry of a national stage as set forth in §1.49l in
an international application; -

-- OR --.

[Z (3) It is being filed before the mailing date of the first Office Action on the merits;
__ 0R -_

E] (4) It is being filed before the mailing of a first Office Action after the filing of a request
for continued examination under §l .114.

E] 37 CFR §l.97(c). Although this Information Disclosure Statement is being filed after the period
specified in 37 CFR §l .97(b), above, it is filed before the mailing date of the earlier of (1) a final

office action under §l.113, (2) a notice of allowance under §1.311, or (3) an action that otherwise

closes prosecution on the merits, this Information Disclosure Statement should be considered because

it is accompanied by one of:

[:1 a certification as specified in §l.97(e) provided concurrently herewith;
-_ 0R __

El a fee of $180.00 as set forth in §1.l7(p) authorized below, enclosed, or included with the
payment of other papers filed together with this statement.

[:I 37 CFR §l.97(d). Although this Information Disclosure Statement is being filed after the mailing
date of the earlier of (1) a final office action under §l.l 13 or (2) a notice of allowance under §l.311,

it is being filed before payment of the issue fee and should be considered because it is accompanied
by:

A. a certification as specified in §l.97(e); and

B. I a fee of $180.00 as set forth in §l.17(p) is authorized below, enclosed, or included with the
payment of other papers filed together with this Statement.

E] 37 CFR §l.97(e). A certification signed by an Attorney of Record is provided herewith as required
under 37 CFR §§1.97(b) and (c).

IE I 37 CFR §l.98(a)(2). The content of the Information Disclosure Statement is as follows:

[:1 Copies of each of the references listed on the attached Form PTO/SB/08A are enclosed
herewith.

-_ 0R --

IX] Copies of US. Patent Documents (issued patents and patent publications) listed on the
attached Form PTO/SB/08A are NOT enclosed. '

-- AND/OR --

IX] Copies of Foreign Patent Documents and/or Non Patent Literature Documents listed on the

attached Form PTO/SB/O8A are enclosed in accordance with 37 CFR §l .98(a)(2).
-- AND/OR --

[:I Copies of pending unpublished US. patent applications are enclosed in accordance with
37 CFR §l.98(a)(2)(iii).
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[Z 37 CFR §1.98(a)(3). The Information Disclosure Statement includes non-English patents and/or
references.

XI Pursuant to 37 CFR §l.98(a)(3)(i), a concise explanation of the relevance of each patent,
publication or other information provided that is not in English is provided herewith.

EP 1562515 A1 (WO 2004/047681) was published in French. The English language abstract

and the drawings are sufficient to convey the scope of its disclosure.

Should the Examiner believe that a complete translation of any of the above mentioned

publications is necessary to understand its disclosure, Applicant(s) will endeavor to provide

such translations at the Examiner’s request. ‘

E] Pursuant to 37 CFR §l.98(a)(3)(ii), a copy of a translation of the non-English language
reference(s) is provided herewith.

El Attached are copies of search report(s) from corresponding patent application(s), submitted in
accordance with MPEP 609 D in support of the attached certification under 37 CFR §l .97(e)(l).

IE Fee Authorization. ’The Commissioner is hereby authorized to charge the above-referenced fees of
$0.00 and charge any additional fees or credit any overpayment associated with this communication
to. Deposit Account No. 23-2415 (Docket No. 30207-702501 2. '

Respectfully submitted,

WILSON SONSINI GOODRICH & ROSATI

 Dated: October 2005 By: 

 Maya Skubatc , eg. No. 52,505

650 Page Mill Road I
Palo Alto, CA 94304-1050

(650) 493-9300
Customer No. 021971
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PTO/SB/OBA (0705)
Approved for use through 07/31/2006. 0MB 0651-0031

US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
aerwork Reduction Act of 1995, no ersons reuired to resond to a collection of infomtation unless it contains a valid OMB control number.

Complete ifKnown

Iii/972.287
camera, 2004

First Named Inventor Amr Salahieh

3738

Notassigned
Attorney DocketNumber 30207-702501 -

Under the

  
 
 

 
 
 

 

 
 

 
bstitute for form 1449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

(Use as many sheets as necessary)

 

 
 

 

 
  
   

  
 

 

 

 U.S. PATENT DOCUMENTS '

- Examiner Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where
1nitials" No.l MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant

Number-Kind Code2 (ifknown) Figures A . ea.—

 
US 2001/0044634 1 1/22/2001 Don Michael et al.

US 2002/0010489 A1 1/24/2002 Grayzel, et al.
US 2002/0095173 07/18/2002 Mauocchi et al.

US 2003/0060844 Borillo et al.
us 2003/0176884 Berrada et al.
US 2003/0187495 Cully et al.

' us 2003/0208224 Broome
US 2003/0216774 Larson
us 2004/0073198 Gilson et al.
US 2004/0082967 04/29/2004 Broome et al.

U82004/0093016 05/13/2004 ' Rootetal.

US 2004/0138694 07/15/2004 Tran et al.

us 2004/0158277 Lowe et al.
us 2004/0167565 Beulke et al.
us 2004/0204755 A1
US 2004/0225321 Krolik et al.
us 2004/0254636 A1 F1agle,etal.
US 2005/0075662 A1 4/7/2005 Pedersen, et al.

US 2005/0090846 A1 4/28/2005 Pedersen, et al.

US 2005/0096736 A1 5/5/2005 Osse, et al.

US 2005/01 13910 A1 5/26/2005 Paniagua, et al.

US 2005/0165352 A1 7/28/2005 Henry, et al.

US 2005/0165477 A1 7/28/2005 Anduiza, et al.

US 2005/0197695Al 9/8/2005 Stacchino, et al.
US 2005/0203614A1 9/15/2005

Examiner - Date
Si ature Considered

*EXAMlNER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered lnclude copy of this form with next communication to applicant. lApplicant’s unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. ’Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). ‘For
Japanese patent documents, the indication of the year of' the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by
the appropriate symbols as indicated on the document under W1PO Standard ST.16 ifpossible. 6Applicant is to place a check mark here if English languageTranslation is attached.

This collection of infomration is required by 37 CFR 1.97 and 1.98. The infomration is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent
and Trademark Office, PO. Box I450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissloner for Patents. P.O. Box 1450, Alexandria, VA 22313—1450.

I [fyou need assistance in completing theform, coll 1-800-PTO-9199 (1—800— 786-9199) and select option 2.

     Forster  
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PTO/SB/OSA (07-05)
Approved for use through 07/31/2006. 0MB 0651-0031

US. Patent and Tradeniark Office; US. DEPARTMENT OF COMMERCE
Under the aerwork Reduction Act of 1995, no ersons reuired to res 0nd to a collection ofinforrnation unless it contains a valid OMB control number.

Complete ifKnown

Application Number 10/972,287

Filing Date October 21, 2004 '

First Named Inventor Amr Salahieh

3738

1 US. PATENT DOCUMENTS
Examiner Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where
lnitials" No.l MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant

Number-Kind Code2 (ifknown) ' Films A ea,

 

 
 
 

 
 

 

 

 
 
 Substitute for form 1449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

(Use as many sheets as necessary)

 
 

  

 

 

  

    

  
  
 
 

 
 

 US 5,968,070 10/19/1999

02/22/2000

1 1/07/2000

12/26/2000

01/02/2001

01/09/2001

01/30/2001

08/07/2001

01/08/2002

03/25/2003 -

04/01/2003

7/15/2003

01/13/2004

02/24/2004

B1ey,‘et al.

US 6,027,520 Tsugita et al.

US 6,143,987 Tsugita

— —
—-2/05/2005'
—-205/2005 —
_-205/2005_
—-0/00/0252 —
—-0/22/0220 —
—-5/00/0225_
—-00/2/0225 —
—-020/0525_
—-222/0225 —
—-205/0220 —
—-02/0/0225_
— 00/05/0222v

00/05/0222—
—
_
_

US 6,165,200

US 6,168,579

US 6,171,327

-
_-
_-
_-
_-
_-
_-
--
_-us 6,179,859
_-
_-
—-
_-
_-
_-
--

Tsugita et a1.

 
Tsugita
Daniel et a1.

Bates

US 6,270,513

US 6,336,934

US 6,537,297

US 6,540,768 '

US 6,592,614

US 6,676,698

US 6,695,864

Tsugita et a1.
Gilson et a1.

Tsuigita et a1.
Diaz et a1.  

 
Lenker, et a1.

McGuckin, Jr. et a1.
Macoviak et al.

 

     
Examiner Date
Si ; ature Considered

‘EXAMINER: Initial ifreference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant lApplicant’s unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documean at www.uspto.gov or MPEP 901.04. ’Enter Office that issued the document, by the two—letter code (WIPO Standard ST.3). ‘For
Japanese patent documents, the indication ofthe year ofthe reign of the Emperor must precede the serial number ofthe patent document. ’Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST.l6 if possible. 6Applicant is to place a check mark here if English languageTranslation is attached.

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent
and Trademark Office, P.0. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing thefirm. coll l-800-PTO-9l99 {1-800- 786-9199) and select option 2.
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PTO/SB/08A (07-05)
Approved for use through 07/3 l/2006. OMB 0651-0031

US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
Under the aen/vork Reduction Act of 1995. no ersons reuired to resond to a collection ofinformation unless it contains a valid OMB control number.

Complete ifKnown

Examiner Cite Document Number Publication Date Name of Patentee or , Pages, Columns, Lines, Where
lnitials‘ No.‘ MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant

Fiures A ear

  
 

 
 
 

 
 

 

 

  Substitute for form 1449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

(Use as many sheets as necessary)

  
 
 
 
 

 

  
  

 

Number-Kind Codez (ifknown)

US 6,695,865

US 6,773,454

US 6,890,340

US 6,905,743

US 6,911,036

US 6,936,067

Boyle et al.

Wholey, et al.

02/24/2004
08/10/2004

05/10/2005

6/14/2005

6/28/2005

8/30/2005

Chen, et al.

Douk, et al.
Buchanan  

 
Si ature Considered

‘EXAMINER: lnitial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. lApplicant’s unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 90l.04. 3Enter Office that issued the document, by the two-letter code (WlPO Standard ST.3). ‘For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. ’Kind of document by
the appropriate symbols as indicated on the document under WlPO Standard ST.l6 if possible. 5Applicant is to place a check mark here if English languageTranslation is attached. '
This collection ofinformation is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR l.l4. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent
and Trademark Office, P.O. Box 1450, Alexandria, VA 223l3-l450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commlssioner for Patents, PO. Box 1450, Alexandrla, VA 22313-1450. ‘

Ifyou need assistance in completing theform, call l-800-PTO-9I99 (I-800- 786-9199) and select option 2.
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PTO/SB/OBA (07-05)
Approved for use through 07/31/2006. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the aerwork Reduction Act of 1995, no ersons reuired to resond to a collection ofinformation unless it contains a valid OMB control number.

Complete Known

Application Number 10/972,287

Filing Date October 21, 2004

First Named Inventor Amr Salahieh

3738

Notassened
Attome Docket Number 30207-702501

FOREIGN PATENT DOCUMENTS
Foreign Patent Document Publication Date Name of Patentee or Pages, Columns, Lines,

MM-DD-YYYY Applicant ofCited Document Where Relevant Passages or
Coun Code —Number — Kind Code (i brawn) ' Relevant Fl ES A ear

EP 1042045 B] 05/19/2004 Domnick Hunter Ltd.

EP 1059894 B] (WO 7/20/2005 sctmed Life Systems,
99/44540 Inc. '

EP 1078610 B] 8/10/2005 Cordis Corp.

EP 1430853 A3 6/8/2005 M. 1. Tech Co., Ltd.

EP 1551274 A2 (WO 7/ 13/2005 3F Therapeutics, Inc.
04/026117

EP 1551336 A1(WO 7/ 13/2005 Abbott Laboratories
04/014256) . Vascular Ente rises

EP 1562515 Al (W0 8/17/2005 Boudjemline
2004/047681 ,

WO 98/50103 A] 11/12/1998 Embol-X, 1nc.

wo 99/44542 A2 09/10/1999 Scimed Life Systems, _lnc.

wo 00/49970 Al- 08/31/2000 Scimed Life Systems, —' lnc.

WO 01/08596 A1 02/08/2001 Scimed Life Systems, —, lnc.

 
 

  

 

Substitute for form 1449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

(Use as many sheets as necessary)

Examiner
lnitials“ Eo:-'_0

W0 01/ 10320 A1 02/15/2001 Scimed Life Systems,
' lnc.

W0 01/ 10343 Al 02/15/2001 Scimed Life Systems,
Inc.

WO 2005/084595 A1 9/15/2005 Cardiacmd, 1nc. IIIIIIIlI-I-IIIH-III-Ifl  
Examiner Dale
Si ; alure Considered

*EXAMlNER: lnitial ifreference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not I
considered. Include copy of this form with next communication to applicant. lApplicant’s unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.uspto,gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). “For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. ’Kind of document by
the appropriate symbols as indicated on the document under WlPO Standard ST.16 if possible. 6Applicant is to place a check mark here if English languageTranslation is attached.

This collection ofinfommion is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent
and Trademark Office, Po. Box I450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing theform, call I-800-PTO-9199 (1-800- 786-9199) and select option 2.
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PTO/SB/OEB (07-05)
Approved for use through 07/31/2006. OMB 0651-0031

US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
Under the a erwork Reduction Act of 1995, no ersons re uired to resend to a collection of infomiation unless it contains a valid OMB control number.

  
 

 
 

  
 

 
 
 
 
  

 

 
 

 

 
 
 

 

 

Complete ifKnown

SUbStl‘Ute for form 1449/1310 Application Number 10/972,287

INFORMATION DISCLOSURE - Filing Date October 21, 2004

STATEMENT BY APPLICANT Amr salahieh 
(Use as many sheets as necessary)

3738

Attorney Docket Number 30207-702501 I

NON PATENT LITERATURE DOCUMENTS

.Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
Examiner ' item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s),
Initials“ . ublisher, ci where ublished. '

Boudjemline, Y. et al., "Percutaneious implantation of a biological valve in the aorta to treat
aortic valve insufficiency - a sheep study", Med Sci.Monit. (2002) Vol. 8, No. 4, pages BRI 13—

 

 
   

 
Examiner Date

si ature Considered

*EXAMINER: 1nitia1 ifreference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in confomiance and not
considered. lnclude copy of this form with next communication to applicant
lApplicant‘s unique citation designation number (optional). 2Applicant is to place a check mark here if English language Translation is attached.
This collection ofinfomiation is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is govemed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief lnfomiation Officer, US. Patent and
Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissloner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. -

Ifyou need assistance in completing theform, call I -800-PTO-9I 99 and select option 2.
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Attorney Docket No. 30207-702501
PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor: Amr SALAHIEH, et a1. Group Art Unit: 3738

Serial Number: 10/972,287 ' Examiner: Unassigned

Filing Date: October 2] , 2004 CONFIRMATION NO: 7706

Title: LEAFLET ENGAGEMENT ELEMENTS

AND METHODS FOR USE THEREOF
 
 

FILED ELECTRONICALLY ON: April 5 , 2006

Mail Stop Amendment
Commissioner for Patents

PO. Box l-450

Alexandria VA 22313-1450

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT

UNDER 37 CFR §1.97

Sir:

Applicants hereby submit an Information Disclosure Statement along with attached form

PTO/SB/OS. A copy of each listed publication is submitted, if required, pursuant to 37 CFR §§l.97~1.98,

as indicated below. ‘

Applicants respectfully request that the listed information be considered by the Examiner and be

made ofrecord in the above-identified application. Applicants further request that the Examiner initial

and return the attached form PTO/SB/OS in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the

information provided herewith, and/or to prove that this information may not be prior art, and/or to prove

that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that theinformation

cited in the statement is, or is considered to be, prior art or material to patentability as defined in §1.56.

2854352_1.DOC
Attorney Docket No. 30207-702501 - l -
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A. E] 37 CFR §1.97{b). This Information Disclosure Statement should be considered by the Office
because: '

El (1) It is being filed Within 3 months of the filing date of a national application and is

other than a continued prosecution application under §1.53(d);

__ 0R __

El (2) It is being filed within 3 months of entry of the national stage as set forth in

§1.491 in an international application; a

__ QR --

E (3) It is being filed before the mailing of a first Office action on the merits;

__ OR __

El (4) It is being filed before the mailing of a first Office action after the filing of a

request for continued examination under §1.114.

B. I] 37 CFR §I.97(c). Although this Information Disclosure Statement is being filed after the period

'specified in 37 CFR §I.97(b), above, it is filed before themailing date of the earlier of (1) a final
office action under §l.113, (2) a notice of allowance under §1.311, or (3) an action that otherwise

closes prosecution on the merits, this Information Disclosure Statement should be considered because

it is accompanied by one of:

E] a statement as specified in §1.97(e) provided concurrently herewith;

__ OR __

[:I a fee of $180.00 as set forth in §l.l7(p) authorized below, enclosed, or included with the

payment of other papers filed together with this statement. '

C. [:I 37 CFR §I.97(d). Although this Information Disclosure Statement is being filed after the mailing
date of the earlier of (l) a final office action under §l.l 13 or (2) a notice of allowance under §l.31l,

it is being filed before payment of the issue fee and should be considered because it is accompanied

by:

i. a statement as specified in §1.97(e);

-- AND --

ii. a fee of $180.00 as set forth in §1.l7(p) is authorized below, enclosed, or included

with the payment of other papers filed together with this Statement.

D. [:I 37 CFR §1.97(e). Statement.

[I A statement is provided herewith to satisfy the requirement under 37 CFR §§1.97(C);

-- AND/OR --

I:I A statement is provided herewith to satisfy the requirement under 37 CFR §§1.97(d);

-- AND/OR --

[:I A copy of a dated communication from a foreign patent office clearly showing that the

information disclosure statement is being submitted Within 3 months of the filing date on
the communication is provided in lieu of a statement under 37 C.F.R. § 197(c)(1) as

provided for under MPEP 609.04(b) V.

E. I:] Statement Under 37 C.F.R. §I.704(d). Each item of information contained in the information

disclosure statement was first cited in a communication from a foreign patent office in a counterpart

application that was received by an individual designated in § l.56(c) not more than thirty :30) days
prior to the filing of this information disclosure statement. This statement is made pursuant to the

2854352_1 .DOC
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requirements of 37 CFR. §l.704(d) to avoid reduction of the period of adjustment of the patent term

for Applicant(s) delay.

F. El 37 CFR §I.98(a)(2). The content of the Information Disclosure Statement is as follows:

E] Copies of each of the references listed on the attached Form PTO/SB/OS are enclosed
herewith.

-- 0R --

E Copies of US. Patent Documents (issued patents and patent publications) listed on the
attached Form PTO/SB/OS are NOT enclosed.

—— AND/OR -—

E Copies of Foreign Patent Documents and/or Non Patent Literature Documents listed 0n
the attached Form PTO/SB/OS are enclosed in accordance with 37 CFR §l.98 (a)(2).

—— AND/OR ——

IE Cepies of pending unpublished US. patent applications are enclosed in accordance with
37 CFR §l .98(a)(2)(iii). '

G. E 37 CFR §1.98(a)(3). The Information Disclosure Statement includes non-English patents andlor
references.

I] Pursuant to 37 CFR §1.98(a)(3)(i), a concise explanation of the relevance of each patent,

publication or other information provided that is not in English is provided herewith.

[:I Pursuant to MPEP 609(B), an English language copy of a foreign search report is
submitted herewith to satisfy the requirement for a concise explanation where

non-English language information is cited in the search report.

"QR __

[:I A concise explanation of the relevance of each patent, publication or other

information provided that is not in English is as follows:

IE Pursuant to 37 CFR §l.98(a)(3)(ii),- a copy of a translation, or a portion thereof, of the
non-English language reference(s) is provided herewith.

EP 1469797 was published in German. The English language title, the claims and the

drawings are sufficient to convey the scope of its disclosure. Should the Examiner

believe that a complete translation of the above mentioned publication is necessary to

understand its disclosure, Applicants will endeavor to provide such translation at the

Examiner’s request.

H. El 3 7 CFR §I.98(d). Copies of patents, publications and pending US. patent applications, or other
information specified in 37 CFR. § 1.98(a) are not provided herewith because:

[:1 Pursuant to 37 CFR §1.98(d)(1) the information was previously submitted in an
Information Disclosure Statement for another application under which this application

claims priority for an earlier effective filing date under 35 U.S.C. 120.

Application in which the information was submitted:

Information Disclosure Statement(s) filed on:

AND

CI The information disclosure statement submitted in the earlier application complied with

paragraphs (a) through (c) of 37 CFR §1 .98.
2854352_1.DOC
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I. E Fee Authorization. The Commissioner is hereby authorized to charge the above-referenced fees
of $0.00 and charge any additional fees or credit any overpayment associated with this

communication to Deposit Account No. 23-2415 (Docket No.30207-702.501 1.

Respectfully submitted,

 

WILSON SONSINI GOODRICH & ROSATI

  Dated: April é , 2006 By:
Maya S atch, Reg. No. 52,505

650 Page Mill Road

Palo Alto, CA 94304-1050

(650) 493-9300
Customer No. 021971

2854352_1.DOC
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PTO/SENS (07/05)
Approved for use through 07/31/2006. OMB 0651-0031

US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
Under the aerwork Reduntion Act of 1995, no ersons re uired to resend to a collection of information unless it contains a valid OMB control number.

Complete ernowu

Application Number 10/972,287

First Named Inventor Amr Salahieh

Art Unit 3738

Unassigned
Attorney Docket Number 30207-70250]

  
 

  
  
 

  

  

 

  
 

Substitute for form 1449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

(Use as many sheets as necessary)

 

 
  
 
  

 

 
 

 
 

 

  

 U.S. PATENT DOCUNIENTS

Examiner Cite Document Number Publication Date Name ofPatentee or Pages, Columns, Lines, Where

No.1 _ 1 _ MM-DD-YYYY Applicant ofCited Document Relevant'Passages or RelevantNumber—Kind Code {if/mom!) pigms A , .31.

var/emu er a1.
1 "10/2005 ' '
umoos

US 2005/0267560 A1 12/1/2005

  

 
 

 

Lambrecht et al. 
  

 

 

US 2005/0283231

US 2005/0283962

US 2006/0004439

 

 

 

  

—
_
_
_
_

12/22/2005
12/29/2005

— ones/zoos
—
_01/19/2006
_03/28/2000
_10/11/2005
_
—
—
—
—
—owe/zoos
_
_
_
_
-

 US 2006/0004442 01/05/2006 Spenser et a1.

Williamson, 1V et a1.
Kurk et 211.

LS 6,96,4673 11/15/2005 Tsugita et a1.

 

 
  

Examiner Date
Si 5 ature Considered

‘EXAMINER: Initial if reference considered, whether or not citation is in conformance with MI‘EP 609. Draw line through citation if not in conformance and not considered Include copy
of this form with next communication to applicant 1Applicant’s unique citation designation number (Optional). 2See Kinds Codes of USPTO Patent Documents at www.mptogov or MPEP
901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST .3). ‘For Japanese patent documents, the indication ofthc year ofthc reign ofthc Emperor must
precede the erial number ofthe patent document. 5Kind ofdocunwnl bythe appropriate symbols as indicated on the document under WIFO Stmdard STJE it'possiblc. “Applicant is to place a
check mark here ifEnglish tongues: Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process} an
application. Confidentiality is governed by 35 U.S.C. 122 and 31 CPR 1. l 4. This collection is estimated to take 2 hours to complete, including gathering, preparing, and submitting the
completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or suggestions for
reducing this burden, should be sent to the Chief Information Officer, US. Patent and Trademark Office, PD. Box I450, Alexandria, VA 22313-1450. DO NOT SEND FEES 0R COMPLETED
FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Bo: 1450,,Allendril, VA 22313-1450.

Ifyou need curriculum in completing rheform, call l-dOO—PTO—WQD (1400-7136-9199) and select option 2.
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PTO/SB/OS (07/05)
Approved for use through 07/31/2006. OMB 0651—0031

[1.8. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the a a - erwork Reduction Act of 1995, no - crsons re uired to res end to a collection of infm'mation unless it contains a valid OMB control number.

 

, Complete ifKtttm-n

Substitute for form 1449IPT0 10/972,287
INFORMATION DISCLOSURE October 21» 2004
STATEMENT BY APPLICANT Amt Salahieh

(Use as many sheets as necessary} Art Unit 373 8

Examiner Name Unassigned

Sheet 2 l or I 3 Attorne Docket Number 30207—702501
 

Examiner Cite

 
 

FOREIGN PATENT DOCUMENTS
Name of Patentee or   

  Foreign Patent Document Publication Date Pages, Columns, Lines,
 

Initials“ No.l Com“! Cod/8’ *Nurrflm' * Kind Code 01"th) MM-DD‘YYYY Applicant of Cited Document Where RCIWfiI“ P35533475 0'

Board ofRegents, The
EP 1156757 B] 12/07/2005 University of Texas

System 1
EP 1469797 in German with . .

Enlish Claims 11/02/2005 Figulla, Hans-Renter
Board ofRegents, The

EP 1576937 A2 09/21/2005 University of Texas
S tem

 Relevant Figures Appear  

  
 

 
 

 

  

 
 

  

 
 

Board ofRegents, The
EP 1582179 AZ 10/05/2005 University of Texas

System
EP 15 8990.2

wo 200411066876) 08/12/2004 Ave Connaught

EP 1500121,“ “BO/2005 gingham Cook Europe
EP 1605871 Aortech International

wo 2004/082536 A] 09/30/2004 PLC

EP 1616531 01/18/2006 395‘?“ Scmt'ficLimited
Percutaneous

WO 2005/087140 Al 09/22/2005 Cardiovascular Solutions
PTY Ltd.

 

 
 
 

 

  

Board of Regents, The
EP 1582178 A2 510/5/2005 University of Texas

1 System

 

   
 

Examiner Date

Si 1 ature Considered ' 
‘EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation ifoot in conformance and not considered Include copy
of this form with next communication to applicant. 'Applicant’s unique citation designation number (optional) 15:: Kinds Codes of USPTO Patent Documents at www.uspto.gov or MPEP
901.04. 3Enter Office that issued the document, by the two-letter code [WWO Standard ST .3). ‘For Japanese patent documents, the indication oflhe year ofthe reign ofthe Emperor must
precede the serial number of the patent document. ’Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible ‘Applicant is to place a
check mark here if English language Translation is attached. _
This collection ofinformation is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
applicatioo Confidentiality is governed by 35 U SC. 122. and 37 CPR 1.14. This collection is estimated to take 2 hours to complete, including gathering, preparing, and submitting the
compleled application form to the USPTO. Time will vary depending upon the individual case. Any comman on the amount of time you require to complete this form and/or suggestions for
reducing this burden, should be sent to the Chicflnformation Officer, U 5. Patent and Trademark Office, P.O. Box 1450. Alexandria. VA 223 I 3-1450. DO NOT SEND FEES OR COMPLETED
FORMS TO THIS ADDRESS. SEND TO: Commusloner for Patents, P.O. Box 1450, Alexandria, VA 12313-1450.

[fyuu need assistance in completing thefomt, call JideTDJl/W (1-800- 786-9199) and select option 2.
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PTO/BRIDE (07/05)
Approved for use through 07/31/2006. OMB 065 [-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the network Reduction Act of 1995, no - rsons re aired to res and to a collection of information unless it contains a valid OMB control number.

Complete 1' Known

Application Number 10/972,287

Filing Date October 21, 2004

First Named Inventor Amt Salahieh

3738

Attornc Docket Number 30207-702501

  
 
 

 
   

 

  
 

Substitute for form l449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

{Use as many sheets as necessary)

 

 

 

 
 
 

 

 

UNPUBLISHED PATENT APPLICATIONS

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
Examine.- Cite item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s),
Initials* No.1 ublisher, ci and/or count where ublished.

FAWZl, et al., U.S. Patent Application No 1 1/155 309, entitled “Apparatus and methods for
intravascular embolic protection," filed 06/ l 6/2005 (WSGR Reference No. 30207-719201)

SALAHIEH, et al., U.S. Patent Application No 11/232441, entitled “Methods and apparatus for
endovascular heart valve replacement comprising tissue grasping elements,” filed 09/20/2005
(WSGR Reference No. 30207-702503
SALAHIEH, et al., U.S. Patent Application No 11/232444, entitled “Methods and apparatus for
endovascular heart valve replacement comprising tissue grasping elements,” filed 09/20/2005
(WSGR Reference No. 30207-702504

SALAHIEH, et al., U.S. Patent Application No 1 [/274889, entitled “Medical implant deployment
tool," filed 11/14/2005 (WSGR Reference No. 30207- 718.201)

SALAHIEH, et al., U.S. Patent Application No l 1/314183, entitled “Medical Device Delivery,"
filed 12/20/2005 (WSGR Reference No. 30207-725201)

SALAHIEH, et al., U.S. Patent Application No l 1/314969, entitled “Methods And Apparatus For
Performing Valvuloplasty," filed 12/20/2005 (WSGR Reference No. 30207-727201)

 
Examiner Date

Signature Considered
‘EXAMINER: initial ifreference considered, whether or not citation is in conformance with MFEP 609. Draw line through citation ifnct in conformance and not considered, include copy
ofthis for—m with next communication to applicant. 'Applicant’s unique citation designation number (optional). 2See Kinds Codes of USPTO Patent Documents at ww.uspto.gov or MLPEP
901.04. 3Entcr0fl‘icc that issued the document, by the two-letter ends (WIPO Standard ST .3). ‘For Japanese patent documents, the indication of the year of the reign ofthe Emperor must
precede the serial number of the patent document. ’Kind of document by the appropriate symbols as indicated on the document made:- WIPO Standard ST. I 6 if possible. EApplicant is to place a
check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1,98 The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to mmplete, including gathering, preparing, and submitting the
completed application form to the USPTD. Time will vary depending upon the individual case. Any cements on the amount of time you require to complete this form and/or suggestions for
reducing this burden, should be sent to the Chieflnformation Officer, US. Patent and Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. 00 NOT SEND FEES 0R COMPLETEDFORMS TO THiS ADDRESS. SEND TO: Commlsslnner for Patents, P.0. Box 1450, Alexandria, VA 113l3-145l1.

Ifyott need assistance in completing thefomt, call Josepha-9199 (14200-786319?) nitrite/2c! option 2.
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Electronic Acknowledgement Receipt
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Title of Invention: Leaflet engagement elements and methods for use thereof
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This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,

characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt
similar to a Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see

37 CFR 1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date

shown on this Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions

of 35 U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the

application as a national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt,
in due course.
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Attorney Docket No. 30207-702501
PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor: Amr SALAHIEH, et a]. Group Art Unit: 373 8

Serial Number: 10/972,287 Examiner: Unassigned

Filing Date: October 21, 2004 CONFIRMATION N0: 7706

Title: LEAFLET ENGAGEMENT ELEMENTS

AND METHODS FOR USE THEREOF

 

FILED ELECTRONICALLY 0N: July I 1 , 2006

Mail Stop Amendment
Commissioner for Patents

PO. Box 1450 _
Alexandria VA 22313-1450

SUPPLEMENTAL INFORMATIONDISCLOSURE STATEMENT

UNDER 37 CFR §l.97

Sir:

Applicants hereby submit an Information Disclosure Statement along with attached form

PTO/SB/OS. A copy of each listed publication is submitted, if required, pursuant to 37 CFR §§l.97—1.98,

as indicated below.

Applicants respectfully request that the listed information be considered by the Examiner and be

made of record in the above-identified application. Applicants further request that the Examiner initial

and return the attached form PTO/SB/OS in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the

information provided herewith, and/or to prove that this information may not be prior art, and/or to prove

that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the information

cited in the statement is, or is considered to be, prior art or material to patentability as defined in §1.56.

2914360_1.DOC
Attorney Docket No. 30207-702501 - - I -
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A. E 3 7 CFR §1.97{b). This Information Disclosure Statement should be considered by the Office
because:

I:] (1) It is being filed within 3 months of the filing date of a national application and is
other than a continued prosecution application under §l .53(d);

__ OR __

I:] (2) It is being filed within 3 months of entry of the national stage as set forth in
§I.491 in an intematiOnal application;

-- 0R --

E (3) It is being filed before the mailing of a first Office action on the merits;

__ OR __

E] (4) It is being filed before the mailing of a first Office action after the filing of a

request for continued examination under §I .1 I 4.

B. I] 3 7 CFR §1.97(c). Although this Information Disclosure Statement is being filed after the period

specified in 3 7 CFR §1.97(b), above, it is filed before the mailing date of the earlier of (1) a final
office action under §I.1 I 3, (2) a notice of allowance under §I.3lI, or (3) an action that otherwise

closes prosecution on the merits, this Information Disclosure Statement should be considered because
it is accompanied by one of:

I] a statement as specified in §1 .97(e) provided concurrently herewith;

., 0R __

E] a fee of $180.00 as set forth in §l.l7(p) authorized below, enclosed, or included with the

payment of other papers filed together with this statement.

C. E] 37 CFR §1.97(d). Although this Information Disclosure Statement is being filed after the mailing

date of the earlier of (1) a final office action under §l.l 13 or (2) a notice of allowance under §I .31 I,
it is being filed before payment of the issue fee and should be considered because it is accompanied

by:

i. a statement as specified in §I .97(e);

-- AND --

ii. a fee of $180.00 as set forth in §l.17(p) is authorized below, enclosed, or included

with the payment of other papers filed together with this Statement.

D. I:] 37 CFR §1.97(e). Statement.

El A statement is provided herewith to satisfy the requirement under 37 CFR §§1.97(c);

-- AND/OR --

[:1 _ A statement is provided herewith to satisfy the requirement under 37 CFR §§1.97(d);
-- AND/OR --

D A copy of a dated communication from a foreign patent office clearly showing that the
information disclosure statement is being submitted within 3 months of the filing date on

the communication is provided in lieu of a statement under 37 C.F.R. § 1.97(e)(1) as -

provided for under MPEP 609.04(b) V.

-E. [:1 Statement Under 37 C.F.R. §1.704(d). Each item of information contained'in the information

disclosure statement was first cited in a communication from a foreign patent office in a counterpart

application that was received by an individual designated in § I .56(c) not more than thir_ty [30) days
prior to the filing of this information disclosure statement. This statement is made pursuant to the

2914360_1.DOC
Attorney Docket No. 30207-702501 - 2 -
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requirements of 37 C.F.R. §I.704(d) to avoid reduction of the period of adjustment of the patent term
for Applicant(s) delay. ‘

F. 37 CFR §I.98(a) (2). The content of the Information Disclosure Statement is as follows:

I:I Copies of each of the references listed on the attached Form PTO/SB/08 are enclosed
herewith.

-- 0R __

IE Copies of U.S. Patent Documents (issued patents and patent publications) listed on the
attached Form PTO/SB/OS are NOT enclosed.

-- AND/OR -—

>14 Copies of Foreign Patent Documents and/or Non Patent Literature-Documents listed on

the attached Form PTO/SB/OS are enclosed in accordance with 37 CFR §] .98 (a)(2).

-- AND/OR --

K4 Copies of pending unpublished US. patent applications are enclosed in accordance with
37 CFR §l.98(a)(2)(iii).

G. IE 37 CFR §1.98(a)(3). The Information Disclosure Statement includes non-English patents and/or
references.

I: Pursuant to 37 CFR §l .98(a)(3)(i), a concise explanation of the relevance of each patent,

publication or other information provided that is not in English is provided herewith.

I:I Pursuant to‘MPEP 609(B), an English language copy of a foreign search report is
submitted herewith to satisfy the requirement for a concise explanation where
non-English language information is cited in the search report.

-- 0R __

D A concise explanation of the relevance of each patent, publication or other
information provided that is not in English is as follows:

E Pursuant to 37 CFR §I.98(a)(3)(ii), a copy of a translation, or a portion thereof, of the

non-English language reference(s) is provided herewith.

WO 96/24306 A] was published in French. The English language abstract and the

drawings are sufficient to convey the scope of its disclosure. Should the Examiner
believe that a complete translation ofthe above mentioned publication is necessary to

understand its disclosure, Applicants will endeavor to provide such translation at the

Examiner’s request.

H. I:I 3 7 CFR §1.98(d). Copies of patents, publications and pending US. patent applications, or other

information specified in 37 C.F.R. § I.98(a) are not provided herewith because:

I:I Pursuant to 37 CFR §I.98(d)(l) the information was previously submitted in an
Information Disclosure Statement for another application under which this application

claims priority for an earlier effective filing date under 35 U.S.C. 120.

Application in which the information was submitted:

Information Disclosure Statement(s) filed on:

AND

D The information disclosure statement submitted in the earlier application complied with

paragraphs (a) through (c) of 37 CFR §1.98.
2914360_I.DOC
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1. El Fee Authorization. The Commissioner is hereby authorized to charge the above—referenced fees

of $0.00 and charge any additional fees or credit any overpayment associated with this

communication to Deposit Account No. 23 ~24] 5 (Docket No.30207-702.501 1.

Respectfully submitted,

WILSON SONSINI GOODRICH & ROSATI

Dated: July 2006 By:

650 Page Mill Road

Palo Alto, CA 94304—1050

(650) 493—9300
Customer No. 021971

   
Maya Sku atch, Reg. No. 52,505

29l4360_1.DOC
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PTO/SENS (07/05)
Approved for use through 0713112006. 0m 0651-003]

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COhMRCE
ork Reduction Act of 1995, no crsous neuired to res 0nd to a collection of information unless it contains a valid OMB control number.

Com 1 late ifKnown

Application Number 10/972,287

Filing Date October 21, 2004

First Named inventor Amr Salahieh

3738

Attorne DocketNumber 30207-702501

. U.S. PATENT DOCUNIENTS

Examiner Cite Document Number Publication Date Name ofPatentee or Pages, Columns, Lines, Where

Initials‘ No.1 I 1 MM-DD-YYYY Applicant ofCited Document Relevant Passages or RelevantNumber~K1nd Code (iflamwn) Fl- “ A cm.

- US 200510137695 Ora/2312005 Salahieh et al.
5 5

US 3 657 744 04/25/1972

FOREIGN PATENT DOCUMENTS

Examiner Cite Foreign Patent Document Publication Date Name ofPatentee or Pages, Columns, Lines,
1njtia]s I No.1 Country Code3 ~ Number“ 7 Kind Code‘ fifknawn) W.DD.YYYY Applicant of Cited Documem Where Relevant Passages or

I ‘ _ Relevant Figures Appear
EP 0409929 B1 04/23/1997 Boston Scientific Corp.

WO 96124306 A1 (in French
--with Enlish abstract 08/15/1996 De Faye, Robert

wo 93757599 AZ 12/23/1998 Camilli, Saute —

Under the I- I'
  

 

 

 

 
 
 

  

 
 

 

 
 

Substitute for form l449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

(Use as many Sheets as necessary)

 

 

 
 

 
 

 
  

   
 

 
 

 
 

   

 
 

I
   

   

Si -_ alure Considered
‘EXAIVHNER: initial it‘referenoe considered. whether or not citation is in conformance with MPEP 609. Omw line through citation if not in conformance and not considered. include copy
oftltis form with next communication to applicant. 'Applicant’s unique citation designation number (optional). 2See Kinds Codes ofUSPTO Patent Documents at www.usptc.gov or MPEP
90 l.04. JEnter Office that issued the document, by the two-letter code (WIPO Standard ST .3). “For Japanese patent documents, the indication of the year ofrhe reign of the Emperor must
precede the serial number ofthe patent document. sKind ofdocurnenl by the appropriate symbols as indicated on the document under WIPO Stander ST,16 ifpossible. ‘Applicant is to plow a
check mark here ifEnglish language Translation is attached.
This collection of information is required by 37 CFR 197 and 1.98, The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and. 37 CFR 1.1.4. This coLlecticn is estimated to take 2 hours to complete, including gathering, preparing, and submitting the
completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form andJor suggestions for
reducing this burden, should be sent to the Chieflnfonnation Ofiieer, US. Patent and Trademark Office, PO. Box I450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETEDFORMS TO THIS ADDRESS. SEND TO: Commistioner for Patents, P.0. Box 1450, Aleundria, VA 11313-1450.

Um need assistance in completing thefnm. mil 1400-1310-9199 [0-800-786-9192] and select option 2.
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PTOI'SB/OS (07/05)
Approved for use through 07f31f2006. 0MB 0651-0031

U.S. Patent and Trademark Ofiice; US. DEPARTMENT OF COMMERCE
Under the -: erwork Reduction Act of 1995, no I ersons r uired to res ond to a collection of information unless it contains a valid OMB control number.

‘ Complete ifKnown

Application Number 10/972,287

Filing Date October 2 l, 2004
‘ First Named Inventor . Amr Salahieh

3738

Unassigned

Attorney Docket Number 30207—702501

  
 

 
 

 
 

  

  
 

Substitute for form 1449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

(Use as many sheets as necessary)

 
 
 
 
 

 
   

UNPUBLISHED PATENT APPLICATIONS

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volumebissue number(s),

uhlisher, cit and/or coun where uhlished.

SALAHIEH, et al., U.S. Patent Application No. I 11275912, entitled “Medical Implant Delivery
and Deployment T001," filed 02/02/2006 (WSGR Reference No. 30207-722501)

SALAHIEH, et a1., U.S. Patent Application No. 11/275,913, entitled “Two-Part Package for
Medical Implant,” filed 02/02/2006 (WSGR Reference No. 30207-723201) 

Examiner Date
Si attire Considered

*EXAMINER'. Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in confon'nanoe and not considered. Include copy
ofthis form with next communication to applicant. ‘Applicant’s unique citation designation number (optional). “See Kinds Codes ofUSPTO Parent Documents at www.uaplo gov or MPEP
901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST .3). “For Japanese patent documents, the indication of the year ofthe reign ofthe Emperor must
precede the serial number ofthe patent dourmenl. 5Kind of document by the appropriate symbol! as indicated on the document under WIPO Standard ST. 16 ifposs'lble. ‘Applicant is to place acheck mark here ifEnglish language Translation is attached.
This collection ofinfomtation is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USI’l'O to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hour: to complete, including gathering, preparing, and submitting the
completed application form to the USPTO, Time will vary depending upon the individunl case. Any comments on the amount oflime you require to complete this form andfor suggestions for
reducing this burden. should he sent to the Chief Information Officer, US. Ptent and Trademark Ofiice, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETEDFORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents. PO. Box 1450, Alexandria, VA 22313-1450.

.{fyou need assist in completing theform, call l-800—PTO-9199 {l-dflfl-7Sfi9l99) and relecr option 2.

 

2914360_I.DOC
Attorney Docket No. 30207-702501 - 2 -
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Electronic Acknowledgement Receipt

1111048

Application Number: 10972287

Confirmation Number: 7706

Title of Invention: Leaflet engagement elements and methods for use thereof

“Vernon A. NorvieI/Frank Chen (VN/MSK/FC)

Payment information:

File Listing:

Document . . . .

Document Description m We SIze(Bytes)

 
 Information Disclosure Statement ID830207-702-501-O7-12—06(IDS) Filed .pdf 268020 “0
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Warnings:

Information:

This is not an USPTO supplied IDS fillable form

Foreign Reference EPO4.PDF 1025699

Foreign Reference W096.PDF 1127284

Foreign Reference W098.PDF 885222

Warnings:

Information:

Warnings:

Information:

Warnings:

Information:

NPL Documents 722-501.PDF 2359623
Warnings:

Information:

- NPL Documents 723-201.PDF 1332786
Warnings:

Information:

Total Files Size (in bytes): 6998634

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt
similar to a Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see

37 CFR 1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date

shown on this Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions

of 35 U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the

application as a national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt,
in due course.
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02-0“ 57 W

PATENT
WSGR Docket No. 30207-702501

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
In re Application:

lnventor: Amr Salahieh Confirmation No.: 7706

Application No.: 10/972,287 Examiner: Unassigned

Filed: October 21, 2004 Group Art Unit: 3738

Title: LEAFLET ENGAGEMENT ELEMENTS AND Customer No. 02 l 971
METHODS FOR USE THEREOF
 

REVOCATION OF POWER OF ATTORNEY WITH

NEW POWER OF ATTORNEY

CHANGE OF CORRESPONDENCE ADDRESS AND

3.73 STATEMENT

I hereby revoke all previous powers of attorney given in the above-identified application.

IX I hereby appoint the practitioners associated with Customer Number:

E Please change the correspondence address for the above-identifies application to:

E The address associated with Customer Number:
66854

STATEMENT UNDER 37 CFR 3.73gb)
 
Sadra Medical Inc. a Delaware corporation
(Name of Assignee) (Type of Assignee, e.g., corporation, partnership, university, government agency, etc.)

A states that it is: the assignee of the entire right, title and interest; in the patent application/patent identified above by virtue ofeither:

A. IX An assignment from the inventor(s) of the patent application/patent identified above. The assignment was recorded
in the United States Patent and Trademark Office at Reel 016315, Frame m, or for which a copy thereof is
attached.

OR

B. A chain of title fi'om the inventor(s), of the patent application/patent identified above, to the current assignee as
[:1 shown below:

I. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel _, Frame _, or for which a copy thereof is attached.
2. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel _, Frame _, or for which a copy thereof is attached.

3. From: _ To:
The document was recorded in the United States Patent and Trademark Office at

Reel _, Frame _, or for which a copy thereof is attached.

I am an authorized representative of the:

>3 Assignee of recor
Statement under

 Signature

Name/Title Amr Salahieh, CEO

Me if 93 f 31007 Telephone No- (408) 370-1550

3036554_1.DOC
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Page 1 of 1

   

    

t‘”

f UNITED STATES PATENT AND TRADEMARK OFFICE
. 3 § UNITED STATES DEPARTMENT OF COMMERCE

>3" Efififiicséfigx‘gfié‘é‘i’éfifffié'k om“
“Rwy” figufiriiim 22313-1450mumeov

10/972,287 ' 10/21/2004 Amr Salahieh 30207-702501

CONFIRMATION NO. 7706

21971 Illllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllll
WILSON SONSINI GOODRICH 8: ROSATI . .

650 PAGE MILL ROAD OC000000022469889
PALO ALTO, CA 94304-1050

  

Date Mailed: 02/12/2007

NOTICE REGARDING CHANGE OF POWER OF ATTORNEY

This is in reSponse to the Power of Attorney filed 01/30/2007.

o The Power of Attorney to you in this application has been revoked by the assignee who has intervened as
provided by 37 CFR 3.71. Future correspondence will be mailed to the new address of record(37 CFR 1.33).

 

SHARON KUANG

PTOSS (703) 305-3006
OFFICE COPY
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I Page 1 of1

UNITED STATES PATENT AND 'I‘RADEMARK OFFICE UNITED STATK DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTSPo. Box 1450

Alexandria, Vu'y'nia 22313-1450
 

 

W to, 0V

- 10/972,287 10/21/2004 Amr Salahieh 30207-70250]

CONFIRMATION NO. 7706

65854 llllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllll
SHAY LAW GROUP, LLP . .
2755 CAMPUS DRIVE OC000000022469927
SUITE 210

SAN MATEO, CA 94403

Date Mailed: 02/12/2007

NOTICE OF ACCEPTANCE OF POWER OF ATTORNEY

This is in response to the Power of Attorney filed 01/30/2007.

The Power of Attorney in this application is accepted. Correspondence in this application will be mailed to the
above address as provided by 37 CFR 1.33.’ -

 

SHARON K A

PTOSS (703) 305-3006
OFFICE COPY
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PTO/SW21 (09-04)
Approved for use through 07/31/2006. OMB 0651-0031

U.S. Patent and Trademark Office: US. DEPARTMENT OF COMMERCE
Underthe Paperwork Reduaion Actof1995, no persons are required to respond to a collection of Information unless it displays a valid OMB control number.

10/972,287

October 21 . 2004

Amr Salahieh

3738

to be used for ell cones - ndence efier inltiel filin Exammer Name W'Hlam H' Matthews

Total Number of Pages in This Submission _ Attorney Docket Number 10012-702501
ENCLOSURES check all thata v t

E] Fee Transmittal Form C] Drawing(s) C] After Allowance Communication to TC

. . [:1 Appeal Communication to Boardp
D Licensmg-reiated apers of Appeals and Interferences

E] Appeal Communication to TC
(Appeal Notlce, Brief, Reply Brief)

  
  
 

Application Number

 TRANSMITTAL

FORM
Filing Date

First Named Inventor

Art Unit

 

 

  

 
 

 
 

  

  

  

 

 
 

I] Fee Attached

 [I Amendment/ Reply I] Petition  

  
 

 

E] Petition to Convert to a
Provisional Application

D Power of Attomey. Revocation
Change of Correspondence Address

 D After Final [:1 Proprietary Information

 
 

 

   
 

E] Affidavits/declaration(s) E] Status Letter

E] Terminal Disclaimer  

 
 

 

  
  
  
 
  

[I Other Enclosure(s)
(pleese identify below): D Extension of Time Request

 
 

 
 

 

C] Request for Refund

[3 CD. Number of CD(s)

El Landscape Table on CD

E] Reply to Missing Parts
under 37 CFR1.52 or 1.53

SIGNATURE OF APPLICANT, ATTORNEY, OR AGENT

/

mm»
CERTIFICATE OF TRANSMISSION/MAILING

I hereby certify that this correspondence is being facsimile transmitted to the USPTO or deposited with the United States Postal
Service with sufficient postage as first class mail in an envelope addressed to: Commissioner for Patents, PO. Box 1450.
Alexandria. VA 22313-1450 u the ate shown below.

 
 

C] Express Abandonment Request

 
 

 E Information Disclosure Statement

 

  
  

 

E] Certified Copy of Priority
Document(s)

D Reply to Missing Parts/
Incomplete Application

 

 
 

  

Signature

Typed or printed name

This collection of information is required by 37 CFR 1.5. The infomiation Is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to 12 minutes to complete, including
gathering, preparing. and submitting the completed application form to the USPTO. Trme will vary depending upon the individual case. Any comments on the
amount of time y0u require to complete this form and/or suggestions for reducing this burden. should be sent to the Chief Information Officer, US. Patent and
Trademark Office, US Department of Commerce, PO Box 1450, Alexandria, VA 22313—1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commlealonar for Patents. PO. Box 1450, Alexandria. VA 2231 3-1450.

Ifyou need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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Docket No. 10012-702501 
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application: 10/972,287

InventorsAmr salahmh Confirmation No.: 7706

Filed: October 21, 2004

Title: LEAFLET ENGAGEMENT ELEMENTS

AND METHODS FOR USE THEREOF Group Art Unit 3738

Examiner: William H. Matthews

 

Commissioner for Patents

P.O. Box 1450

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATEMENT UNDER 37 CFR§ 1.97 & § 1.98

Sir:

In accordance with 37 CFR § 1.97-1.98, applicants hereby submit an Information Disclosure

Statement, including attached forms(s) PTO/SB/08. A copy of each reference is being submitted herewith,

along with a concise explanation in English for those publications in a foreign language.

Applicants respectfully request that the listed information be considered by the Examiner and be
made of record in the above-identified application. Applicants further request that the Examiner initial and

return a copy of the attached form(s) PTO/SB/08 in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the

information provided herewith, and/or to prove that this information may not be prior art, and /or to prove
that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the information

cited in the statement is, or is considered to be, prior art or material to patentability as defined in 37 CFR
§1.56.
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Docket No. 10012-702501

FILING OF INFORMATION DISCLOSURE STATEMENT

E 37 CFR §1.97(b)

This statement is being submitted under 37 CFR §1.97(b) because the IDS is being filed:
El 1). Within 3 months of the application filing date and is other than a continued prosecution
application under § 1.53(d),

El 2). Within 3 months of entry of a national stage as set forth in § 1.491,
E 3). Before the mail date of a first Office Action on the merits,

E] 4). Before the mailing of a first Office Action afier filing a request for continued examination
under § 1.114.

E] 37 CFR § 1.97(c)
This statement is being filed after the latest of:

E] 1). Three months beyond the filing date of a national application,
E] 2). Three months beyond the date of entry of the national stage as set forth in § 1.491 in an
international application, '
El 3). The mailing date of a first Oflice Action on the merits, but before the mailing date of the
earlier of a final Ofiice Action under § 1.113 or a Notice of Allowance under § 1.311, and then
either:

[:1 A). A fee of $ 180.00 as set forth in § 1.17(p) is authorized below, enclosed, or

included with the payment of other papers filed together with this statement

[I B). A certification as specified in § 1.97(e) is provided below; thus no fee is
required.

[I 37 CFR § 1.97(d)
This statement is being filed after the mailing date of the earlier of a Final Ofiice action or a Notice of

Allowance under § 1.311, but before payment of the issue fee, and then:

A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or payment is

included with other papers filed together with this statement
--AND--

B). A certification as specified in § 1.97(e) is included below.

CONTENT OF INFORMATION DISCLOSURE STATEMENT UNDER

37 CFR§ 1.98

X 37 CFR §1.98 (a)(2)(ii) US. patents or patent application publication(s) cited
E 1). Since not requested by the Office, US. patents and US. patent application publications
are not included.

[:I 2). At the request of the Office, a copy of the following US. patent or patent application
publication is attached:

37 CFR §1.98 (a)(2)(iii) Pending unpublished U.S. applications cited
A copy of each application specification including the claim(s)s, and any drawing of the

application, or that portion of the application that caused it to be listed, including any claims directed to that
portion, is attached.

[:I 37 CFR §1.98 (a)(2)(iii) English language publication (other than US. patents, patent
applications, or pending unpublished applications) cited

A legible copy of each publication or that portion which caused it to be listed is attached.

[:1 37 CFR §1.98 (a)(2)(i) Foreign patent(s) in English cited

A legible copy of each foreign patent is attached.
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Docket No. 10012-702501

[:I 37 CFR §1.98 (a)(2)(i), (a)(3)(i-ii) Foreign patent(s) or other foreign documents not in English
cited

E] 1). A legible copy of each foreign patent, each publication or that portion which caused it to
be listed, is attached,

-AND—

E] 2a). A concise explanation of the relevance, as it is presently understood by the individual

designated in § 1.56 (c) most knowledgeable about the content of the information, of each patent,

publication, or other information listed that is not in the English language is provided
herewith:

_OR_

I] 2b). A copy of the translation of a written English-language translation, or portion thereof, is
readily available and is attached.

STATEMENT UNDER 37 CFR § 1.971e}

B Each item of information contained in the information disclosure statement was first cited in any
communication from a foreign patent ofiice in a counterpart foreign application not more than three months

prior to the filing of the information disclosure statement.

I] No item of information contained in the information disclosure statement was cited in a
communication fi'om a foreign patent oflice in a counterpart foreign application, and to the lcnowledge of

the person signing the certification after making reasonable inquiry, no item of information contained in the
information disclosure statement was known to any individual designated in § 1.56(c) more than three

months prior to the filing of the information disclosure statement.

FEE AUTHORIZATION

E The Commissioner is hereby authorized to charge the above-referenced fees of $000 and charge

any additional fees or credit any overpayment associated with this communication to Deposit Account No.
50—4050.

Respectfully Submitted,

ts! 0 7%Dated: 3 k a? By:
Shay Law Group Thomas Zlogar Reg. # 55760
2755 Campus Drive, Suite 210
San Mateo, CA 94403

(650) 212-1700
Customer No. 66854
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FTO/SBIOBA (09416)
Approved for use through 03/31/2007. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Complete if Known

10/972,287

October 21, 2004
Amr Salahieh

 
  
 
 

Application Number

Filing Date
First Named inventor INFORMATION DISCLOSURE

 

  
 

 

 

 

STATEM ENT BY APPLICANT Art Unit 3733
(use as many “"99” as necessa’y) Examiner Name William H. Matthews

Attorney DOCKGI Number 0012-702-501 

   
U. S. PATENT DOCUMENTS

Cite Document Number Publication Date Name of Patentee or Pages. Columns. Lines. Where
No.1 MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant-— Appear

2004/m 53094-A1
zoos/01 07822-A1

1 1/29/2005 M

S.

S.

S.

S.

s.

5' —  

Examiner
lnltials'  

 

 

 
  

C

CCC

CCCCs.

s.

5.

US-

CC

(4) N

C

 

 
 

  
 

 

   
 
 

 FOREIGN PATENT DOCUMENTS

   
 
 

 
  

 
Examiner Cite Foreign Patent Document Publication Name of Patentee or Pages. Columns. Lines.
Initiais‘ .‘ Date Applicant of Cited Document Where Relevant Passages

MM-DD-YYYY Or Relevant Figures Appear
Coun Code’Number‘Kind Codes ifknown

IIIIIIE Iiliiilin 
Examiner Date
Signature Considered

E MINER: Initial i re erence considered, whether Or not citation is in con crmance wrth PEP 609. Draw line throug citation i not In con orrnance and not
considered. Include copy of this form with next communication to applicant. ‘Applint's unique citation designation number (optional). ZSee Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). ‘ For
Japanese patent documents. the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by
the appropriate symbols as indited on the document under WIPO Standard ST.16 if possible. °Applicant is to place a check mark here it English languageTranslation is attached.

This collection of information is required by 37 CFR 1.97 and 1.98. The information Is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is govemed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
Including gathering. preparing. and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent
and Trademark Office. PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commiaaloner for Patents, P.O. Box 1450. Alexandria. VA 22313-1450.

if you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.
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PTO/SB/083 (OS-06)
Approved for use through 03/31/2007. OMB 0651-0031

US. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
: ulred to has nd to e collection of lnfomtetion unless It contelns a valid OMB control number.

Comp/ate if Known

Under the Pe erwork Reduction Act of 1995 no

 
Substitute for form 1449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

(Use as many shoes as necessary)

the item (book, magazine, journal, sen'al, symposium, catalog, etc.), date, page(s), volume-issue
' ' where - ublished.

SALAHIEH, et al., u.s. Patent App. 11/531,980, “Extemally expandable heart valve I

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of T

anchor and method,” filed 09/14/2006 SLG Ref 10012-703.301(formerly 30207-703301)

SALAHIEH, et al., US. Patent 11/532,019, “Methods and apparatus for endovascularly

replacing heart valve,” filed 09/14/2006 SLG Ref 10012-703.302(formerly 30207-703302)

 
Examiner Date

Signature Considered
“EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this fom't with next communication to applicant.
1 Applicant's unique citation designation number (optional). 2 Applicant Is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is govemed by 35 U.S.C. 122 and 37 CFR 1.14. This collection Is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and
Trademark Office, PO Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing the form, call 1-800—PTO-9199 (1-800-786—9199) and select option 2.
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, v PTO/SBl21 (0904) $93
Approved for use through 07/31/2006. OMB 0651 -0031

U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE
Underthe Paperwork Redudion Ad of 1995, m persons are required to respond to a collection of information unless itdisplays a valid OMB control number.

m
ENCLOSURES check all that a u I

[I Drawing(s)

 
 

 

 
 

 
 

 

  

 
 

 

 

 

  

 
 

TRANSMITTAL

FORM

 

 

 

 
  
 

 

 
 

El After Allowance Communication to TC

El Appeal Communication to Board
of Appeals and Interferences

El Appeal Communication to TC
(Appeal Notice, Brlef, Reply Brlef)

El Fee Transmittal Form

C] Fee Attached El Licensing-related Papers

 D Amendment/ Reply D Petltlon  

       
El Petition to Convert to a

Provisional Application

El Power of Attorney, Revocation
Change of Correspondence Address

D After Final [:I Proprietary Information

  
 

El Affidavits/declaration(s) I] Status Letter
 

 
E] Terminal Disclaimer  
 
 
 

 

 X Other Enclosure(s)
El Extensron of Time Request (please identify below):
 

 
 

D Request for Refund POStcard

El CD, Number of CD(s)

I] Landscape Table on CD

 El Express Abandonment Request

 
 

   
  

 

  
 
 

 E Information Disclosure Statement

E] Certified Copy of Priority
Document(s)

El Reply to Missing Parts/
Incomplete Application

D Reply to Missing Parts
under 37 CFR1.52 or 1.53

 I hereby certify that this correspondence is being facsimile transmitted to the USPTO or deposited with the United States Postal
Service with sufficient postage as first class mail in an envelope addressed to: Commissioner for Patents, PO. Box 1450,

1450 on A e dat shown below.

I!19..
ammufimfi-

'
This collection of information Is required by 37 CFR 1.5. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 end 37 CFR 1.11 and 1.14. This collection is estimated to 12 minutes to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reduclng this burden, should be sent to the Chief lnfonnation Officer, U.S. Patent and
Trademark Office. U.S. Department of Commerce, PO Box 1450, Alexandria. VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commlssloner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

  
 

Signature

 . Typed or printed name

Ifyou need assistance In completing the form, cell 1-800-PTO-9199 and select option 2.
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Docket No. 10012-702501

    
 ‘EA\ ’1

 
 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application: 10/972,287

Inventors:Amr Salahieh

Filed: October 21, 2004

Title: LEAFLET ENGAGEMENT ELEMENTS

AND METHODS FOR USE THEREOF Group Art Unit 3738

Confirmation No.: 7706

Examiner: William H. Matthews

 

Commissioner for Patents

PO. Box 1450

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATEMENT UNDER 37 CFR § 1.97 & § 1.98

Sir:

In accordance with 37 CFR § 1.97-1.98, applicants hereby submit an Information Disclosure

Statement, including attached forms(s) PTO/SB/08. A copy of each reference is being submitted herewith,

along with a concise explanation in English for those publications in a foreign language.
Applicants respectfully request that the listed information be considered by the Examiner and be

made of record in the above-identified application. Applicants further request that the Examiner initial and
return a copy of the attached form(s) PTO/SB/O8 in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the

information provided herewith, and/or to prove that this information may not be prior art, and /or to prove

that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the information

cited in the statement is, or is considered to be, prior art or material to patentability as defined in 37 CFR
§1.56.
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FILING OF INFORMATION DISCLOSURE STATEMENT

E 37 CFR §1.97(b)
This statement is being submitted under 37 CFR §1.97(b) because the IDS is being filed:

E] 1). Within 3 months of the application filing date and is other than a continued prosecution
application under § 1.53(d),

I] 2). Within 3 months of entry of a national stage as set forth in § 1.49] ,
X 3). Before the mail date of a first Office Action on the merits,
I] 4). Before the mailing of a first Office Action after filing a request for continued examination
under § 1.114.

E] 37 CFR§ 1.97(c)
This statement is being filed after the latest of:

I] 1). Three months beyond the filing date of a national application,
I] 2). Three months beyond the date of entry of the national stage as set forth in § 1.491 in an
international application,

[I 3). The mailing date of a first Office Action on the merits, but before the mailing date of the
earlier of a final Office Action under § 1.] 13 or a Notice of Allowance under § 1.311, and then
either:

D A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or
included with the payment of other papers filed together with this statement

I] B). A certification as specified in § 1.97(e) is provided below; thus no fee is
required.

I] 37 CFR § 1.97(d)

This statement is being filed after the mailing date of the earlier of a Final Office action or a Notice of

Allowance under § 1.31 l, but before payment of the issue fee, and then:

A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or payment is
included with other papers filed together with this statement

--AND-—

B). A certification as specified in § 1.97(e) is included below.

CONTENT OF INFORMATION DISCLOSURE STATEMENT UNDER

37 CFR 1.98

[I 37 CFR §1.98 (a)(2)(ii) U.S. patents or patent application publication(s) cited
I] 1). Since not requested by the Office, U.S. patents and U.S. patent application publications
are not included.

I] 2). At the request of the Office, a copy of the following U.S. patent or patent application
publication is attached:

X 37 CFR §1.98 (a)(2)(iii) Pending unpublished U.S. applications cited
A copy of each application specification including the claim(s)s, and any drawing of the

application, or that portion of the application that caused it to be listed, including any claims directed to that
portion, is attached.

El 37 CFR §1.98 (a)(2)(iii) English language publication (other than U.S. patents, patent
applications, or pending unpublished applications) cited

A legible copy of each publication or that portion which caused it to be listed is attached.

[I 37 CFR §1.98 (a)(2)(i) Foreign patent(s) in English cited
A legible copy of each foreign patent is attached.
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I] 37 CFR §1.98 (a)(2)(i), (a)(3)(i-ii) Foreign patent(s) or other foreign documents not in English
cited

I] 1). A legible copy of each foreign patent, each publication or that portion which caused it to
be listed, is attached,

"AND"

[I 2a). A concise explanation of the relevance, as it is presently understood by the individual
designated in § 1.56 (c) most knowledgeable about the content of the information, of each patent,
publication, or other information listed that is not in the English language is provided
herewith:

-_0R.-

E] 2b). A copy of the translation of a written English-language translation, or portion thereof, is
readily available and is attached.

STATEMENT UNDER 37 CFR § 1.971e)

E] Each item of information contained in the information disclosure statement was first cited in any
communication from a foreign patent office in a counterpart foreign application not more than three months

prior to the filing of the information disclosure statement.

D No item of information contained in the information disclosure statement was cited in a
communication from a foreign patent office in a counterpart foreign application, and to the knowledge of

the person signing the certification after making reasonable inquiry, no item of information contained in the

information disclosure statement was known to any individual designated in § l.56(c) more than three

months prior to the filing of the information disclosure statement. '

FEE AUTHORIZATION

X The Commissioner is hereby authorized to charge the above-referenced fees of $00.0 and charge
any additional fees or credit any overpayment associated with this communication to Deposit Account No.
50-4050.

Respectfully Submitted,

i ,0 %Dated: T .2. By:
Shay Law Group Thomas Zlogar Reg. # 55760

2755 Campus Drive, Suite 210
San Mateo, CA 94403

(650) 212-1700
Customer No. 66854
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PTO/SB/OBB (04-07)
Approved for use through 09/30/2007. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
ulred to res o nd to a collection of information unless it contains a valid OMB control number.

Complete If Known

Amr Sa'ahieh
3738

William H. Matthews
W10012-702501

NON PATENT LITERATURE DOCUMENTS

Examiner ' Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of
lnitials' . the item (book, magazine, journal, serial, symposium, catalog, etc), date. page(s). volume-issue

ublisher, cit and/or count where ublished.

Haug, et al; U.S. Pat App. # 11/716,123, entitled "Methods and apparatus for endovascularly
replacing a heart valve," filed 3/9/2007 (SLG #10012-701.301).

ersons are re

   
 

 
 

  
 

 

 

 

 
 

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

 
 

 

  (Use as many sheets as necessary)

 
SALAHIEH, et al; U.S. Pat App. # 11/706,549, entitled "Systems and Methods for Delivering a
Medical Implant," filed 2/14/2007 (SLG #10012-732201).

Salahieh, et al; U.S. Pat App. # 11/732,906 entitled "Assessing the location and performance of
replacement heart valves," filed 4/4/2007 (SLG #10012-702.505).

Examiner Date

Signature Considered
“EXAMINER: Initial it reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance end not
considered. Include copy of this form with next communication to applicant.
1 Applicant's unique citation designation number (optional). 2 Applicant is to place a check mark here If English language Translation is attached.
This collection of information is required by 37 CFR 1.98. The informetlon is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is govemed by 35 U.S.C. 122 end 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. 00 NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.
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07/12/2005 THU 30:24 'pr 16502127562 I RECEIVED °°U°°5
' WFMCENTER

JUL 112 2007

‘ PTO/SW21 (04-07)
Approved for use through 0913012037. OMB 0851-0031

I U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCEI;I It In.“ I: n a nu IIII‘ "'|-'-: ~ I; IIlI- 'l I I II-

APP“°°“°" N mm
“mm
First Named Inventor Amr Semen '
Art Unit 3738
Examiner Name

nuance alter/nmamn - —M“ '“E' ‘5' W'LL'AM H
Attorney Docket Number _

mmme

ENCLOSURES

 
 

 

 

 

 

  
 
 TRANSMITTAL
 

 

 

 
 

 

 

(Check all that apply) 
 

 
 

 
After Allowance Communication to T0

  
 

 

[3 Fee Transmittal Form

D Fee Attached

[:1 Amendment/Reply
E] Alter Finel-

D AfildaviteldecleralloMs)

Drewlng(s)

Appeal Communication to Board
of Appeals and lnterlerencee Licensing-related Papers

 

 
 
 

Appeel Communication to TC(Appeal Notice, Brief, Reply Brien 
Petition
Petition to Convert to a
Provisional Application
Power of Attorney. Revocation

 
 

 

 
 

 
 

 
 
 
 

 

Proprietary lnionnetion

 
  

 
 

   
 

DDDDDD
Change of Correspondence Address Stems Letter

. . . Other Endosurels) (please Identity

Extension ofTime Request Tammi“ IDISC'a'me' . below):

 
Request for Refund

CD. Number of CD(s)

|:I Landscape Table on CD

Express Abandonment Request

 

DDDDDDDD
EDD Information Disclosure Statement

  
  
  

 
 

  
  
 
  

 

 

 Certified Copy of Priority
Document(s)

Reply to Missing Parts!
Incomplete Application

Reply to Missing Parts
under 37 CFR 1.52 or 1.53

DD

 SIGNATURE OF APPLICANT,-ATTORNEY, OR AGENT .
Firm Name .-

Shaw Law Group LLP '

smo -

CERTIFICATE OF TRANSMISSION/MAILING 
 I hereby certify that this conespondenoe-Is being facsimile transmitted to the USPTO or deposited with the United States Postal Service with

sufficient postage as first class mail in an envelope addressed lo: Commissioner for Pelents,_P.O. Box 1450, Alexand ria. VA 22313-1450 on
the date shown below: . | i

WWWI n . A A .4 I .l a 4.4 1..

Typed or printed name Alisa“ Wise ‘ _
This collection of Information is required by 37 CFR 1.6. The information is required to obtain or retain a beth by the public which Is to tile (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and1.14. This collection is estimated to 2 hours to complete, Including
gathering. preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the Individual case. Any comments on the
amount of time you require to complete this form endlor suggestions for reducing this burden, should be sent to the Chler Information Officer, u.s. Patent and
Trademark Office, us. Department of Commerce, P.0. Box 1450. Alexandria. VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS

ADDRESS. SEND To: Commiseloner for Patents. P.O. Box 1450, Alexandria. VA 22313-1450.

 

  

If you need assistance in completing the form, cell 1-800-PTO-9199 and select option 2.
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07/12/200‘1 THU 10:25 'nx >16502127562

Docket No.10012—702.501

Ih ' tha thisco ndenoeisbein - '
goEEZt-gtfige; Patent%mOfiicso at Fax No. ' $185?

JUL 12 2007 
IN THE UNITED STATES PATENT AND TRADEMARK OFFIQE

In re Application: 10/972,287

Inventors: Amr Salahieh

Filed: October 21, 2004

Title: LEAFLET ENGAGEMENT ELEMENTS
AND METHODS FOR USE THEREOF

Confirmation No.: 7706 '

Examiner: MATTHEWS, WILLIAM H

Group Art Unit: 3738

 

Commissioner for Patents

P.0. Box 1450 -

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATENIENT UNDER 37 CFR § 1.97 & § 1.98

Sir:

- In accordance with 37 CFR § 1.97-1.98, applicants hereby submit an Information Disclosure
Statement, including attached forms(s) PTO/SB/08 . A copy ofeach reference is being submitted herewith,
along with a concise explanation in English for those publications in a foreign language.

Applicants respectfully request that the listed information be considered by the Examiner and be
made of record in the above-identified application. Applicants further request that the Examiner and
return a copy ofthe attached form(s) PTO/SB/08 in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the
information provided herewith, and/or to prove that this information may not be prior art, and /or to prove
that this information may not be enabling for the teachings purportedly offered.

_ This statement is not intended to represent that a search has been made or that the information
cited in the statement is, or is considered to be, prior art or material to patentability as defined in 37 CFR
§1.56. _
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Docket No.10012-702.501

FILING OF INFORMATION DISCLOSURE STATEMENT 

it 37 CFR §1.97(b) '
This statement is being submitted under 37 CFR §1.9’7(b) because the IDS is being filed:

E] 1). Within 3 months of the application filing date and is other than a continued prosecution
application under § 1.53(d), or
E] 2). Within 3 months ofentry of a national stage as set forth in § 1.491, or
E 3). Before the mail date ofa first Office Action on the merits, or
[I 4). Before the mailing of a first Ofiice Action alter filing a request for continued examination
under § 1.] I4.

[I 37 CFR § 1.9m)
This statement is being filed after the latest of:

[:I 1). Three months beyond the filing date of a national application, or
E] 2). Three months beyond the date of entry of the national stage as set forth in § 1.491 in an
international application, or

E] 3). The mailing date of a first Office Action on the merits, but before the mailing date of the
earlier of a final Office Action under § 1.113 or a Notice of Allowance under § 1.311, and then
either. - ' -

D A). A fee of $180.00 as set forth in § l.l7(p) is authorized below, enclosed, or
included with the payment of other papers filed together with this statement. or
D B). - A certification as specified in § l.97(e) is provided below; thus no fee is
required. '

D 37 CFR § 1.97(d)
This statement is being filed after the mailing date of a Final Office action, a Notice ofAllowance under §
1.311, or an action that otherwise closes prosecution, but on or before payment of the issue fee, and then:

A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or payment is
included with other papers filed together with this statement

' —AND—

B). A certification as specified in § 1.97(e) is included below.

- CONTENT OF INFORMATION DISCLOSURE STATEMENT UNDER

37 CFR § 1.98

X 3’7 CFR §1.98 (a)(2)(ii), U.S. patents or patent application publication(s) cited
1). Since not requested by the Office, U.S. patents and U.S. patent application publications

are not included. -

[:I 2). At the request of the Office, a copy of the following U.S. patent or patent application
publication is attached: '

 

D 37 CFR §l.98 (a)(2)(ill) and (d), Pending unpublished U.S. applications cited
1). A copy of each application specification including the c1aim(s)s, and any drawing of the

application. or that portion of the application that caused it to be listed, including any claims directed to that
portion, is attached.

E] 2). A copy ofeach application specification is not submitted because the specification was
previously submitted in the IDS of the following, earlier filed application relied on for an earlier
effective filing date:

[3 - 37 CFR §l.98 (a)(2)(iii) and ((1), English language publication (other than U.S. patents, patent
applications, or pending unpublished applications) clted

I] 1). A legible copy of each publication or that portion which caused it to be listed is attached.
_ 2). A copy of each publication or that portion which caused it to be listed is not submitted
because the publication was previously submitted in the IDS ofthe following, earlier filed
application relied on for an earlier effective filing date:
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E] 37 CFR §1.98 (a)(2)(i) and (d), Foreign patent(s) in English cited
U 1). A legible copy of each foreign patent is attached.
[1- 2). A copy'ofeach foreign patent is not submitted because the publication was previously
submitted in the IDS of the following, earlier filed application relied on for an earlier eficctive
filing date:

D 37 CFR §1.98 (a)(2)(i), (a)(3)(i-ii) and MPEP 609(3), Forelgn patent(s) or other foreign
documents not in English cited. Either: -
El 1). A legible copy ofeach foreign patent, each publication or that portion which caused it to
be listed, is attached "AND—

[I 2a). A concise explanation of the relevance, as it is presently understood by the individual
. designated in § 1.56 (c) most knowledgeable about the content of the information, ofeach patent,
publication, or other information listed that is not in the English language is provided

- herewith:
' . ~ —0R—

Cl 2b). A copy of a written, English-language translation or portion thereof is
readily available and attached,

"011.-

I:] 2c). An English language copy of a foreign search report is submitted.
_ .0R..

I: 3). A copy ofeach foreign patent is not submitted because the publication was previously
submitted in the IDS of the following, earlier filed application relied on for an earlier effective
filing date: . '

STATEMENT UNDER 37 CFR § 1.9716}

' B Each item of information contained in the information disclosure statement was first cited in any
communication from a foreign patent office in a counterpart foreign application not more than three months
prior to the filing of the information disclosure statement.

I: No item of information contained in the information disclosure statement was cited in a
communication from a foreign patent oflice in a counterpart foreign application, and to the knowledge of
the person signing the certification after making reasonable inquiry, no item of information contained in the
information disclosure statement was known to any individual designated in § 156(0) more than three

months prior to the filing ofthe information disclosure statement.

FEE AUTHORIZATION

The Commissioner is hereby authorized to charge the above-referenced fees of $0.00 and charge

any additional fees or credit'any overpayment associated with this connmmication to Deposit Account No.50-4050.

Respecfl'ully Submitted,

9/ z,[a - j:Dated: /{ 1)— By:
Shay Law Group . ' Thomas Zlogar Reg. # 55760
2755 Campus Drive, Suite 210
San Mateo, CA 94403
(650) 212-1700
Customer No. 66854
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07/12/2007 THU 1022i; ’mx 15502127552

GENTRAL ax CENTER

JUL 12 2007-
' PTO/SB/O8A(D4-07)

Approved for use through 0930/2007. OMB 0651-0031
U.S. Patent end Trademark Oli‘ice; U.S. DEPARTMENT OF COMMERCE

:4 A.u . . g . onoflnfonnatioti un :-:»: Li (I y um I mber.

v Complete IfKn

10/972 287
October 21 2004

Amr Salahieh
3738vy. - ‘rr

 

 
 

 
 

 

 
 
 

 
 

  

Substitute for form 1449/PTO

 

  

  

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
(Use on menysheat: a: accuser” 5.g r?3a '4 I

  
 U. S. PATENT DOCUMENTS

Examiner Document Number Publication Date Name of Patentae or Pages. Columns, Lhes, Where
Inltlele' MM-DD-WW Applicant OI Cited Document RDIOVEHI Passages OI‘ Relevant.W . mm,

m “3' us 5.824.041 A 10/20/1998
376 “9* useeeaeea came/zoos-

 

 
 

 
 

-CCC
CCCC

     

   

 

 9 i_ L‘ PATENT DOCU 1
Examiner Cite Foreth Potent Document Publication Name of Patentee or Pages. Columns. Lima.

No.‘ Date Applicant of Cited Document Whore Relevant Passages

Count Code‘Number‘Wnd Code' Ilknown . .
 

   
Examiner Date
Signature Considered

"" ‘ : "—71 re erence cons - a d. whether or not utetron re In con ormance ‘ PEP 609. Drew ilne throug c tron I not In con ormance on n
considered. Include copy of this form with next communication to applicant. ‘Appiicant'e unique citation designation number (optional). ’See Kind: Code: or
USPTO Patent Documents at or MPEP 901.04. ' Enter Oflice that issued the document. by the Mo-ietter code (WIPO funded $7.3). ‘ For
Japanese patent documents, the indication or the year 01 the reign of the Emperor must precede thg eeriel number of the patent document. Kind of dowment bythe appropriate symbols as Indicated on the document under WIPO Standard STAB If possible. Applicant is to place e check mark here it English languageTranslation I! attached. .
This collection otlntormation le required by 37 CFR 1.97 and 1.98. The lniormatlon Is required to obtain or retain a benefit by the public which Is to tile (end by the
USPTO to process) an application. Confidentiality 1e governed by 35 U.S.C. 122 end 37 CFR 1.14. This collection le estimated to take 2 hours to complete.
Excluding gathering. preparing. and eubmitiing the completed application form to the USPTO. Time will vary depending upon the Individual case. Any commenta
on the amount of time you require to complete this form end/or suggestions for reducing this burden. shouldbe sent to the Chlei Information omcer. u,s. Patent
and Trademark Ottlco, P.O. Box 1450, Alexandria. VA 22318—1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. 8END
“TO: Commissioner for Patents. PD. Box 1450. Alexandria, VA 22313-14150.

I!you need asslstence in completing the form. cell 1-800-PTO-9199 (1-800-786-9199) and select option 2.
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PTO/SBI21 (04-07)
Approved for use through 09/30/2007. OMB 0651-0031

pplitin Number 10/972 237

Filing Date October 21. 2004

First Named Inventor Am, Salahieh

  

 
 

 
  

 

TRANSMITTAL

FORM

 
 

  (to be used for all correspondence after initial filing)

 
 

 
  
 

  
 

 

D After Allowance Communication to TCFee Transmittal Form

l:l Fee Attached

I:I Amendment/Reply
D After Final

I:I Affidavits/declaration(s)

Drawing(s)

  D Appeal Communication to Boardl—lcensmg'l’ela“3d Papers of Appeals and Interferences 

  Appeal Communication to TC
Petition (Appeal Notlce, Brlet, Reply Brlef)
Petition to Convert to a -

Provisional Application
Powerof Attorney,- Revocation
Change of Correspondence Address

   
 

Proprietary Information

   
 

Status Letter

Other Enclosure(s) (please Identifybelow):
Postca rd

 
   Extension of Time Request Terminal Disclaimer 
 

  

 
 

Request for Refund 
 

Express Abandonment Request

DECIDEDDD
EDD

Information Disclosure Statement CD, Number Of CDlS) 
 

 
El Landscape Table On CD
 
 

 

Certified Copy of Priority
Document(s)
 

 DD Reply to Missing Parts/
Incomplete Application

Reply to Missing Parts
under 37 CFR 1.52 or 1.53

SIGNATURE OF APPLICANT, ATTORNEY, OR AGENT
Firm Name

Shay Glenn LLP

Printed name

 

 
  
  
  Thomas Zlogar

urinal;

CERTIFICATE OF TRANSMISSION/MAILING

I hereby certify that this correspOndence is being facsimile transmitted to the USPTO or deposited with the United States Postal Service with
sufficient postage as first class mail in an envelope addressed to: Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450 0n
the date shown below: ,

l_V l_ A l A A A .4

  

This collection of information is required by 37 CFR 1.5. The infonhation is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1,11 and1.14. This collection is estimated to 2 hours to complete, including
gathering, preparing. and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this fonh and/or suggestions for reducing this burden. should be sent to the Chief lnfonhation Officer, US. Patent and
Trademark Office, US. Department of Commerce, PO, Box 1450, Alexandria, VA 223134450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND To: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800—PTO—9 199 and select option 2.
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Attorney Docket No.:10012-702.501

CERTIFICATE OF MAILING UNDER 37 CFR 1.8

  

  
I hereby certify tha1 this correspondence is being deposited with the
United States Postal Service with sufficient postage as first class mail in
an envelope addressed to: MailStop Amendment, Commissioner for
Patents, PO. Box 1450, Alexandria, VA 22313-1450, on

 

  
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Appl. No.: 10/972,287 Confirmation No.: 7706

Applicant(s): Amr Salahieh

Filed: October 21, 2004

Art Unit: 3774

Examiner: MATTHEWS, WILLIAM H

Title: LEAFLET ENGAGEMENT ELEMENTS AND METHODS FOR USE

THEREOF

Customer No.: 66854

Commissioner for Patents

P.O. Box 1450

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATEMENT UNDER

37 CFR § 1.97 & § 1.98
Sir:

In accordance with 37 CFR § 1.97—1.98, applicants hereby submit an Information Disclosure

Statement, including attached forms(s) PTO/SB/08. A copy of each reference is being submitted herewith,

along with a concise explanation in English for those publications in a foreign language.
Applicants respectfully request that the listed information be considered by the Examiner and be

made of record in the above-identified application. Applicants further request that the Examiner initial and

return a copy of the attached form(s) PTO/SB/O8 in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the
information provided herewith, and/or to prove that this information may not be prior art, and /or to prove

that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the information

cited in the statement is, or is considered to be, prior art or material to patentability as defined in 37 CFR
§1.56.
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Attorney Docket No.:10012-702.501

FILING OF INFORMATION DISCLOSURE STATEMENT

E 37 CFR §1.97(b)

This statement is being submitted under 37 CFR §1.97(b) because the IDS is being filed:
|:] 1). Within 3 months of the application filing date and is other than a continued prosecution
application under § l.53(d), or

E] 2). Within 3 months of entry of a national stage as set forth in § 1.491, or
X] 3). Before the mail date of a first Office Action on the merits, or
I:] 4). Before the mailing of a first Office Action after filing a request for continued examination
under§ 1.114.

I] 37 CFR§ 1.97(e)
This statement is being filed after the latest of:

D 1). Three months beyond the filing date of a national application, or
E] 2). Three months beyond the date of entry of the national stage as set forth in § 1.491 in an
international application, or

E] 3). The mailing date of a first Office Action on the merits, but before the mailing date of the
earlier of a final Office Action under § 1.113 or a Notice of Allowance under § 1.311, and then
either:

E] A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or
included with the payment of other papers filed together with this statement. or

[I B). A certification as specified in § 1.97(e) is provided below; thus no fee is
required.

[:1 37 CFR§ 1.97(d)

This statement is being filed after the mailing date of a Final Office action, a Notice of Allowance under §
1.31 1, or an action that otherwise closes prosecution, but on or before payment of the issue fee, and then:

A). A fee of $1 80.00 as set forth in § 1.17(p) is authorized below, enclosed, or payment is
included with other papers filed together with this statement

“AND”

B). A certification as specified in § 1.97(e) is included below.

CONTENT OF INFORMATION DISCLOSURE STATEMENT UNDER

37 CFR § 1.98

37 CFR §1.98 (a)(2)(ii), U.S. patents or patent application publication(s) cited
X 1). Since not requested by the Office, U.S. patents and U.S. patent application publications
are not included.

E] 2). At the request of the Office, a copy of the following U.S. patent or patent application
publication is attached:

E] 37 CFR §1.98 (a)(2)(iii) and (d), Pending unpublished U.S. applications cited
E] 1). A copy of each application specification including the claim(s)s, and any drawing of‘the

application, or that portion of the application that caused it to be listed, including any claims directed to that
portion, is attached.

[:l 2). A copy of each application specification is not submitted because the specification was
previously submitted in the IDS of the following, earlier filcd application relied on for an earlier

effective filing date:

El 37 CFR §1.98 (a)(2)(iii) and (d), English language publication (other than U.S. patents, patent
applications, or pending unpublished applications) cited

1). A legible copy of each publication or that portion which caused it to be listed is attached.

E] 2). A copy of each publication or that portion which caused it to be listed is not submitted
because the publication was previously submitted in the IDS of the following, earlier filed

application relied on for an earlier effective filing date:
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Attorney Docket No.:10012-702.501

E 37 CFR §1.98 (a)(2)(i) and (d), Foreign patent(s) in English cited
1). A legible copy of each foreign patent or that portion which caused it to be listed is

attached. .

[:I 2). A copy of each foreign patent is not submitted because the publication was previously
submitted in the IDS of the following, earlier filed application relied on for an earlier effective
filing date:

I] 37 CFR §1.98 (a)(2)(i), (a)(3)(i-ii) and MPEP 609(B), Foreign patent(s) or other foreign
documents not in English cited. Either:

[I 1). A legible copy of each foreign patent, each publication or that portion which caused it to
be listed, is attached «AND——

E] 23). A concise explanation of the relevance, as it is presently understood by the individual
designated in § 1.56 (c) most knowledgeable about the content of the information, of each patent,

publication, or other information listed that is not in the English language is provided
herewith:

,--OR--

[:1 2b). A copy of a written, English-language translation or portion thereof is
readily available and attached,

__0R__

E] 2c). An English language copy of a foreign search report is submitted.
__0R__

I] 3). A copy of each foreign patent is not submitted because the publication was previously
submitted in the IDS of the following, earlier filed application relied on for an earlier effective
filing date:

STATEMENT UNDER 37 CFR § 1.971e1

B Each item of information contained in the information disclosure statement was first cited in any
communication from a foreign patent office in a counterpart foreign application not more than three months
prior to the filing of the information disclosure statement.

D No item of information contained in the information disclosure statement was cited in a
communication from a foreign patent office in a counterpart foreign application, and to the knowledge of
the person signing the certification after making reasonable inquiry, no item of information contained in the

information disclosure statement was known to any individual designated in § 1.56(c) more than three

months prior to the filing of the information disclosure statement.

FEE AUTHORIZATION

[Z The Commissioner is hereby authorized to charge the above—referenced fees of $0.00 and charge
any additional fees or credit any overpayment associated with this communication to Deposit Account No.
50-4050.

Respectfully Submitted,

Dated: u (\L i0 "I" By: : 5
Thomas Zlogar Reg. # 55760

Shay Glenn LLP

2755 Campus Drive, Suite 210
San Mateo, CA 94403

(650) 212-1700
Customer No. 66854
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PTO/SB/08A (04-07)
Approved for use through 09/30/2007. OMB 0651-0031

US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
erwork Reduction Act of 1995 no ersons are reuired to resend to a collection of information unless it contains a valid OMB control number.

Complete if Known

10/972,287
October 21, 2004
Amr Salahieh

3774

MATTHEWS, WILLIAM H
10012-702501

 

 

 
 

  

 
 

 
 
 

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
(Use as many sheets as necessary)

  

11 =.m.. Z s»3ma. 5<co :5 .—.o -.

  

    U. S. PATENT DOCUMENTS
Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where

MM-DD-YYYY Applicant of Cited Document Relevant Passages or RelevantNumber-Kind Code2‘“"°”'"’ — Figures Appear

377

379
vs

5.

s.

s.

_—
——

5‘ ——

 

  

 
 

Examiner Cite
lnitials'  

Ia
.0

 
 

C

CC

CC

CC
S.

S.CCC 5.

US-

C

 

 FOREIGN PATENT DOCUMENTS

Examiner Cite Publication Name of Patentee or Pages, Columns, Lines,lnitials' ,’ Date Applicant of Cited Document Where Relevant Passages

_MM-DD-YYYY Or Relevant Figures AppearCount Ccde"Number"Kind Codes ilknown

385 WO 02/0041789 A2 5/30/2002 Rex Medical, L, P.

 
 

 
 

Ililliillln
E miner Date

afure Considered

'EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 1Applicant's unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.usgto.gov or MPEP 901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). ‘ For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by
the appropriate symbols as indicated on the document under WlPO Standard ST.16 if possible. 8Applicant is to place a check mark here if English languageTranslation is attached. -

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent
and Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450, DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commlssloner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786—9199) and select option 2.
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Attorney Docket No.: 10012-702501

VIA EFS

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Appl. No.: 10/972,287 Confirmation No.: 7706

Applicant(s): Amr Salahieh

Filed: October 21, 2004

Art Unit: 3774

Examiner: MATTHEWS, WILLIAM H

Title: LEAFLET ENGAGEMENT ELEMENTS AND METHODS FOR USE

THEREOF

Customer No.: 66854

Commissioner for Patents

P.O. Box 1450

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATEMENT UNDER

37 CFR § 1.97 & § 1.98
Sir:

In accordance with 37 CFR § 1.97—1.98, applicants hereby submit an Information Disclosure

Statement, including attached forms(s) PTO/SB/OS. A copy of each reference is being submitted herewith,

along with a concise explanation in English for those publications in a foreign language.

Applicants respectfully request that the listed information be considered by the Examiner and be

made of record in the above—identified application. Applicants further request that the Examiner initial and
return a copy of the attached form(s) PTO/SB/08 in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the

information provided herewith, and/or to prove that this information may not be prior art, and /or to prove

that this information may not be enabling for the teachings purportedly offered.
This statement is not intended to represent that a search has been made or that the information

cited in the statement is, or is considered to be, prior art or material to patentability as defined in 37 CFR
§1.56.
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Attorney Docket No.: 10012-702501

FILING OF INFORMATION DISCLOSURE STATEMENT

>14 37 CFR §1.97(b) v

This statement is being submitted under 37 CFR §l .97(b) because the IDS is being filed:

[:1 1). Within 3 months of the application filing date and is other than a continued prosecution
application under § 1.53(d), or

[:1 2). Within 3 months of entry of a national stage as set forth in § 1.491, or
$ 3). Before the mail date of a first Office Action on the merits, or

[:1 4). Before the mailing of a first Office Action after filing a request for continued examination
under § 1.114.

[:1 37 CFR§ l.97(c)
This statement is being filed after the latest of:

CI 1). Three months beyond the filing date of a national application, or
E] 2). Three months beyond the date of entry of the national stage as set forth in § 1.491 in an
international application, or

Cl 3). The mailing date of a first Office Action on the merits, but before the mailing date of the
earlier of a final Office Action under § 1.113 or a Notice of Allowance under § 1.311, and then
either:

l:l A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or
included with the payment of other papers filed together with this statement. or

[:1 B). A certification as specified in § l.97(e) is provided below; thus no fee is
required.

D 37 CFR § l.97(d)
This statement is being filed after the mailing date of a Final Office action, a Notice of Allowance under §

1.311, or an action that otherwise closes prosecution, but on or before payment of the issue fee, and then:

A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or payment is
included with other papers filed together with this statement

"AND"

B). A certification as specified in § l.97(e) is included below.

CONTENT OF INFORMATION DISCLOSURE STATEMENT UNDER

37 CFR 1.98

X} 37 CFR §1.98 (a)(2)(ii), US. patents or patent application publication(s) cited
g 1). Since not requested by the Office, US. patents and US. patent application publications
are not included.

CI 2). At the request of the Office, a copy of the following U.S. patent or patent application
publication is attached:

El 37 CFR §1.98 (a)(2)(iii) and (d), Pending unpublished U.S. applications cited
El 1). A copy of each application specification including the claim(s)s, and any drawing, or that
portion of the application that caused it to be listed, is attached.

CI 2). A copy of each application specification is not submitted because the specification was
previously submitted in the IDS of the following, earlier filed application relied on for an earlier
effective filing date:

El 3). A copy of each application specification is not submitted because the application is
stored in the IFW.

[:1 37 CFR §1.98 (a)(2)(iii) and ((1), English language publication (other than US. patents, patent
applications, or pending unpublished applications) cited

1). A legible copy of each publication or that portion which caused it to be listed is attached.

[:1 2). A copy of each publication or that portion which caused it to be listed is not submitted
because the publication was previously submitted in the IDS of the following, earlier filed
application relied on for an earlier effective filing date:
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Attorney Docket No.: 10012-702501

E] 37 CFR §1.98 (a)(2)(i) and (d), Foreign patent(s) in English cited
D 1). A legible copy of each foreign patent or that portion which caused it to be listed is
attached.

D 2). A copy of each foreign patent is not submitted because the publication was previously
submitted in the IDS of the following, earlier filed application relied on for an earlier effective

filing date:

{3 37 CFR §1.98 (a)(2)(i), (a)(3)(i-ii) and MPEP 609(B), Foreign patent(s) or other foreign
documents not in English cited. Either:

D 1). A legible copy of each foreign patent, each publication or that portion which caused it to
be listed, is attached --AND—

E] 2a). A concise explanation of the relevance, as it is presently understood by the individual

designated in § 1.56 (c) most knowledgeable about the content of the information, of each patent,

publication, or other information listed that is not in the English language is provided
herewith:

__()R--

E] 2b). A copy of a written, English—language translation or portion thereof is
readily available and attached,

__0R__

D 2c). An English language copy of a foreign search report is submitted.
"OR"

E] 3). A copy of each foreign patent is not submitted because the publication was previously
submitted in the IDS of the following, earlier filed application relied on for an earlier effective

filing date:

STATEMENT UNDER 37 CFR § 1.97m

B Each item of information contained in the information disclosure statement was first cited in any
communication from a foreign patent office in a counterpart foreign application not more than three months

prior to the filing of the information disclosure statement.

D No item of information contained in the information disclosure statement was cited in a
communication from a foreign patent office in a counterpart foreign application, and to the knowledge of

the person signing the certification after making reasonable inquiry, no item of information contained in the
information disclosure statement was known to any individual designated in § 1.56(c) more than three

months prior to the filing of the information disclosure statement.

FEE AUTHORIZATION

g The Commissioner is hereby authorized to charge the above—referenced fees of $0.00 and charge

any additional fees or credit any overpayment associated with this communication to Deposit Account No.
50-4050.

Respectfully Submitted

Dated: Z/(q /o)/ By: W7
Thomas Zlogar Reg. # 55760

 

Shay Glenn LLP

2755 Campus Drive, Suite 210
San Mateo, CA 94403

(650) 212—1700
Customer No. 66854
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PTO/SB/08A (04-07)
Approved for use through 09/30/2007. OMB 0651-0031

US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
Under the Paerwork Reduction Act of 1995 no ersons are reuired to resond to a collection of information unless it contains a valid OMB control number.

Complete if Known

Examiner Name MATTHEWS, WILLIAM H

Attorney Docket Number 10012-702501

U. S. PATENT DOCUMENTS
Examiner Publication Date Name of Patentee or Pages, Columns, Lines, Where
Initials“ MM-DD—YYYY Applicant of Cited Document Relevant Passages or Relevant

Number—Kind code2 (i'knnwn) Figures Appear

US' 5,443,499 08/22/1995 |Schmitt, Peter
10/20/1998 lSpiridigliozzi et al.
05/17/2005 Macoviak, John

  

 
 
 

 

  

 

 

 

 
Substitute for form 1449/PTO

 
 
 

 

 
 
 
 

 

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
(Use as many sheets as necessary)

 

 
  

  

 

  

 

 

  

  
  

  

 

  
 

  
 
  

FOREIGN PATENT DOCUMENTS
Examiner Publication Name of Patentee or Pages, Columns, Lines,
lnitials“ Date Applicant of Cited Document Where Relevant Passages

MM—DD-YYYY Or Relevant Figures Appear 

  

 
 

 

 
Examiner Date
Signature Considered
*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ‘Applicant’s unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3 Enter Office that issued the document, by the two—letter code (WIPO Standard ST.3). " For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number ot the patent document. 5Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. 6Applicant is to place a check mark here if English languageTranslation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief lnfonnation Officer, US. Patent
and Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1 -800—PTO—9199 (1 -800-786—9199} and select option 2.
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—

Title of Invention: Leaflet engagement elements and methods for use thereof

“

Payment information:

File Listing:

Document File Size(Bytes) Multi Pages
Number /Message Digest Part/.zip (ifapp|.)

 
Document Description

225675

10012-702501.pdf 04d75087e8eb7d23017ead7561 23458d
93e20933
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Multipart Description/PDF files in .zip description

Information Disclosure Statement Letter
Information Disclosure Statement (IDS) Filed

Information:

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,

characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt
similar to a Post Card, as described in MPEP 503.

Warnings:

New Applications Under 35 U.S.C. 111
If a new application is being filed and the application includes the necessary components for a filing date (see

37 CFR 1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date

shown on this Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions

of 35 U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the

application as a national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt,
in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary

components for an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the

International Application Number and of the International Filing Date (Form PCT/RO/105) will be issued in due

course, subject to prescriptions concerning national security, and the date shown on this Acknowledgement

Receipt will establish the international filing date of the application.
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   APPLICATION NO. F ING DATE FIRST NAMED INVENTOR

10/21/200410/972,287

66854 7590

SHAY GLENN LLP
2755 CAMPUS DRIVE
SUITE 210

SAN MATEO, CA 94403

UNITED STATES PATENT AND TRADEMARK OFFICE
UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450
Alexandria1 Virginia 22313- 1450
wwwnsptogov

 
ATTORNEY DOCKET NO. CONF   {MATION NO. 

Amr Salahieh 10012—702.501 7706

03/19/2008 EXAMINER

WALKER, AMANDA H

ART UNIT PAPER NUMBER

3774

MAIL DATE DELIVERY MODE

03/19/2008 PAPER

Please find below and/or attached an Office communication concerning this application or proceeding.

The time period for reply, if any, is set in the attached communication.

PTOL—90A (Rev. 04/07)
Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 158 of 630



Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 159 of 630

 

Application No. Applicant(s)

10/972,287 SALAHIEH ET AL.

Office Action Summary Examiner Art Unit

AMANDA H. WALKER 3774 -
-- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address --

Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.
- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any
earned patent term adjustment. See 37 CFR 1.704(b).

Status

1)IXI Responsive to communication(s) filed on 21 October 2004.

2a)I:I This action is FINAL. 2b)I:I This action is non-final.

3)I:I Since this application is in condition for allowance except for formal matters, prosecution as to the merits is

closed in accordance with the practice under EX parte Quayle, 1935 CD. 11, 453 O.G. 213.

Disposition of Claims

4)IZI Claim(s) fl? is/are pending in the application.

4a) Of the above claim(s) is/are withdrawn from consideration.

5)I:I Claim(s)_ is/are allowed.

6)I:I Claim(s)_ is/are rejected.

7)I:I Claim(s) is/are objected to.

8)IXI Claim(s) fl? are subject to restriction and/or election requirement.

Application Papers

9)I:I The specification is objected to by the Examiner.

10)I:I The drawing(s) filed on is/are: a)I:I accepted or b)I:I objected to by the Examiner.

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).

11)I:I The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

12)I:I Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)—(d) or (f).

a)I:I All b)I:I Some * c)I:I None of:

Certified copies of the priority documents have been received.

Certified copies of the priority documents have been received in Application No.

Copies of the certified copies of the priority documents have been received in this National Stage

application from the International Bureau (PCT Rule 17.2(a)).

* See the attached detailed Office action for a list of the certified copies not received.

Attach ment(s)

1) D Notice of References Cited (PTO-892) 4) D Interview Summary (PTO-413)

2) D Notice of Draftsperson‘s Patent Drawing Review (PTO-948) Paper N0(S)/Ma“ Date-_
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Paper No(s)/Mail Date . 6) D Other: .

 
U.S. Patent and Trademark Office
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Application/Control Number: 10/972,287 Page 2

Art Unit: 3774

DETAILED ACTION

Election/Restrictions

Restriction to one of the following inventions is required under 35 U.S.C. 121:

l. Claims 1-21 and 36-58 drawn to an apparatus for performing a heart valve

replacement, classified in class 623, subclass 2.11.

ll. Claims 22-35, drawn to a method for performing a heart valve replacement,

classified in class 623, subclass 2.11.

The inventions are distinct, each from the other because of the following reasons:

lnventions II and l are related as process and apparatus for its practice. The inventions

are distinct if it can be shown that either: (1) the process as claimed can be practiced by another

and materially different apparatus or by hand, or (2) the apparatus as claimed can be used to

practice another and materially different process. (MPEP § 806.05(e)). In this case the

apparatus could be used in a different method, such as an open heart surgery instead of an

endovascular surgery.

Restriction for examination purposes as indicated is proper because all these inventions

listed in this action are independent or distinct for the reasons given above m there would be a

serious search and examination burden if restriction were not required because one or more of

the following reasons apply:

(a) the inventions have acquired a separate status in the art in view of their different

classification;

(b) the inventions have acquired a separate status in the art due to their recognized

divergent subject matter;

Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 160 of 630



Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 161 of 630

Application/Control Number: 10/972,287 Page 3

Art Unit: 3774

(c) the inventions require a different field of search (for example, searching different

classes/subclasses or electronic resources, or employing different search queries);

(d) the prior art applicable to one invention would not likely be applicable to another

invenfion;

(e) the inventions are likely to raise different non-prior art issues under 35 U.S.C. 101

and/or 35 U.S.C. 112, first paragraph.

Applicant is advised that the reply to this requirement to be complete must

include (i) an election of a invention to be examined even though the requirement may be

traversed (37 CFR 1.143) and (ii) identification of the claims encompassing the elected

invention.

The election of an invention may be made with or without traverse. To reserve a right to

petition, the election must be made with traverse. If the reply does not distinctly and specifically

point out supposed errors in the restriction requirement, the election shall be treated as an

election without traverse. Traversal must be presented at the time of election in order to be

considered timely. Failure to timely traverse the requirement will result in the loss of right to

petition under 37 CFR 1.144. If claims are added after the election, applicant must indicate

which of these claims are readable on the elected invention.

If claims are added after the election, applicant must indicate which of these claims are

readable upon the elected invention.

Should applicant traverse on the ground that the inventions are not patentably distinct,

applicant should submit evidence or identify such evidence now of record showing the

inventions to be obvious variants or clearly admit on the record that this is the case. In either

instance, if the examiner finds one of the inventions unpatentable over the prior art, the

evidence or admission may be used in a rejection under 35 U.S.C. 103(a) of the other invention.
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Application/Control Number: 10/972,287 Page 4

Art Unit: 3774

This application contains claims directed to the following patentably distinct species

relating to leaflet engagement element positions: Species A1 regarding leaflets that are

attached to the delivery system (see FIGS. 6A—F) and Species A2 regarding leaflets that are

attached to the anchor (see FIG. 7). The species are independent or distinct because claims to

the different species recite the mutually exclusive characteristics of such species. In addition,

these species are not obvious variants of each other based on the current record.

In addition, this application contains claims directed to the following patentably distinct

species relating to the anchor seal: Species B1 regarding a seal that covers only the distal

portion of the anchor (FIGS. 9a-b) and Species B2 regarding a seal that covers the entire

anchor (FIGS. 10a-b). The species are independent or distinct because claims to the different

species recite the mutually exclusive characteristics of such species. In addition, these species

are not obvious variants of each other based on the current record.

Applicant is required under 35 U.S.C. 121 to elect one of species A1 or A2, as well as

one of Species B1 or B2 for prosecution on the merits to which the claims shall be restricted if

no generic claim is finally held to be allowable. Currently, no claims appear to be generic.

There is an examination and search burden for these patentably distinct species due to

their mutually exclusive characteristics. The species require a different field of search (e.g.,

searching different classes/subclasses or electronic resources, or employing different search

queries); and/or the prior art applicable to one species would not likely be applicable to another

species; and/or the species are likely to raise different non-prior art issues under 35 U.S.C. 101

and/or 35 U.S.C. 112, first paragraph.

Applicant is advised that the reply to this requirement to be complete must

include (i) an election of a species to be examined even though the requirement may be

traversed (37 CFR 1.143) and (ii) identification of the claims encompassing the elected
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Application/Control Number: 10/972,287 Page 5

Art Unit: 3774

species, including any claims subsequently added. An argument that a claim is allowable or

that all claims are generic is considered nonresponsive unless accompanied by an election.

The election of the species may be made with or without traverse. To preserve a right to

petition, the election must be made with traverse. If the reply does not distinctly and specifically

point out supposed errors in the election of species requirement, the election shall be treated as

an election without traverse. Traversal must be presented at the time of election in order to be

considered timely. Failure to timely traverse the requirement will result in the loss of right to

petition under 37 CFR 1.144. If claims are added after the election, applicant must indicate

which of these claims are readable on the elected species.

Should applicant traverse on the ground that the species are not patentably distinct,

applicant should submit evidence or identify such evidence now of record showing the species

to be obvious variants or clearly admit on the record that this is the case. In either instance, if

the examiner finds one of the species unpatentable over the prior art, the evidence or admission

may be used in a rejection under 35 U.S.C. 103(a) of the other species.

Upon the allowance of a generic claim, applicant will be entitled to consideration of

claims to additional species which depend from or otherwise require all the limitations of an

allowable generic claim as provided by 37 CFR 1.141.

A telephone call was made to Thomas Zlogar on 3-6-08 to request an oral election to the

above restriction requirement, but did not result in an election being made.

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the

inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the

currently named inventors is no longer an inventor of at least one claim remaining in the

application. Any amendment of inventorship must be accompanied by a request under 37 CFR

1.48(b) and by the fee required under 37 CFR 1.17(i).
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Application/Control Number: 10/972,287 Page 6

Art Unit: 3774

Any inquiry concerning this communication or earlier communications from the examiner

should be directed to AMANDA H. WALKER whose telephone number is (571 )270-3296. The

examiner can normally be reached on 8-5, M-Th, EST.

|f attempts to reach the examiner by telephone are unsuccessful, the examiner’s

supervisor, Corrine McDermott can be reached on (571) 272-4754. The fax phone number for

the organization where this application or proceeding is assigned is 571-273-8300.

Information regarding the status of an application may be obtained from the Patent

Application Information Retrieval (PAIR) system. Status information for published applications

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished

applications is available through Private PAIR only. For more information about the PAIR

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private

PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you

would like assistance from a USPTO Customer Service Representative or access to the

automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/A|vin J Stewart/

Primary Examiner, Art Unit 3774

AHW

3-10-08
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FILED VIA EFS ON APRIL 21, 2008 '

Attorney Docket No. 10012—702501

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Appl. No. : 10/972,287 Confirmation No.2 7706

Applicant : Amr SALAHIEH et al.

Filing Date : October 21, 2004

Title : Leaflet Engagement Elements and Methods for Use Thereof

Group Art Unit : 3774

Examiner : Amanda H. WALKER

Docket No. : 10012—702501

Customer No. : 66854

RESPONSE TO RESTRICTION REQUIREMENT

MailStop Amendment
Commissioner for Patents

PO. Box 1450

Alexandria, VA 22313-1450
Sir:

This communication is in response to the Office ACtion dated March 19, 2008, for Which

a reply is due April 19 (Saturday) or April 21, 2008.

Prior to reconsidering this application on the merits, please amend the application as

follows:

Amendments to the Specification are not being made.

Amendments to the Claims / Claim Listing begin on page 2 of this paper.

Remarks / Arguments begin on page 10 of this paper.

- 1 of 11 -
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Amendments to the Claims / Claim Listing

A complete listing of the claims follows:

1. (Withdrawn) Apparatus for endovascularly replacing a patient’s heart valve, the

apparatus comprising an expandable anchor supporting a replacement valve, the anchor and

replacement valve being adapted for percutaneous delivery and deployment to replace the

patient’s heart valve, the anchor comprising leaflet engagement elements on a proximal end of

the anchor adapted to engage leaflets of the patient’s heart valve.

2. (Withdrawn) The apparatus of claim 1 wherein the anchor is further adapted to be

substantially distal to coronary ostia of the patient when the anchor is fully deployed.

3. (Withdrawn) The apparatus of claim 1 wherein the anchor is further adapted to be

actively foreshortened during deployment.

4. (Withdrawn) The apparatus of claim 3 further comprising proximal anchor

actuation elements adapted to apply an actuation force on a proximal portion of the anchor.

5. (Withdrawn) The apparatus of claim 3 further comprising distal anchor actuation

elements adapted to apply an actuation force on a distal portion of the anchor.

6. (Withdrawn) The apparatus of claim 3 further comprising a lock adapted to lock

the anchor in a deployed shape.

7. (Withdrawn) The apparatus of claim 1 wherein the proximal end of the anchor is

adapted to resist distal movement during expansion of the anchor after engagement of the valve

leaflets by the engagement elements.

8. (Withdrawn) The apparatus of claim 1 wherein the leaflet engagement elements

are adapted to move radially apart as the anchor expands.
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9. (Withdrawn) The apparatus of claim 1 wherein the leaflet engagement elements

are integral with the anchor.

10. (Withdrawn) The apparatus of claim 9 wherein the anchor comprises a braid, the

leaflet engagement elements being part of the braid.

ll. (Withdrawn) The apparatus of claim 1 wherein the anchor and the replacement

valve are further adapted to permit blood flow from a chamber of the heart through the

replacement valve and to prevent blood flow to the chamber of the heart through the replacement

valve during deployment of the anchor and replacement valve. I

12. (Withdrawn) The apparatus of claim 1 further comprising a delivery catheter

adapted to deliver the anchor and replacement valve to a vicinity of the heart, wherein the anchor

and the replacement valve are further adapted to permit blood flow through the replacement

valve and to prevent blood backflow through the replacement valve after the replacement valve

exits the catheter and before final deployment of the anchor.

13. (Withdrawn) The apparatus of claim 12 wherein the anchor and the replacement

valve are further adapted to permit blood flow through the replacement valve and to prevent

blood backflow through the replacement valve after the replacement valve exits the catheter but

before the anchor completely exits the catheter.

l4. (Withdrawn) The apparatus of claim 12 wherein the anchor comprises a self-

expanding anchor.

15. (Withdrawn) The apparatus of claim 12 wherein the anchor comprises a self-

expanding anchor having a delivery configuration, an at-rest configuration and a deployed

configuration, the at—rest configuration having a diameter larger than a diameter of the delivery

configuration.
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l6. (Withdrawn) The apparatus of claim 12 wherein the anchor comprises a self-

expanding anchor having a delivery configuration, an at-rest configuration and a deployed

configuration, the at—rest configuration having a diameter larger than a diameter of the delivery

configuration and smaller than a diameter of the deployed configuration.

17. (Withdrawn) The apparatus of claim 12 wherein the anchor and the replacement

valve are further adapted to permit blood flow through the replacement valve and around the

catheter after the replacement valve exits the catheter and before final deployment of the anchor.

18. (Withdrawn) The apparatus of claim 12 wherein the anchor and the replacement

valve are further adapted to permit blood flow through the replacement valve and into coronary

ostia of the heart after the replacement valve exits the catheter and before final deployment of the

anchor.

19. (Withdrawn) The apparatus of claim 1 further comprising a seal adapted to

prevent blood flow around the replacement valve when the anchor and replacement valve are

fully deployed.

20. (Withdrawn) The apparatus of claim 19 wherein the seal comprises a pleated

seal.

21. (Withdrawn) The apparatus of claim 19 wherein at least a portion of the seal is

adapted to be captured between the leaflets of the patient’s heart valve and a wall of the patient’s

heart when the anchor and replacement valve are fully deployed.

22. (Original) A method for endovascularly replacing a patient’s heart valve, the

method comprising:

endovascularly delivering an anchor and a replacement valve supported within the anchor

to a vicinity of the heart valve in a collapsed delivery configuration, the anchor comprising

leaflet engagement elements on a proximal end of the anchor adapted to engage native valve

leaflets;

- 4 of 11 - Attorney Docket 10012-702501

Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 169 of 630

 
 



Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 170 of 630

expanding the anchor; and

engaging the leaflet engagement elementswith native valve leaflets.

23. (Original) The method of claim 22 further comprising expanding the anchor into

engagement with the patient’s heart such that the anchor is substantially distal to coronary ostia

of the heart.

24. (Original) The method of claim 23 wherein the expanding step comprises

actively foreshortening the anchor.

25. (Original) The method of claim 24 wherein the actively foreshortening step

comprises actuating distal anchor actuation elements.

26. (Original) The method of claim 24 wherein the actively foreshortening step

comprises actuating proximal anchor actuation elements.

27. (Original) The method of claim 24 further comprising locking the anchor in a

deployed configuration.

28. (Original) The method of claim 22 further comprising resisting distal movement

of the proximal end of the anchor after the engaging step.

29. (Original) The method of claim 22 further comprising moving the leaflet

engagement elements further apart radially during the anchor expanding step.

30. (Original) The method of claim 22 further comprising permitting blood flow

through the replacement valve and preventing blood backflow through the replacement valve

during deployment of the anchor and replacement valve.

31. (Original) The method of claim 22 further comprising:
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delivering the anchor and replacement valve to a vicinity of the heart in a delivery

catheter;

removing the anchor and the replacement valve from the catheter; and

permitting blood flow through the replacement valve and preventing blood backflow

through the replacement valve after the replacement valve exits the catheter and before final

deployment of the anchor.

32. (Original) The method of claim 31 wherein the permitting and preventing steps

are performed before the anchor completely exits the catheter.

33. (Original) The method of claim 31 wherein the permitting step comprises

allowing the anchor to self-expand.

34. (Original) The method of claim 31 wherein the permitting step comprises

permitting blood flow through the replacement valve and around the catheter after the

replacement valve exits the catheter and before final deployment of the anchor.

35. (Original) The method of claim 31 wherein the permitting step comprises

permitting blood flow through the replacement valve and into coronary ostia of the heart after the

replacement valve exits the catheter and before final deployment of the anchor.

36. (Original) The method of claim 22 further comprising sealing between the

replacement valve and the heart.

37. (Original) The method of claim 36 wherein the sealing step comprises pleating a

seal.

38. (Withdrawn) The method of claim 36 wherein the sealing step comprises

capturing at least a portion of a seal between the leaflets and a wall of the heart.
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39. (Withdrawn) Apparatus for endovascularly replacing a patient’s heart valve, the

apparatus comprising an expandable anchor supporting a replacement valve, the anchor and

replacement valve being adapted for percutaneous delivery and deployment to replace the

patient’s heart valve, the anchor comprising a braid, the braid comprising leaflet engagement

elements adapted to engage leaflets of the patient’s heart valve.

40. (Withdrawn) The apparatus of claim 39 wherein the leaflet engagement elements

extend from a proximal end of the anchor.

41. (Withdrawn) The apparatus of claim 39 wherein the anchor is further adapted to

be substantially distal to coronary ostia of the patient when the anchor is fully deployed.

42. (Withdrawn) The apparatus of claim 39 wherein the anchor is further adapted to

be actively foreshortened during deployment.

43. (Withdrawn) The apparatus of claim 42 further comprising proximal anchor

actuation elements adapted to apply an actuation force on a proximal portion of the anchor.

44. (Withdrawn) The apparatus of claim 42 further comprising distal anchor

actuation elements adapted to apply an actuation force on a distal portion of the anchor.

45. (Withdrawn) The apparatus of claim 42 further comprising a lock adapted to lock

the anchor in a deployed shape.

46. (Withdrawn) The apparatus of claim 40 wherein the proximal end of the anchor

is adapted to resist distal movement during expansion of the anchor after engagement of the

valve leaflets by the engagement elements.

47. (Withdrawn) The apparatus of claim 40 wherein the leaflet engagement elements

are adapted to move radially apart as the anchor expands.
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48. (Withdrawn) The apparatus of claim 40 wherein the anchor and the replacement

valve are further adapted to permit blood flow from a chamber of the heart through the

replacement valve and to prevent blood flow through the replacement valve during deployment

of the anchor and replacement valve.

49. (Withdrawn) The apparatus of claim 40 further comprising a delivery catheter

adapted to deliver the anchor and replacement valve to a Vicinity of the heart, wherein the anchor

and the replacement valve are further adapted to permit blood flow through the replacement

valve and to prevent blood backflow through the replacement valve after the replacement valve

exits the catheter and before final deployment of the anchor.

50. (Withdrawn) The apparatus of claim 49 wherein the anchor and the replacement

valve are further adapted to permit blood flow through the replacement valve and to prevent

blood backflow through the replacement valve after the replacement valve exits the catheter and

before the anchor completely exits the catheter.

51. (Withdrawn) The apparatus of claim 49 wherein the anchor comprises a self—

expanding anchor.

52. (Withdrawn) The apparatus of claim 49 wherein the anchor comprises a self—

expanding anchor having a delivery configuration, an at-rest configuration and a deployed

configuration, the at—rest configuration having a diameter larger than a diameter of the delivery

configuration.

53. (Withdrawn) The apparatus of claim 49 wherein the anchor comprises a self-

expanding anchor having a delivery configuration, an at-rest configuration and a deployed

configuration, the at-rest configuration having a diameter larger than a diameter of the delivery

configuration and smaller than a diameter of the deployed configuration.
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54. (Withdrawn) The apparatus of claim 49 wherein the anchor and the replacement

valve are further adapted to permit blood flow through the replacement valve and around the

catheter after the replacement valve exits the catheter and before final deployment of the anchor.

55. (Withdrawn) The apparatus of claim 49 wherein the anchor and the replacement

valve are further adapted to permit blood flow through the replacement valve and into coronary

ostia of the heart after the replacement valve exits the catheter and before final deployment of the

anchor.

56. (Withdrawn) The apparatus of claim 40 further comprising a seal adapted to

prevent blood flow around the replacement valve when the anchor and replacement valve are

fully deployed.

57. (Withdrawn) The apparatus of claim 56 wherein the seal comprises a pleated

seal.

58. (Withdrawn) The apparatus of claim 56 wherein at least a portion of the seal is

adapted to be captured between the leaflets of the patient’s heart valve and a wall of the patient’s

heart when the anchor and replacement valve are fully deployed.
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REMARKS

Claim Summm

Claims 1—58 are pending. Claims 1—21, 38—58 have been withdrawn.

Restriction Requirement

The Examiner is requiring restriction to one of the following allegedly distinct

inventions:

Claim 1—21 and 36-5 8, drawn to an apparatus for performing a heart valve replacement;

and

Claims 22-35, drawn to a method for performing a heart valve replacement.

Claims 36-38 are method claims so it appears the Examiner’s method group should be

claims 22-38 (not 22-35). Applicants therefore elect the method claims 22—38.

The Examiner is requiring election between the following allegedly patentably distinct

species:

Species A1 regarding leaflet engagement elements that are attached to the

delivery system (see Figs. 6A-F); and

Species A2 regarding leaflet engagement elements that are attached to the anchor

(see Fig. 7).

Applicants elect Species A2 but traverse the election requirement. Claims 22-38 read on

the elected Species A2. Applicants traverse the election requirement because independent claim

22, on which claims 23-38 depend, requires “the anchor comprising leaflet engagement elements

on a proximal end ofthe anchor.” None of claims 22-38 are mutually exclusive to the

Examiner’s Species A1. The election requirement is therefore improper and Applicants

respectfully request the election requirement be withdrawn.

The Examiner is also requesting an election between the following two allegedly

patentably distinct species relating to the anchor seal:

Species Bl regarding a seal that covers a distal portion of the anchor (Figs. 9A—B); and

Species B2 regarding a seal that covers the entire anchor (Figs. 10A—B).
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Applicants elect Species B1. Claims 22-37 read on the elected Species B1. Claims 22-

31 and 33-37 are generic to Species B1 and Species B2.

CONCLUSION

Applicants request reconsideration and allowance of all claims pending in this

application. If a telephone conference would expedite prosecution of this application, the

Examiner is invited to contact the undersigned.

Respectfully submitted,

Date: April 21, 2008
Thomas M. Zlogar, Reg. No. 55,760

SHAY GLENN LLP

2755 Campus Drive, Suite 210

San Mateo, CA 94403

Telephone: 650.212.1700
Facsimile: 650.212.7562
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Under the Paerwork Reduction Act of 1995, no ersons are reuired to resond to a collection of information unless it disla s a valid OMB control number.

PATENT APPLICATION FEE DETERMINATION RECORD APP'iCaHO“ OIDOCket Number Filing Date
Substitute for Form PTO—875 10/972,287 10/21/2004 [I To be Mailed

APPLICATION AS FILED — PART I OTHER THAN

(Column 1) (Column 2) SMALL ENTITY |X| OR SMALL ENTITY

NUMBER FILED NUMBER EXTRA RATE (3;) FEE (3;) RATE (3;) FEE (3;)

I] BASIC FEE N/A N/A N/A N/A37CFR1.16a, b,or c

I] SEARCH FEE
37CFR1.16k, i,or m

D EXAMINATION FEE
(37 CFR 1.16(0), (p), or (q)) N/A

TOTAL CLAIMS I _
37 CFR 1.16 i man8 20—

INDEPENDENT CLAIMS I _
37 CFR1.16 h manS3—

If the specification and drawings exceed 100
sheets of paper, the application size fee due

DAPPL'CAT'ON SIZE FEE is $250 ($125 for small entity) for each
(37 CFR Mas» additional 50 sheets or fraction thereof. See

35 U.S.C. 41 a 1 G and 37 CFR 1.16 S.

[I MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR1.16(j))
* If the difference in column 1 is less than zero, enter“0“ in column 2.

APPLICATION AS AMENDED — PART II

OTHER THAN

(Column 1) (Column 2) (Column 3) OR SMALL ENTITY
CLAIMS HIGHEST
REMAINING NUMBER ADDITIONAL ADDITIONAL

04/21/2008 AFTER PREVIOUSLY FEE (1;) RATE (‘3) FEE ($)AMENDMENT PAID FOR

Total (37 cFR * - M T
58 -

Inde endent * - ,M _
Mmus -

El Application Size Fee (37 CFR 1.16(s))

D FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR1.16(j))

'—
Z
LIJ
E
D
Z
LIJ
E
<

XX 6969

(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST

REMAINING NUMBER ADDITIONAL

AFTER PREVIOUSLY FEE ($)
AMENDMENT PAID FOR

1.16 i

37 CFR 1.16 h

D Application Size Fee (37 CFR 1.16(s))

ADDITIONAL

RATE ($) FEE (53)

X 69

Minus W

D FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR1.16(j)) OR

AMENDMENT X 69

TOTAL
OR ADD‘L

FEE

* If the entry in column 1 is less than the entry in column 2, write “0“ in column 3. Legal Instrument Examiner.
** If the “Highest Number Previously Paid For“ IN THIS SPACE is less than 20, enter “20“. /CORALIA BETANCOURT/
*** If the “Highest Number Previously Paid For“ IN THIS SPACE is less than 3, enter
The “Highest Number Previously Paid For“ (Total or Independent) is the highest number found in the appropriate box in column 1.

 
This collection of information is required by 37 CFR 1.16. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering,
preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and Trademark Office, US.
Department of Commerce, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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Attorney Docket No.: 10012-702501

VIA EFS

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Appl. No.: 10/972,287 Confirmation No.: 7706

Applicant(s): Amr Salahieh

Filed: October 21, 2004

Art Unit: , 3774

Examiner: WALKER, AMANDA H

Title: LEAFLET ENGAGEMENT ELEMENTS AND METHODS FOR USE

THEREOF

Customer No.: 66854

Commissioner for Patents

P.O. Box 1450

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATEMENT UNDER

37 CFR 1.97& 1.98 ’
Sir:

In accordance with 37 CFR § 1.97—1.98, applicants hereby submit an Information Disclosure

Statement, including attached forms(s) PTO/SB/O8. A copy of each reference is being submitted herewith,

along with a concise explanation in English for those publications in a foreign language.
Applicants respectfully request that the listed information be considered by the Examiner and be

made of record in the above—identified application. Applicants further request that the Examiner initial and
return a copy of the attached form(s) PTO/SB/08 in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the

information provided herewith, and/or to prove that this information may not be prior art, and /or to prove

that this information may not be enabling for the teachings purportedly offered. I
This statement is not intended to represent that a search has been made or that the information

cited in the statement is, or is considered to be, prior art or material to patentability as defined in 37 CFR
§1.56.
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Attorney Docket No.: 10012—702501

FILING OF INFORMATION DISCLOSURE STATEMENT

E 37 CFR §1.97(b)

This statement is being submitted under 37 CFR §1.97(b) because the IDS is being filed:
E] 1). Within 3 months of the application filing date and is other than a continued prosecutio
application under § 1.53(d), or '

E] 2). Within 3 months of entry of a national stage as set forth in § 1.491, or
XI 3). Before the mail date of a first Office Action on the merits, or
E] 4). Before the mailing of a first Office Action after filing a request for continued examination
under§ 1.114.

I] 37 CFR § 1.97(c)
This statement is being filed after the latest of:

E] 1). Three months beyond the filing date of a national application, or
E] 2). Three months beyond the date of entry of the national stage as set forth in § 1.491 in an
international application, or

E] 3). The mailing date of a first Office Action on the merits, but before the mailing date of the
earlier of a final Office Action under § 1.113 or a Notice of Allowance under § 1.311, and then
either:

E] A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or
included with the payment of other papers filed together with this statement. or
E] B). A certification as specified in § 1.97(e) is provided below; thus no fee is
required.

I] 37 CFR§ 1.97(d)

This statement is being filed after the mailing date of a Final Office action, a Notice of Allowance under §
1.311, or an action that otherwise closes prosecution, but on or before payment of the issue fee, and then:

A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or payment is
included with other papers filed together with this statement

--AND--

B). A certification as specified in § 1.97(e) is included below.

CONTENT OF INFORMATION DISCLOSURE STATEMENT UNDER

37 CFR§ 1.98

E 37 CFR §1.98 (a)(2)(ii), US. patents or patent application publication(s) cited
E 1). Since not requested by the Office, US. patents and US. patent application publications
are not included.

E] 2). At the request of the Office, a copy of the following US. patent or patent application
publication is attached:

XI 37 CFR §1.98 (a)(2)(iii) and ((1), Pending unpublished U.S. applications cited
1). A copy of each application specification including the claim(s)s, and any drawing, or that

portion of the application that caused it to be listed, is attached.

I] 2). A copy of each application specification is not submitted because the specification was
previously submitted in the IDS of the following, earlier filed application relied on for an earlier
effective filing date:

E 3). A copy of each application specification is not submitted because the application is
stored in the IFW.

E] 37 CFR §1.98 (a)(2)(iii) and (d), English language publication (other than US. patents, patent
applications, or pending unpublished applications) cited

I] 1). A legible copy of each publication or that portion which caused it to be listed is attached.
E] 2). A copy of each publication or that portion which caused it to be listed is not submitted
because the publication was previously submitted in the IDS of the following, earlier filed
application relied on for an earlier effective filing date:
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Attorney Docket N0.: 10012-702501

I] 37 CFR §1.98 (a)(2)(i) and (d), Foreign patent(s) in English cited
[:1 1). A legible copy of each foreign patent or that portion which caused it to be listed is
attached.

[:1 2). A copy of each foreign patent is not submitted because the publication was previously
submitted in the IDS of the following, earlier filed application relied on for an earlier effective
filing date:

I] 37 CFR §1.98 (a)(2)(i), (a)(3)(i-ii) and MPEP 609(B), Foreign patent(s) or other foreign
documents not in English cited. Either:

I] 1). A legible copy of each foreign patent, each publication or that portion which caused it to
be listed, is attached --AND—

E] 23). A concise explanation of the relevance, as it is presently understood by the individual
designated in § 1.56 (c) most knowledgeable about the content of the information, of each patent,
publication, or other information listed that is not in the English language is provided
herewith: '

«OR-.-

I] 2b). A copy of a written, English-language translation or portion thereof is
readily available and attached,

"OR"

[:1 2c). An English language copy of a foreign search report is submitted.
--0R.-

E] 3). A copy of each foreign patent is not submitted because the publication was previously
submitted in the IDS of the following, earlier filed application relied on for an earlier effective
filing date: . ‘

STATEMENT UNDER 37 CFR§ 1.971e!

I: Each item of information contained in the information disclosure statement was first cited in any
communication from a foreign patent office in a counterpart foreign application not more than three months

prior to the filing of the information disclosure statement.

D No item of information contained in the information disclosure statement was cited in a
communication from a foreign patent office in a counterpart foreign application, and to the knowledge of

the person signing the certification after making reasonable inquiry, no item of information contained in the

information disclosure statement was known to any individual designated in § 1.56(c) more than three
months prior to the filing of the information disclosure statement.

FEE AUTHORIZATION

E The Commissioner is hereby authorized to charge the above-referenced fees of $0.00 and charge
any additional fees or credit any overpayment associated with this communication to Deposit Account No.
50-4050.

Respectfully Sub itted,

Dated: é [O Y Y By:

Shay Glenn LLP

2755 Campus Drive, Suite 210
San Mateo, CA 94403

(650) 212-1700
Customer No. 66854

 
Thomas Zlogar Reg. # 55760
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PTO/SB/08A (04-07)
Approved for use through 09/30/2007. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paerwork Reduction Act of 1995 no ersons are reuired to resond to a collection of information unless it contains a valid OMB control number.

Complete if Known

10/972,287

October 21 , 2004
Amr Saiahieh

3774

WALKER, AMANDA H
10012-702501

 
  

 
  
 
 

 
Substitute for form 1449/PTO

Application Number

Filing Date
First Named inventor

Art Unit

Examiner Name

Attorney Docket Number

 

 
 
 

 INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
(Use as many sheets as necessary)

 

 
  
  

  

 

 

 

 

  
 

 ’ U. S. PATENT DOCUMENTS

Examiner Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where
Initials" .‘ MM-DD~YYYY Applicant of Cited DoCUment Relevant Passages or Relevant

0221000 4/24/2001
U 0714042 0/00/2004
“36.821297 11/23/2004

00 U 7011001 0/14/2000
397 2003/0229390 A1 12/11/2003

 Z O

c9”

cccccc
c9”

#03
(O 03

 
 

CCCCCCC
c9”

 

 

   
FOREIGN PATENT DOCUMENTS

Examiner Cite Foreign Patent Document Publication Name of Patentee or
Initials" No.1 Date Applicant of Cited Document

Count Code”’Number"Kind Code5 ifknown

 
 

 

 
 

 

 

Pages, Columns, Lines,
Where Relevant Passages
Or Relevant Figures Appear

Iiliillifl
Examiner Date
Signature Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 1Applicant's unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3 Enter Office that issued the document, by the two-letter code (WlPO Standard ST.3). 4 For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by
the appropriate symbols as indicated on the document under WlPO Standard ST.16 if possible. 6Applicant is to place a check mark here if English languageTranslation is attached.

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief information Officer, U.S. Patent
and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing the form, call 1-800-PTO—9199 (1 -800-786-9199) and select option 2.
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PTO/SB/OaB (04—07)
Approved for use through 09/30/2007. OMB 0651—0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
uired to resond to a collection of information unless it contains a valid OMB control number.

Complete if Known

Under the Paerwork Reduction Act of 1995 no ersons are re

   
  
 
 

 

  Substitute for form 1449/PTO

 
INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
 

(Use as many sheets as necessary)

Examiner ' Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of
Initials" . the item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume—issue

HAUG et al.; U.S. Pat. App. # 12/028,452 entitled "Methods and apparatus for endovascularly replacing a
patient's heart valve," filed 2/8/2008.

 
  

Examiner Date

Signature Considered
*EXAMINER: lnitial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant.
1 Applicant's unique citation designation number (optional). 2 Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing the form, call 1-800-PTO—9199 (1 -800-786-9199) and select option 2.
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m

—

Title of Invention: Leaflet engagement elements and methods for use thereof

“

Payment information:

File Listing:

Document File Size(Bytes) Multi Pages
Number /Message Digest Part/.zip (ifapp|.)

 
Document Description

288035

10012-702501.pdf 81ab94635337b804ela80304837a18162
2517381 5
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Multipart Description/PDF files in .zip description

Information Disclosure Statement Letter
Information Disclosure Statement (IDS) Filed

Information:

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,

characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt
similar to a Post Card, as described in MPEP 503.

Warnings:

New Applications Under 35 U.S.C. 111
If a new application is being filed and the application includes the necessary components for a filing date (see

37 CFR 1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date

shown on this Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions

of 35 U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the

application as a national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt,
in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary

components for an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the

International Application Number and of the International Filing Date (Form PCT/RO/105) will be issued in due

course, subject to prescriptions concerning national security, and the date shown on this Acknowledgement

Receipt will establish the international filing date of the application.
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  APPLICATION NO. F ING DATE FIRST NAMED INVENTOR

10/21/2004

 

10/972,287

66854 7590

SHAY GLENN LLP
2755 CAMPUS DRIVE
SUITE 210

SAN MATEO, CA 94403

UNITED STATES PATENT AND TRADEMARK OFFICE
UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450
Alexandria1 Virginia 22313- 1450
wwwnsptogov

 
ATTORNEY DOCKET NO. CONF {MATION NO.   

Amr Salahieh 10012—702.501 7706

08/20/2008 EXAMINER

 STRASZHEIIVI, REBECCA L

ART UNIT PAPER NUMBER

3738

MAIL DATE DELIVERY MODE

08/20/2008 PAPER

Please find below and/or attached an Office communication concerning this application or proceeding.

The time period for reply, if any, is set in the attached communication.

PTOL—90A (Rev. 04/07)
Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 187 of 630



Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 188 of 630

 

Application No. Applicant(s)

10/972,287 SALAHIEH ET AL.

Office Action Summary Examiner Art Unit

REBECCA STRASZHEIM 3733 -
-- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address --

Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE Q MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.
- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any
earned patent term adjustment. See 37 CFR 1.704(b).

Status

1)IXI Responsive to communication(s) filed on 4/21/2008.

2a)I:I This action is FINAL. 2b)IZI This action is non-final.

3)I:I Since this application is in condition for allowance except for formal matters, prosecution as to the merits is

closed in accordance with the practice under EX parte Quayle, 1935 CD. 11, 453 O.G. 213.

Disposition of Claims

4)IZI Claim(s) fl? is/are pending in the application.

4a) Of the above claim(s) 1-21 and 38-58 is/are withdrawn from consideration.

5)I:I Claim(s)_ is/are allowed.

6)IXI Claim(s) L37 is/are rejected.

7)I:I Claim(s)_ is/are objected to.

8)I:I Claim(s)_are subject to restriction and/or election requirement.

Application Papers

9)I:I The specification is objected to by the Examiner.

10)IZ The drawing(s) filed on 21 October 2004 is/are: a)I:I accepted or b)IZI objected to by the Examiner.

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).

11)I:I The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

12)I:I Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).

a)I:I All b)I:I Some * c)I:I None of:

Certified copies of the priority documents have been received.

Certified copies of the priority documents have been received in Application No.

Copies of the certified copies of the priority documents have been received in this National Stage

application from the International Bureau (PCT Rule 17.2(a)).

* See the attached detailed Office action for a list of the certified copies not received.

Attach ment(s)

1) E Notice of References Cited (PTO-892) 4) D Interview Summary (PTO-413)

2) D Notice of Draftsperson‘s Patent Drawing Review (PTO-948) Paper N0(S)/Ma“ Date-_
3) IZI Information Disclosure Statement(s) (PTO/SB/08) 5) I:I Notice of Informal Patent Application

Paper No(s)/Mail Date 6/10/2008 2/14/2008 11/19/2007 7/12/2007 6) D Other: .
5/29/2007 3/19/2007 7/12/2006 4/6/2006 10/28/2005 6/30/2005 4/27/2005
2/22/2005 11/26/2004.

U.S. Patent and Trademark Office
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PTOL-326 (Rev. 08-06) Office Action Summary Part of Paper No./Mai| Date 2008081 1
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Application/Control Number: 10/972,287 Page 2

Art Unit: 3738

DETAILED ACTION

Election/Restrictions

1. Applicant’s election of Group II, Species B1 in the reply filed on 4/21/2008 is

acknowledged. Because applicant did not distinctly and specifically point out the

supposed errors in the restriction requirement, the election has been treated as an

election without traverse (MPEP § 818.03(a)).

2. Applicant's election with traverse of Species A2 (Fig. 7) in the reply filed on

4/21/2008 is acknowledged. The traversal is on the ground(s) that none of the elected

claims 22-37 are mutually exclusive to Examiner’s Species A1 or A2. This is not found

persuasive because claims to the different species recite mutually exclusive

characteristics of such species and the species are not obvious variants of each other

based on applicant disclosure. In the election between Species A1 and A2 the leaflet

engaging elements are attached to different apparatuses.

The requirement is still deemed proper and is therefore made FINAL.

3. Claims 1-21 and 38-58 are withdrawn from further consideration pursuant to 37

CFR 1.142(b) as being drawn to a nonelected inventions, there being no allowable

generic or linking claim.

Information Disclosure Statement

4. The information disclosure statements filed 6/10/2008, 7/12/2006, 4/27/2005,

11/26/2004 fails to comply with 37 CFR 1.98(a)(2), which requires a legible copy of

each cited foreign patent document; each non-patent literature publication or that

portion which caused it to be listed; and all other information or that portion which
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Application/Control Number: 10/972,287

Art Unit: 3738

Page 3

caused it to be listed. It has been placed in the application file, but the information

referred to therein has not been considered.

5.

Drawings

The drawings are objected to as failing to comply with 37 CFR 1.84(p)(5)

because they do not include the following reference sign(s) mentioned in the

description:

a.

b.

m.

Fig

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig

Fig

.1B:106,120,122,124

4C: 30

4D: 30

4G: 30

4H: 30

4K: 30

50: 30

6B: 32, 40, 60, 61A

60: 32, 61B

6F: 30, 50, 60, 61A

80: 55

. 1GB: 50

. 14C: 380

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in reply to

the Office action to avoid abandonment of the application. Any amended replacement

drawing sheet should include all of the figures appearing on the immediate prior version
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Application/Control Number: 10/972,287 Page 4

Art Unit: 3738

of the sheet, even if only one figure is being amended. Each drawing sheet submitted

after the filing date of an application must be labeled in the top margin as either

“Replacement Sheet” or “New Sheet” pursuant to 37 CFR 1.121 (d). If the changes are

not accepted by the examiner, the applicant will be notified and informed of any required

corrective action in the next Office action. The objection to the drawings will not be held

in abeyance.

6. The drawings are objected to as failing to comply with 37 CFR 1.84(p)(5)

because they include the following reference character(s) not mentioned in the

description:

n. Fig. 1A:20

o. Fig.1B:108,112,110,100, 31

p. Fig. 2: 31

q. Fig. 4A: 30, W

r. Fig. 4B: 31, Tu, W

s. Fig. 4C: 31, Tu

t. Fig. 4D: 31, Tu, W

u. Fig. 4E: 31, Tu, W

v. Fig. 4F: 31, Tu

w. Fig. 4G: 31, Tu, W

x. Fig.4H:31,W

y. Fig. 4|: 31, Tu, W

2. Fig. 4J: 31, Tu, W
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aa.

bb.

CC.

dd.

ee.

ff.

gg-

hh.

ii.

ii-

kk.

ll.

mm.

nn.

00.

pp-

(N-

N.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

4K: 31, Tu, W

4L: 31, Tu, W

4M: 31, Tu, W

4N: 31, Tu, W

5A: 31

50: 31

5D: Tu

5E: Tu

6A: A, H, AV, G, LV

6B: A, H, L, AV, 20

60: A, H, L, AV, LV, 20, 50

6D: A, H, AV, 100’, 110, 20, 10

6E: A, H, LV, L, 100’, 60, 61B, 40, 30, 20, 10

6F: A, H, L, AV, G, LV, 110, 100’

7: A, H, AV, LV, 20

8C: 600, 30, 50

13B: 106, 30, 32

13C: 106, 30, 32

Page 5

Corrected drawing sheets in compliance with 37 CFR 1.121 (d), or amendment to the

specification to add the reference character(s) in the description in compliance with 37

CFR 1.121 (b) are required in reply to the Office action to avoid abandonment of the

application. Any amended replacement drawing sheet should include all of the figures
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appearing on the immediate prior version of the sheet, even if only one figure is being

amended. Each drawing sheet submitted after the filing date of an application must be

labeled in the top margin as either “Replacement Sheet” or “New Sheet” pursuant to 37

CFR 1.121 (d). If the changes are not accepted by the examiner, the applicant will be

notified and informed of any required corrective action in the next Office action. The

objection to the drawings will not be held in abeyance.

Claim Rejections - 35 USC § 102

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that

form the basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless —

(b) the invention was patented or described in a printed publication in this or a foreign country or in public
use or on sale in this country, more than one year prior to the date of application for patent in the United
States.

8. Claims 22-36 are rejected under 35 U.S.C. 102(b) as being anticipated by Bailey

et al. (6458153).

9. Bailey teaches a device and method for replacing a heart valve. The device, as

can bee seen in figs 7-11, is a one way stented valve (40) - - designed for chamber to

chamber use (CC) including two leaflet engagement elements - - a distal anchor flange

(42) and a proximal anchor flange (44), the replacement valve itself (26), and an

ablumenal graft portion (11b) (column 6, lines 18-24). The ablumenal graft portion is

positioned between the heart wall and the stent body and acts as a seal (column 10,

lines 46-63). The deployment method of the CC stented valve is the same as the

deployment method detailed in figs. 20A-l for the CV stented valve (10) (column 14,

lines 56-60). The method includes delivering a valve stent (10), in a compressed state,
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to the aortic valve, withdrawing the stent from a catheter body (501) responsible for

holding the valve stent in it’s compressed state (column 14, lines 6-55). The valve

stent then expands (column 13, lines 46-51) which would cause the leaflet engaging

elements (distal anchor/ proximal anchor) to foreshorten around the native valve leaflet

trapping it between the stented valve and the wall of the vessel locking it in place.

Claim Rejections - 35 USC § 103

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as set
forth in section 102 of this title, if the differences between the subject matter sought to be patented and
the prior art are such that the subject matter as a whole would have been obvious at the time the
invention was made to a person having ordinary skill in the art to which said subject matter pertains.
Patentability shall not be negatived by the manner in which the invention was made.

11. Claim 37 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bailey in

view of Lunn (5476506).

12. Bailey discloses the invention substantially as claimed, and as discussed supra.

However, Bailey does not disclose the seal being pleated.

13. Lunn teaches a pleated graft attached to the outside of a stent in the analogous

art of grafts for the purpose of preventing the graft from being damaged during the

expansion of the stent. Specifically, Lunn teaches that a problem with many grafts that

are attached directly to the outside of a stent is that during the expansion process the

graft may be damaged from not being elastic enough to accommodate the expansion of

the stent within it (column 1, line 57-column 2, line 5). Lunn teaches a solution to this

problem of attaching a crimped/ pleated graft around the unexpanded stent, and this
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extra material will allow for the stent to expand without straining the graft material

(column 2, lines 22-46).

14. It would have been obvious to one having ordinary skill in the art at the time the

invention was made to used the crimped/ pleated graft design taught by Lunn for the

graft attached on the outside of the Bailey design in order to prevent damaging the graft

during the expansion process.

Conclusion

Any inquiry concerning this communication or earlier communications from the

examiner should be directed to REBECCA STRASZHEIM whose telephone number is

(571 )270-5233. The examiner can normally be reached on Monday-Friday with

alternating Fridays off.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s

supervisor, Corrine McDermott can be reached on (571)272-4754. The fax phone

number for the organization where this application or proceeding is assigned is 571-

273-8300.
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Information regarding the status of an application may be obtained from the

Patent Application Information Retrieval (PAIR) system. Status information for

published applications may be obtained from either Private PAIR or Public PAIR.

Status information for unpublished applications is available through Private PAIR only.

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should

you have questions on access to the Private PAIR system, contact the Electronic

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a

USPTO Customer Service Representative or access to the automated information

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

RLS

/Corrine M McDermott/

Supervisory Patent Examiner, Art Unit 3738
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Receipt date: 02/14/2008

PTO/SB/08A (04-07)
Approved for use through 09/30/2007. OMB 0651-0031

US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
Under the Paerwork Reduction Act of 1995 no ersons are reuired to resond to a collection of information unless it contains a valid OMB control number.

Complete if Known

Examiner Name MATTHEWS, WILLIAM H

Attorney Docket Number 10012-702501

U. S. PATENT DOCUMENTS
Examiner Publication Date Name of Patentee or Pages, Columns, Lines, Where
Initials“ MM-DD—YYYY Applicant of Cited Document Relevant Passages or Relevant

Number-Kind code2 (i'knnwn) Figures Appear

US- 5,443,499 08/22/1995 |Schmitt, Peter
10/20/1998 lSpiridigliozzi et al.
05/17/2005 Macoviak, John

  

 
 
 

 

  

 

 

 

 
Substitute for form 1449/PTO

 
 
 

 

 
 
 
 

 

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
(Use as many sheets as necessary)

 

 
  

  

 

  

 

 

  

  
  

  

 

  
 

 

 
 
 
  

  
 
 

FOREIGN PATENT DOCUMENTS
Examiner Cite Foreign Patent Document Publication Name of Patentee or
lnitials" No.1 Date Applicant of Cited Document

Country Codes—Number4'Kind Codes (if known) 
 

 
 

  
 
 
 

 
 

 

Pages, Columns, Lines,
Where Relevant Passages
Or Relevant Figures Appear

 
  
 
  MM—DD-YYYY

  

 
 
 

 

  

 

 
 

E ' ~ Dt .. .,

Mahatma Straszheim/ 08/18/2008
*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ‘Applicant’s unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3 Enter Office that issued the document, by the two—letter code (WIPO Standard ST.3). " For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number ot the patent document. 5Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. 6Applicant is to place a check mark here if English languageTranslation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief lnfonnation Officer, US Patent
and Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1 -800—PTO—9199 (1 -800-786-9199} and select option 2.

 

10972287 — GAL}: 3738

 

ALL REFERENCES CONSiQEEED EXCEPT WHERE LiNEE} THEOLIGH. $1.3]
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Receipt date: 02/22/2005 $097228? — GAL}:

PATENT

Attorney Docket No. 30207.702.501 
In re Application ) PATENT APPLICATION

)

Inventor(s): Amr SALAHIEH et a1. )

) Art Unit: 3738

Application No.: 10/972,287 )

) Examiner: Not yet assigned

Filed: October 21, 2004 )

) Confirmation No.: 7706

Title: Leaflet engagement elements and methods )

for use thereof )

)

Commissioner of Patents

P.O. Box 1450

Alexandria, VA 22313-1450

  SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT UNDER 37 C.F.R. 1.97

Sir:

Applicants hereby submit an Information Disclosure Statement along with attached form(s)

PTO/SB/08. A copy of each listed publication is being submitted herewith, along with a concise

explanation of information in a foreign language, if any, pursuant to 37 C.F.R. §1.97-1.98.

Applicants respectfully request that the listed information be considered by the Examiner and

be made of record in the above-identified application. Applicants further requestithat the Examiner

initial and return the attached form(s) PTO/SB/08 in accordance with MPEP §609.

Applicants reserves the right to establish the patentability of the claimed invention over any

of the information provided herewith, and/or to prove that this information may not be prior art,

and/or to prove that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the

information cited in the statement is, or is considered to be, prior art or material to patentability as

defined in §l.56.

2994761_1.DOC

AttomeyfiealfiPEEfi-EEWENCES CONSIQEEEE EXCEPT WHERE LINES} THROUGH. $1.8]
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Reoeépt date: 02/22/2005 _ “3972287 - GAL}: 3738

IX This statement qualifies under 37 C.F.R. §1.97, subsection (b) because:

El (1) It is being filed within 3 months of the application filing date and is other than

a continued prosecution application under § l.53(d)
_- 0R --

D (2) It is being filed within 3 months of entry of a national stage
_- 0R --

[Z (3) It is being filed before the mail date of the first Office Action on the merits
_- 0R --

D (4) It is being filed before the mailing of a first Office Action after the filing of a
request for continued examination under § 1.114.

El 3 7 C.F.R. §1.97(c). If this statement is being filed after the latest of: (1) three months beyond

the filing date of a national application; (2) three months beyond the date of entry of the

national stage as set forth in §1.491 in an international application; or (3) the mailing date of
a first Office action on the merits, but before the mailing date of the earlier of a final office

action under §1.113 or a notice of allowance under §1.311, then:

D a certification as specified in §1.97(e) is provided below; or

[1 a fee of $180.00 as ‘set forth in §1.17(p) is authorized below, enclosed, or included

with the payment of other papers filed together with this statement.

E] 37 C.F.R. §1.97(d). If this statement is being filed after the mailing date of the earlier of a
final office action under §1.113 or a notice of allowance under §l.311, but before payment of

the issue fee, then:

A. a certification as specified in §1.97(e) is completed below; and

B. a petition under 37 CPR. §1.97(d) requesting consideration of this statement is
submitted herewith; and

C. a fee of $130.00 as set forth in §1.17(i)(1) is authorized below, enclosed, or included
with the payment of other papers filed together with this statement.

E] Copies of each of the references listed on the attached Form PTO/SB/08 are enclosed
herewith.

[XI Copies of references listed on the attached Form PTO/SB/08 are enclosed herewith EXCEPT
THAT:

[:I In view of the voluminous nature of references, and the likelihood that these
references are available to the Examiner in the file history of the parent application

(Serial No. ), copies are not enclosed herewith.

[:I If any of the foregoing publications are not available to the Examiner,

Applicant will endeavor to supply copies at the Examiner’s request.

2994761 1.DOC

AttomeilfitttkétPRWWENCES CONSlQERED EXCEPT WHERE LlNEE} THROUGH. $1.8]
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Receipt date: 02/22/2005 10972287 - GAL}: 3738

IE Copies of only foreign patent documents and non-patent literature are provided in
PDF format on the attached CD ROM, clearly titled by publication number or author,

in accordance with 37 CFR 1.98 (a)(2). (The US. patents and each US. patent

application publication listed on the attached Form PTO-I449 are not enclosed

because this US. patent application was filed after June 30, 2003 or this international

application has entered the national stage under 35 USC §37I after June 30, 2003 (see

USPTO waiver of requirement under 37 CFR 1.98 (a)(2)(i).

C] There are no listed references which are not in the English language.

CI The relevance of those listed references which are not in the English language is as follows:

E] Attached are copies of search report(s) from corresponding patent application(s), submitted

in accordance with MPEP 609 D in support of the attached certification under 37 CFR

197(c)(1).

E] Attached are the following non-published pending patent applications which may be deemed
relevant.

IXI Fee Authorization. The Commissioner is hereby authorized to charge the above-referenced

fees of $0.00 and charge any additional fees or credit any overpayment associated with this

communication to Deposit Account No. 23-2415 (Docket No.30207.702.501 1.

Respectfully submitted,

WILSON SONSINl GOODRICH & ROSATI

Dated: 2—1 Byzé g %
ames R. Shay, Reg. No. 32,0

650 Page Mill Road

Palo Alto, CA 94304-1050

(650) 493-9300
Customer No. 021971

2994761_1.DOC

AttomeYfii'SfihQEWE’RE’NCES CQNSlDERED EXCEPT WHERE UNED TH RQUGH. $1.8]
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Receipt date: 02/22/2005 l0972287 - G Li: 3738
.4 0 .

. ‘ - PTO/SB/OSA (08-03)
Approved for use through 07/31/2006. OMB 0651-0031 \

U.S. Patent and Trademark Office; US, DEPARTMENT OF COMMERCE
Under the aerwork Reduction Act of 1995 no ersons reuired to res ond to a collection of information unless it contains a valid OMB control number.

Complete ifKnown

Application Number 10/972,287

Filing Date 10/21/2004

First Named Inventor Salahieh

3738(Use as many sheets as necessary)

A00m0000cket00m00. 00207002001

U.S. PATENT DOCUMENTS

Cite ' Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where

flu No.l MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant$ Number-Kind Code (lfknown) Fi res A ear

m US-5,554,185 09/10/1996 Block et al.
.I 4

 

 

 

 

 
  

 

 

  
   

 
Substitute for form 1449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
  
 
 

 
 

 
 

 

I
 
  --

   
L

IIIIIIIIIIIIIIiS   
FOREIGN PATENT DOCUMENTS

Examiner Cite Foreign Patent Document Publication Date Name of Patentee or Pages, Columns, Lines,
Initials’ .1 A licant ofCited Document H here Rele‘ant I 3553355 0"pp

Relevant I igures
Zc

 Countrv Code — Number - Kind Code (i brawn

EP 1000590A1 05/17/2000 Cordis Corporation

 

   

  

Examiner ,- - ; Date
xlilebecea Straszheim, 98/18/2908

’EXAMINER: lnitial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not

considered. 1nc|ude copy of this form with next communication to applicant. lApplicant’s unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST ,3). “For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. ’Kind of document by the appropriate
symbols as indicated on the document under WIPO Stande ST.16 if possible. 6Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 114. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO, Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THlS ADDRESS. SEND TO:
Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing Iheform, call l-800-PTO-9l99 (1-800- 786-9199) and select option 2.

2994761 1 .DOC

AttomeilmtttI‘E’tEEERENCES CONSiQERED EXCEPT WHERE LiNEE} TH ROUGH. FEE]

Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 212 of 630



Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 213 of 630

 
 
 

 
 
 

 

 

.‘-s If. 03/19/2007 1997R€s€1¥1 (wfiRU:Approved for use through 07/31/2006. OMB 0651-0031
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE

Underthe Pepemork Reduaion Actof1995, no persons are required to respond to a collection of Information unless it displays a valid OMB control number.

10/972,287

October 21 . 2004

Amr Salahieh

3738

William H. Matthews

10012-702501

ENCLOSURES check all thata v t

E] Fee Transmittal Form E] Drawing(s) D After Allowance Communication to TC

E] Appeal Communication to Board
of Appeals and Interferences

D Appeal Communication to TC
(Appeal Notice, Brief, Reply Brief)

  
 

TRANSMITTAL

FORM
 

 
 
 
  

 
 

 

 
 

3 C2.

 
 

 
 

 
 

 
 

D Fee Attached D Licensing-related Papers

 [I Amendment/ Reply D Petition  

  
 

 

D Petition to Convert to a
Provisional Application

D Power of Attomey. Revocation
Change of Correspondence Address

 D After Final D Proprietary Information

 
 

 

   
 

E] Affidavits/declaration(s) D Status Letter

E] Terminal Disclaimer  

 
 

 

  
  
  
 
  

D Other Enclosure(s)
(pleese identify below): D Extension of Time Request

 
 

 
 

 

D Request for Refund

C] CD. Number of CD(s)

El Landscape Table on CD

E] Reply to Missing Parts
under 37 CFR1.52 or 1.53

SIGNATURE OF APPLICANT, ATTORNEY, OR AGENT

/

aim
CERTIFICATE OF TRANSMISSION/MAILING

I hereby certify that this correspondence is being facsimile transmitted to the USPTO or deposited with the United States Postal
Service with sufficient postage as first class mail in an envelope addressed to: Commissioner for Patents. PO. Box 1450.
Alexandria. VA 22313-1450 u the ate shown below.

 
 

E] Express Abandonment Request

 
 

 E Information Disclosure Statement

 

  
  

 

E] Certified Copy of Priority
Document(s)

D Reply to Missing Parts/
Incomplete Application

 

 
 

  

Signature

Typed or printed name

This coilection of information is required by 37 CFR 1.5. The information Is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to 12 minutes to complete, including
gathering, preparing. and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden. should be sent to the Chief Infomtation Officer, U.S. Patent and
Trademark Office, U.S. Department of Commence, PO Box 1450, Alexandria, VA 22313—1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commissioner for Patents. PO. Box 1450, Alexandria. VA 2231 3-1450.

Ifyou need assistance in completing the form, call 1-800-PTO-9199 and select option 2.

ALL REFERENCES CQNSiQERED EXCEPT WHERE LiNEE} THROUGH. /R.S./
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(33/19/2007 19972287 — GAL}: 3738

Docket No. 10012-702501 
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application: 10/972,287

InventorszAmr salahwh Confirmation No.: 7706

Filed: October 21, 2004

Title: LEAFLET ENGAGEMENT ELEMENTS

AND METHODS FOR USE THEREOF Group Art Unit: 3738

Examiner: William H. Matthews

 

Commissioner for Patents

P.O. Box 1450

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATEMENT UNDER 37 CFR§ 1.97 & § 1.98

Sir:

In accordance with 37 CFR § 1.97-1.98, applicants hereby submit an Information Disclosure

Statement, including attached forms(s) PTO/SB/OS. A copy of each reference is being submitted herewith,

along with a concise explanation in English for those publications in a foreign language.

Applicants respectfully request that the listed information be considered by the Examiner and be
made of record in the above-identified application. Applicants further request that the Examiner initial and

return a copy of the attached form(s) PTO/SB/08 in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the

information provided herewith, and/or to prove that this information may not be prior art, and /or to prove
that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the information

cited in the statement is, or is considered to be, prior art or material to patentability as defined in 37 CFR
§1.56.

ALL REFERENCES CGNSlEEEEE EXCEPT WHERE UNEE} THROUGH. FEE]
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Receipt date: QS/iQ/EGGY i0972287 - GAL}: 3738

Docket No. 10012-702501

FILING OF INFORMATION DISCLOSURE STATEMENT

E 37 CFR §1.97(b)

This statement is being submitted under 37 CFR §1.97(b) because the IDS is being filed:
El 1). Within 3 months of the application filing date and is other than a continued prosecution
application under § 1.53(d),

El 2). Within 3 months of entry of a national stage as set forth in § 1.491,
E 3). Before the mail date of a first Office Action on the merits,

E] 4). Before the mailing of a first Office Action after filing a request for continued examination
under § 1.114.

[I 37 CFR§ 1.97(c)
This statement is being filed after the latest of:

D 1). Three months beyond the filing date of a national application,
D 2). Three months beyond the date of entry of the national stage as set forth in § 1.491 in an
international application, '
El 3). The mailing date of a first Oflice Action on the merits, but before the mailing date of the
earlier of a final Ofiice Action under § 1.113 or a Notice of Allowance under § 1.311, and then
either:

E] A). A fee of $ 180.00 as set forth in § 1.17(p) is authorized below, enclosed, or

included with the payment of other papers filed together with this statement

[I B). A certification as specified in § 1.97(e) is provided below; thus no fee is
required.

El 37 CFR § 1.97(d)
This statement is being filed after the mailing date of the earlier of a Final Ofi'rce action or a Notice of

Allowance under § 1.311, but before payment of the issue fee, and then:

A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or payment is

included with other papers filed together with this statement
--AND--

B). A certification as specified in § 1.97(e) is included below.

CONTENT OF INFORMATION DISCLOSURE STATEMENT UNDER

37 CFR§ 1.98

X 37 CFR §1.98 (a)(2)(ii) U.S. patents or patent application publication(s) cited
E 1). Since not requested by the Office, U.S. patents and U.S. patent application publications
are not included.

E] 2). At the request of the Office, a copy of the following U.S. patent or patent application
publication is attached:

37 CFR §1.98 (a)(2)(iii) Pending unpublished U.S. applications cited
A copy of each application specification including the claim(s)s, and any drawing of the

application, or that portion of the application that caused it to be listed, including any claims directed to that
portion, is attached.

[:I 37 CFR §1.98 (a)(2)(iii) English language publication (other than U.S. patents, patent
applications, or pending unpublished applications) cited

A legible copy of each publication or that portion which caused it to be listed is attached.

El 37 CFR §1.98 (a)(2)(i) Foreign patent(s) in English cited

A legible copy of each foreign patent is attached.

ALL REFERENCES CGNSiQEREE EXCEPT WHERE LiNEE} THROUGH. /R.S./
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Receipt date: QS/iQ/EGC?’ “3972287 — GAL}: 3738

Docket No. 10012-702501

[:I 37 CFR §1.98 (a)(2)(i), (a)(3)(i-ii) Foreign patent(s) or other foreign documents not in English
cited

E] 1). A legible copy of each foreign patent, each publication or that portion which caused it to
be listed, is attached,

-AND—

E] 23). A concise explanation of the relevance, as it is presently understood by the individual

designated in § 1.56 (c) most knowledgeable about the content of the information, of each patent,

publication, or other information listed that is not in the English language is provided
herewith:

-OR.

E] 2b). A copy of the translation of a written English-language translation, or portion thereof, is
readily available and is attached.

STATEMENT UNDER 37 CFR § 1.971e}

B Each item of information contained in the information disclosure statement was first cited in any
communication from a foreign patent ofiice in a counterpart foreign application not more than three months

prior to the filing of the information disclosure statement.

I] No item of information contained in the information disclosure statement was cited in a
communication from a foreign patent ofl'rce in a counterpart foreign application, and to the knowledge of

the person signing the certification after making reasonable inquiry, no item of information contained in the
information disclosure statement was known to any individual designated in § 1.56(c) more than three

months prior to the filing of the information disclosure statement.

FEE AUTHORIZATION

E The Commissioner is hereby authorized to charge the above-referenced fees of $000 and charge

any additional fees or credit any overpayment associated with this communication to Deposit Account No.
50—4050.

Respectfully Submitted,

\S f 0 j E 4%“Dated: 3 i % Byi___._____
Shay Law Group Thomas Zlogar Reg. # 55760
2755 Campus Drive, Suite 210
San Mateo, CA 94403

(650) 212-1700
Customer No. 66854

ALL REFERENCES CQNSiQEREE EXCEPT WHERE LiNEE} THRQUGH. /RHS./
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QS/lQ/ECOY iQ972287 — GAL}: 3738

PTO/SBIOBA (09416)
Approved for use through 03/31/2007. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Complete if Known

10/972,287

October 21, 2004
Amr Salahieh

 

 
 

 
 

INFORMATION DISCLOSURE

 

I! ('3.. 2m3ata. :T<o3o-.

STATEMENT BY APPLICANT Art um: 3733
(Use as many shoes as necessary) Examiner Name William H. Matthews

0012-702.501

  

  
 

  

   U. S. PATENT DOCUMENTS
Cite Document Number Publication Date Name of Patentee or Pages. Columns. Lines, Where
No.1 MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant-— mm:

“5‘ 2004/01 53094-A1 08/05/2004
L's-2005010702201

1 1/29/2005 M
03/20/2002

5.

s.

S.

s.

5' —  

Examiner
lnltials'  

C

CC

CCCCs.

s.

5.

us-

CC

C 
  

 

 
   
 

 

 

 

FOREIGN PATENT DOCUMENTS
Examiner

Cite1 Foreign Patent Document Publication Name of Patentee orinitials‘ . Date Applicant of Cited Document

Coun Code’Number‘Kind Codes ifknown

   

 
 

Pages. Columns, Lines.
Where Relevant Passages
Or Relevant Figures Appear

 
   MM-DD-YYYY

IIIIIIE Iiliillln 
Examiner Date
Signature Considered

E MINER: Initial i re arence considered, whether or not citation is in con ormance wrth PEP 609. Draw line throug citation i not In con ormance and not
considered. Include copy of this form with next communication to applicant. 1Applicant's unique citation designation number (optional). ZSee Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). ‘ For
Japanese patent documents. the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST.16 it possible. °Applicant is to place a check mark here it English languageTranslation is attached.

This collection of information is required by 37 CFR 1.97 and 1.98. The information Is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete.
Including gathering. preparing. and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Inionnation Officer, U.S. Patent
and Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS To THIS ADDRESS. SEND
TO: Commlaaloner tor Patents. PO. Box 1450. Alexandria. VA 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

ALL REFERENCES CQNSiQERED EXCEPT WHERE LiNEE} THROUGH. Fifi]
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Receipt date: 03/19/2007 10972287 — GAL}: 3738

PTO/SB/083 (OS-06)
Approved for use through 03/31/2007. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
: ulred to res nd to e collection of Inforrnetion unless It contains a valid OMB control number.

Complete If Known

Application Number 10/972287

Filing Date October 21, 2004

First Named Inventor Amr Salahieh

Art Unit 3738

Examiner Name William H. Matthews

Attorney Docket Number 10012402501

Under the Pe erwork Reduction Act of 1995 no
   
    

 

 
  

  
Substitute for form 1449/PTO

 
  

  
 

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT 

  (Use as many shoes as necessary)

  
  

Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of
lnitials' No.1 the item (book, magazine, journal, sen'al, symposium, catalog, etc.), date, page(s), volume-issue T2

where ublished.

SALAHIEH, et al., U.S. Patent App. 11/531,980, “Externally expandable heart valve
anchor and method,” filed 09/14/2006 SLG Ref 10012-703.301(formerly 30207-703301) E

SALAHIEH, et al., U.S. Patent 11/532,019, “Methods and apparatus for endovascularly

replacing heart valve,” filed 09/14/2006 SLG Ref 10012-703.302(formerly 30207-703302)

 
 Examiner ,. ‘ H . , Date IHebecca Sireszheim/ 08/18/2008

“EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant.
1 Applicant’s unique citaticn designation number (optional). 2 Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is govemed by 35 U.S.C. 122 and 37 CFR 1.14. This collection Is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Otfice, PO Box 1450, Alexandria. VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

 

Ifyou need assistance in completing the form, call 1-800—PTO-9199 (1-800-786—9199) and select option 2.

ALL REFERENCES CQNSiQERED EXCEPT WHERE LiNEE} THRQUGH. Fifi]
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Receipt date: {34/96/2005 “3972287 — GAL}: 3738

Attorney Docket No. 30207-702501
PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor: Amr SALAHIEH, et al. Group Art Unit: 3738

Serial Number: 10/972,287 ' Examiner: Unassigned

Filing Date: October 2] , 2004 CONFIRMATION NO: 7706

Title: LEAFLET ENGAGEMENT ELEMENTS

AND METHODS FOR USE THEREOF
 
 

FILED ELECTRONICALLY ON: April 5 , 2006

Mail Stop Amendment
Commissioner for Patents

PO. Box 1-450

Alexandria VA 22313-1450

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT

UNDER 37 CFR §1.97

Sir:

Applicants hereby submit an Information Disclosure Statement along with attached form

PTO/SB/OS. A coPy of each listed publication is submitted, if required, pursuant to 37 CFR §§1.97~1.98,

as indicated below.

Applicants respectfully request that the listed information be considered by the Examiner and be

made ofrecord in the above—identified application. Applicants further request that the Examiner initial

and return the attached form PTO/SB/OS in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the

information provided herewith, and/or to prove that this information may not be prior art, and/or to prove

that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that theinforrnation

cited in the statement is, or is considered to be, prior art or material to patentability as defined in §1.56.

2854352_1.DOC
Attorney Docket No. 30207-702501 - l -
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A. IE 3 7 CFR §1.97{b). This Information Disclosure Statement should be considered by the Office
because: '

El (1) It is being filed within 3 months of the filing date of a national application and is

other than a continued prosecution application under §l .53(d);

__ OR __

El (2) It is being filed within 3 months of entry of the national stage as set forth in

§1.491 in an international application; a

__ QR --

E (3) It is being filed before the mailing of a first Office action on the merits;

__ OR __

El (4) It is being filed before the mailing of a first Office action after the filing of a

request for continued examination under §l .114.

B. I:] 37 CFR §].97(c). Although this Information Disclosure Statement is being filed after the period

'specified in 37 CFR §I.97(b), above, it is filed before thc‘mailing date of the earlier of (1) a final
office action under §l.113, (2) a notice of allowance under §1.3ll, or (3) an action that otherwise

closes prosecution on the merits, this Information Disclosure Statement should be considered because

it is accompanied by one of:

[:I a statement as specified in §1.97(e) provided concurrently herewith;

__ OR __

[I a fee of $180.00 as set forth in §l.l7(p) authorized below, enclosed, or included with the

payment of other papers filed together with this statement. '

C. [:I 37 CFR §I.97(d). Although this Information Disclosure Statement is being filed after the mailing
date of the earlier of (l) a final office action under §1.113 or (2) a notice of allowance under §l.3 ll,

it is being filed before payment of the issue fee and should be considered because it is accompanied

by:

i. a statement as specified in §1.97(e);

-- AND --

ii. a fee of $180.00 as set forth in §l.l7(p) is authorized below, enclosed, or included

with the payment of other papers filed together with this Statement.

D. El 37 CFR §].97(e). Statement.

[I A statement is provided herewith to satisfy the requirement under 37 CFR §§l 37(0);

-- AND/OR --

I:I A statement is provided herewith to satisfy the requirement under 37 CFR §§1.97(d);

-- AND/OR --

[:I A copy of a dated conununication from a foreign patent office clearly showing that the

information disclosure statement is being submitted Within 3 months of the filing date on
the communication is provided in lieu of a statement under 37 CPR. § 1.97(e)(l) as

provided for under MPEP 609.04(b) V.

E. [:1 Statement Under 37 C.F.R. §I.704(d). Each item of information contained in the information

disclosure statement was first cited in a communication from a foreign patent office in a counterpart

application that was received by an individual designated in § 156(0) not more than thirty :30) days
prior to the filing of this information disclosure statement. This statement is made pursuant to the

2854352_1 .DOC
Attorney Docket No. 30207-702501 - 2 -
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Receipt date: {34/96/2885 “3972287 — GAL}: 3738

requirements of 37 C.F.R. §1.704(d) to avoid reduction of the period of adjustment of the patent term

for Applicant(s) delay.

F. El 37 CFR §I.98(a)(2). The content of the Information Disclosure Statement is as follows:

I:I Copies of each of the references listed on the attached Form PTO/SB/OS are enclosed
herewith.

_- 0R --

E Copies of U.S. Patent Documents (issued patents and patent publications) listed on the
attached Form PTO/SB/O8 are NOT enclosed.

—— AND/OR --

E Copies of Foreign Patent Documents and/or Non Patent Literature Documents listed on
the attached Form PTO/SB/OS are enclosed in accordance with 37 CFR §l.98 (a)(2).

—— AND/OR ——

IX] COpies of pending unpublished U.S. patent applications are enclosed in accordance with
37 CFR §1.98(a)(2)(iii). '

G. 37 CFR §1.98(a)(3). The Information Disclosure Statement includes non-English patents andfor
references.

I] Pursuant to 37 CFR §1.98(a)(3)(i), a concise explanation of the relevance of each patent,

publication or other information provided that is not in English is provided herewith.

[3 Pursuant to MPEP 609(B), an English language copy of a foreign search report is
submitted herewith to satisfy the requirement for a concise explanation where

non-English language information is cited in the search report.

"QR __

[:I A concise explanation of the relevance of each patent, publication or other

information provided that is not in English is as follows:

IE Pursuant to 37 CFR §1.98(a)(3)(ii),l a copy of a translation, or a portion thereof, of the
non-English language reference(s) is provided herewith.

EP 1469797 was published in German. The English language title, the claims and the

drawings are sufficient to convey the scope of its disclosure. Should the Examiner

believe that a complete translation of the above mentioned publication is necessary to

understand its disclosure, Applicants will endeavor to provide such translation at the

Examiner’s request.

H. El 37 CFR §I.98(d). Copies of patents, publications and pending U.S. patent applications, or other
information specified in 37 C.F.R. § 1.98(a) are not provided herewith because:

[:1 Pursuant to 37 CFR §1.98(d)(1) the information was previously submitted in an
Information Disclosure Statement for another application under which this application

claims priority for an earlier effective filing date under 35 U.S.C. 120.

Application in which the information was submitted:

Information Disclosure Statement(s) filed on:

AND

CI The information disclosure statement submitted in the earlier application complied with

paragraphs (a) through (c) of 37 CFR §1 .98.
2854352_1.DOC
Attorney Docket No. 30207-702501 — 3 -
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Reeeépt date: {34/06/2606 I teemee? — GAL}: 3738

I. E Fee Authorization. The Commissioner is hereby authorized to charge the above-referenced fees
of $0.00 and charge any additional fees or credit any overpayment associated with this

communication to Deposit Account No. 23-2415 (Docket No.30207-702.501 1.

Respectfully submitted,

 

WILSON SONSINI GOODRICH & ROSATI

  Dated: April é , 2006 By:
Maya S atch, Reg. No. 52,505

650 Page Mill Road

Palo Alto, CA 94304-1050

(650) 493-9300
Customer No. 021971

2854352_1.DOC
Attorney Docket No 30207—702501 - 4 - '
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Receipt date:

  
 
 

 

  
 

 

 

 

Examiner
lnitials“

Under the aerwork Reduction Act of 1995, no ersons re I uired to resond to a collection of information unless it contains a valid OMB control number.

Substitute for form 1449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

(Use as many sheets as necessary)

 

US 2005/0209580 A] 09/22/2005
US zoos/0223472 A1 10/13/2005

Verhoeven et al.US 2005/0251250 11/10/2005

US 2005/0251251 11/10/2005

US 2005/0261759 A1

04/06/2005 10972287 — GAL}: 3738

PTO/SB/OS (07/05)
Approved for use through 07/31/2006. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Complete sznon

Application Number 10/972,287

Filing Date October 21, 2004

First Named Inventor Amr Salahieh

Art Unit 3738

Unassigned
Attorney Docket Number 30207-702501

   
 
 

 

 
 
 

 

 
 

  

 
 

U.S. PATENT DOCUNIENTS
Document Number Name ofPat/entee or

Applicant ofCited Document

 
Publication Date
MM-DD-YYYY

Pages, Columns, Lines, Where
Relevant Passages or Relevant

Figures A - or
No. 1

Number—Kind Code1 {ifknown}

 

  11/24/2005 Lambrecht et al.

US 2005/0267560 A1 

US 2005/0283231 

  US 2006/0004442

US 2006/0015168 01/19/2006

US 6,96,4673

 

US 2005/0283962

US 2006/0004439
12/29/2005 Boudj emline

owes/2006
01/05/2006 Spenser et a].
 

 

US 6,042,607 03/28/2000

US 6,953,332

Williamson, IV et al.
Kurk et al.

 

10/ l 1/2005   
11/15/2005 Tsugita et a1.

owe/zoos

   
  
 

Examiner Date
Si ature Considered

‘EXAMINER: initial if reference considered, whether or not citation is in confonnance with MIPEF 609. Draw line through citation if not in conformanoe and not considered. Include copy
of this form with next communication to applicant ‘Appticant's unique citation designation number (Optional). 2See Kinds Codes of USPTO Patent Documents at www.mptogov or MPEP
901.04. 3Enter Office that issued the document1 by the two-letter code (WIPO Standard ST .3). ‘For Japanese patent documents, the indication of the year of the reign of the Emperor must
precede the erial number ofthe patent document. 51(in ofdocument bythe appropriate symbols as indicated on the document under WIFO Standard 5T.15 ifpossiblc. “Applicant is to place a
check mark here ifEngiish language Translation is attached.
This collection of information is required by 37 CFR l3? and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process} an
application. Confidentiality is governed by 35 U.S.C. 122 and 31 CPR 1.14, This collection is estimated to take 2 hours to complete, including gathering, preparing, and submitting the
completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to Doomlete this form and/or suggestions for
reducing this burden. should be sent to the ChiefInformation Officer, US. Patent and Trademark Office, P.0. Box I450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED
FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents. P.O. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in comp/ering Iheform. call l-300-PTO—9199 (1-800-786-9199) and select option 2.

2354352_l .DOC
Attorney Docket No. 30207-702501

.1.
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Receipt date: 04/06/2005 i0972287 — GAL}: 3738

PTO/SB/OS (07/05)
Approved for use through 07/31/2006. OMB 0651—0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the a a - erwork Reduction Act of 1995, no ersons re a uired no res and to a collection of infomtion unless it contains a valid OMB control number.

 

, Complete imem-n

Substitute for form l449/PTO 10/972,287
INFORMATION DISCLOSURE October 21» 2004
STATEMENT BY APPLICANT Amt Salahieh

(Use as many sheets as necessary} Art Unit 373 8

Examiner Name Unassigned

Sheet 2 i or I 3 Attorne Docket Number 30207—702501
 

 

 
 

FOREIGN PATENT DOCUMENTS
Publication Date    
   Examiner Cite Foreign Patent Document Name of Patentee or Pages, Columns, Lines.

  lnitials‘t No.l Com“! Code! *Nurrflm' * Kind Code 01"th) MM-DD-YYYY Applicant of Cited Document Where RClevanl P35533155 01'

Board ofRegents, The
EP 1 156757 B1 12/07/2005 University of Texas

System .
EP 1469797 in German with . .

Enlish Claims 11/02/2005 Figulla, Hans-Reiner
Board of Regents, The

EP 1576937 A2 09/21/2005 University of Texas
S tem

  Relevant Figures Appear

  

 
 

    
 
 

  

 
  

 
 
 

 

EP 1500121A1 11/30/2005 :Vilsllam Cook Europe
EP 1605 S71 Aortech lntemational

wo 20041082536 Al “9/30/2004 pLC

EP 1616531 01/18/2006 395‘?“ Scmt‘ficLimited
Percutaneous

WO 2005/087140 Al 09/22/2005 Cardiovascular Solutions
PTY Ltd.

Board of Regents, The
EP 1582178 A2 510/5/2005 University of Texas

1 System
Board ofRegents, The

-EP 1582179 A2 10/05/2005 University of Texas
S_ystem

EP 1589902

   
   
 

 

Examiner Date

Si 1 ature Considered '
I‘EXIHXNIINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation ifnot in conformance and not considered Include copy
of this form with next communication to applicant. 'Applicant’s unique Citation designation number (optional) 15:: Kinds Codes of USPTO Patent Documents at www.uspto.gov or MPEP
901.04. 3Enter Office that issued the document, by the two-lettu- code [WWO Standard ST .3). ‘For Japanese patent documents, the indication of the year ofthe reign of the Emperor musl
precede Ihe serial number offlie patent document. ’Kind of document by the appropriate symbols as indicated on the document under WTPO Standard ST.16 if possible ‘Applicant is to place a
check mark here if English language Translation is anachcd. _
This collection ofinformation is required by 37 CFR 1.97 and 1.98. The information is reqqu lo obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
applicatioo Confidentialin is governed by 35 U SC. 122. and 37 CPR 1.14. This collection is estimated to take 2 hours to complete, including gathering, preparing. and submitting the
compleled application form to the USPTOi Time will vary depending upon the individual case. Any cornman on the amount chime you require to complete this form and/or suggestions for
reducing this burden, should be sent to the Chicflnformatiun Officer, U S. Patent and Trademark Office, P‘.O. Box 1450. Alexandria. VA 22313-1450. DO NOT SEND FEES OR COMPLETED
FORMS TO THIS ADDRESS. SEND TO: Commuslocr for Patents, LO. Box 1450, Alexandria, VA 22313-1450.

[fwu need assistance in completing thefomt, calf Jedi/LLPTDJIW (1-800- 786-9199) and select option 2.

 

2854352_1.DOC
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Reeeiei date: ee/ee/aeee ' res-372287 — GAL}: 3738

PTO/SENS (07/05)
Approved for use through 07/31/2006. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the aerwork Reduction Act of 1995, no - rsons re uired to res and to a collection of information unless it contains a valid OMB control number.

Complete 1' Known

Application Number 10/972,287

Filing Date October 21, 2004

First Named Inventor Amr Salahieh

3738

Attorne Docket Number 30207-702501

  
 
 

 
   

 

  
 

Substitute for form l449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

{Use as many sheets as necessary)

 

 

 

 
 
 

 

 

UNPUBLISHED PATENT APPLICATIONS

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
Examine.- Cite item (book, magazine, journal, serial, symposium, catalog, etc), date, page(s), volume-issue number(s),
Initials* No.1 ublisher, ci and/or count where ublished.

FAWZI, et al., U.S. Patent Application No 11/155309, entitled “Apparatus and methods for
intravascular embolic protection,” filed 06/16/2005 (WSGR Reference No. 30207—7 19.201)

SALAHIEH, eta1., U.S. Patent Application No 11/232441, entitled “Methods and apparatus for
endovascular heart valve replacement comprising tissue grasping elements," filed 09/20/2005
(WSGR Reference No. 30207-702503
SALAHIEH, et al., U.S. Patent Application No 11/232444, entitled “Methods and apparatus for
endovascular heart valve replacement comprising tissue grasping elements," filed 09/20/2005
(WSGR Reference No. 30207-702504

SALAHIEH, et al., U.S. Patent Application No 1 1/274889, entitled “Medical implant deployment
tool,” filed 1 1/14/2005 (WSGR Reference No. 30207- 718.201)

SALAHIEH, et al., U.S. Patent Application No 1 1/314183, entitled “Medical Device Delivery,”
filed 12/20/2005 (WSGR Reference No. 30207-725201)

SALAHIEH, eta1., U.S. Patent Application No 11/314969, entitled “Methods And Apparatus For
Performing Valvuloplasty,” filed l2/20/2005 (WSGR Reference No. 30207-727201)

 
    Examiner _ - I. I Date I.

/Rebeeca Siraszheim’ 08/18/2008
‘EXAMINER: initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation il'nct in conformance and not considered. Include copy
of this form with next communication to applicant. 'Applicant’s unique citation designation number (optional). 2See Kinds Codes of USPTO Patent Documents at www.uspm.gov or MLPEP
901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST .3). ‘For Japanese patent documents, the indication of the year of the reign ofthe Emperor must
precede the serial number of the patent document. ’Kind of document by the appropriate symbols as indicated on the document under WlPO Standard ST. 16 if possible. EApplicant is to place a
check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98 The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including gathering, preparing, and submitting the
completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or suggestions for
reducing this burden, should be sent to the Chief Information Officer, US. Patent and Trademark Office, PO, Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES 0R COMPLETEDFORMS TO THIS ADDRESS. SEND TO: Commlsslnner for Patents, P.O. Box 1450, Alexandria, VA 113l3-1450.

nyou need assistance in completing theform, call 1—8019—1910-9] 99 (1-800-786-9199) and nice! option 2.

2854352_1.DOC
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eceipt 04/27/2005 . ‘ t9972287—GA .._ . —. f . . as; aafi’ Wm) 
V XPRESS MAIL LABEL NO.: EV 518896122 US PATENT

Attorney Docket No. 30207.702.501

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application PATENT APPLICATION

lnventor(s): Amr SALAHIEH et al.
' Art Unit: 3738

Application NO.: 10/972,287

Filed: October 21, 2004

Confirmation No.: 7706

Title: Leaflet engagement elements and methods

)

)

)

)

)

) Examiner: Not yet assigned

)

)

)

for use thereof )

)

Commissioner of Patents

PO. Box 1450

I Alexandria, VA 22313-1450

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT UNDER 37 C.F.R. 1.97  

Sir:

Applicants hereby submit an Information Disclosure Statement along with attached form(s)

PTO/SB/08. A copy of each listed publication is being submitted herewith, along with a concise

explanation of information in a foreign language, if any, pursuant to 37 C.F.R. §1.97-1.98.

Applicants respectfully request that the listed information be considered by the Examiner and

be made of record in the above-identified application. Applicants further request that the Examiner

initial and return the attached form(s) PTO/SB/08 in accordance with MPEP §609.

Applicants reserves the. right to establish the patentability of the claimed invention over any

of the information provided herewith, and/or to prove that this information may not be prior art,

and/or to prove that this information may not be enabling for the teachings purportedly offered. g

This statement is not intended to represent that a search has been made or that the

information cited in the statement is, or is considered to be, prior art or material to patentability as

defined in §1.56.

3055272_l DOC
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Receipt date: 04/27/2005 ‘ . 10972287 — GAL}: 3738

‘.

IX This statement qualifies under 37 C.F.R. §1.97, subsection (b) because:

E] ( 1) It is being filed within 3 months of the application filing date and is other than
a continued prosecution application under § 1.53(d)

__ 0R __

D (2) It is being filed within 3 months of entry of a national stage
__ 0R __

IX] (3) It is being filed before the mail date of the first Office Action on the merits
__ OR __

E] (4) It is being filed before the mailing of a first Office Action after the filing of a
request for continued examination under § 1.114. .

E] 37 C.F.R. §1.97(c). If this statement is being filed after the latest of: (1) three months beyond
the filing date of a national application; (2) three months beyond the date of entry of the

national stage as set forth in §1.49l in an international application; or (3) the mailing date of

a first Office action on the merits, but before the mailing date of the earlier of a final office

action under §1.113 or a notice of allowance under §1.311, then:

C] a certification as specified in §1.97(e) is provided below; or

[:I a fee of $180.00 as set forth in §1.17(p) is authorized below, enclosed, or included
with the payment of other papers filed together with this statement.

E] 37 C.F.R. §1.97(d). If this statement is being-filed after the mailing. date of the earlier of a
final office action under §1.l 13 or a notice of allowance under §1.311, but before payment of
the issue fee, then:

A. a certification as specified in §1.97(e) is completed below; and

B. a petition under 37 C.F.R. §1.97(d) requesting consideration of this statement is

submitted herewith; and

C. a fee of $130.00 as set forth in §1.l7(i)(1) is authorized below, enclosed, or included
with the payment of other papers filed together with this statement.

XI Copies of each of the references listed on the attached Form PTO-1449 are enclosed herewith

in PDF format on the attached CD ROM, clearly titled by application number or author, in

accordance with 37 CFR 1.98 (a)(2).

D Copies of references listed on the attached Form PTO/SB/08 are enclosed herewith EXCEPT
THAT:

[:I In view of the voluminous nature of references, and the likelihood that these

references are available to the Examiner in the file history of the parent application
(Serial No. ), copies are not enclosed herewith.

[:I If any of the foregoing publications are not available to the Examiner,
Applicant will endeavor to supply copies at the Examiner’s request.

3055272_1.DOC

A“°”°’E\:’EEE‘EE’EE7EE°YKECEE CQNEiEEEEE EXCEPT WHERE UNEE); TH ROLBGH. /E.E./
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Receipt date: {34/27/2605 . ‘ tQ972287 — GAL}: 3738
.

[:I Copies of only foreign patent documents and non-patent literature are enclosed in

accordance with 37 CFR 1.98 (a)(2). (The U.S. patents and each US. patent

application publication listed on the attached Form PTO-1449 are not enclosed

because this US. patent application was filed afier June 30, 2003 or this international

application has entered the national stage under 35 USC §371 after June 30, 2003 (see

USPTO waiver of requirement under 37 CFR 1.98 (a)(2)(i).

El There are no listed references which are not in the English language.

The relevance of those listed references which are not in the English language is as follows:

CID
Attached are copies of search report(s) from corresponding patent application(s), submitted
in accordance with MPEP 609 D in support of the attached certification under 37 CFR

1.97(e)(1). ~

K4 Attached are non-published pending patent applications which may be deemed relevant,
which are listed on the attached Submission Under MPEP 609 D.

{3 Fee Authorization. The Commissioner is hereby authorized to charge the above-referenced
fees of $0.00 and charge any additional fees or credit any overpayment associated with this

communication to Deposit Account No. 23-2415 (Docket No.30207.702.501 1.

Respectfully submitted,

WILSON SONSINT GOODRICH & ROSATI

. Dated. fl lute? - By; A
Maya Sku tch, Reg. No. 52,505

650 Page Mill Road

Palo Alto, CA 94304-1050

(650) 493-9300
Customer No. 021971
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date: 94/27/2995
PTO/SB/OSA (08-03)

Approved for use through 07/31/2006. 0MB 0651—0031
US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE

Under the aerwork Reduction Act of 1995, no ersons re uired to re - nd to a collection of information unless it contains a valid OMB control number.

' Complete ifKnown

 
 
 

 
 
 
 

 
 

 

 
 

 

10/21/2004

Not yet assigned
Attorney Docket Number

NON PATENT LITERATURE DOCUMENTS

nclude name of the author (in CAPITAL LETTERS), title of the article (when approte), title of the
“ (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), vol—issue number(s),

‘~ ublisher, ci and/or coun where ublished. 9:

 

 

 
 
 
 

 
 

 

 
30207.702.501

 Examiner Cite
lnitials“ No.l

apparatus fodovascularly replacing a patient’s heart ea? filed 07/15/2004
.501).

SALAHIEH, A.
apparatus for 122,:
(30207.701.502). "

 
 

 

  
 
 
 apparatus for endovascularl

(30207.701.503).
 

 

 
 

 
 

  

tion No. 10/893,142, entitled “Methods and
patient’s heart valve”, filed 07/15/2004  

 

 Applicatio. 10/920,736, entitled “Apparatus and
methods for protecting embolization 0.332.,“

   er“; A. et a1., US Patent Application No. 10/746,120 titled “Externally
3.2:)" e heart valve anchor and method”, filed 12/23/2003 (3 7.703.201).

Date
Considered

*EXAMINER: Initialifconsidered, whether or not citation is in conformance with MPEP 609. Draw line through citation if conformance and not
considered. Include cc of this form with next communication to applicant.
|Applicant’s unique ' on designation number (optional). 2Applicant is to place a check mark here if English language Translation is attac Kg

This collection of in tion is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is ' 1e (and by the
USPTO to processn application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 531:... complete,
including gath preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individua ’31,. Any
comments on amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Informati-"Izu.
U.S. Patent “:25. Trademark Office, P.O. Box 1450, Alexandria, VA 22313—1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS AD fizz; ESS.
SEND If Commissloner for Patents, PO. Box 1450, Alexandria, VA 22313-1480.

    Examiner

si ature  

  
  

 
 

Ifyou need assistance in completing theform, call l-800-PTO-9199 and select option 2.

3055272_I.DOC
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Application Number 10/972,287
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date: {34/27/2005 i . _ $997228? — Gigi; 373
PTOISE/08A (08—03)

Approved for use through 07/31/2006. OMB 0651-0031
US. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the aerwork Reduction Act of 1995, no - rsons re uired to re . nd to a collection of information unless it contains a valid OMB control number.

Use as many sheets as necessary)

3 NON PATENT LITERATURE DOCUMENTS

Initials“ No.I

‘

 
  

  
  
  

 

Substitute for form l449/PTO

INFORMATION DISCLOSURE
BY APPLICANT

 

  
 

 
 
 

 
 

 

 

 
 

 
 

 

 

 
30.207.702.501

 
 

  a e), title of the
-issue number(s),

  

nclude name of the author (in CAPITAL LETTERS), title of the article (when appro
a. (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volu

' - ublisher, ci and/or coun where o ublished.   

10/746,887, entitled “Low profile
(30207705201).

 
 

 

 

 5331... ,- ' Date 2321;. i Iea Straszhetm/ 08.1 8/2008
*EXAMINER: lnitial if referencnsidered, whether or not citation is in conformance with MPEP 609. Draw line through ci if not in conformance and not
considered. Include copyofwith next communication to applicant
lApplicant’s unique citation dgnation number (optional). 2Applicant is to place a check mark here if English language Translatio attached.

This collection of informatio required by 37 CFR 1.98. The infomration is required to obtain or retain a benefit by the public 4%.... is to file (and by the
USPTO to process) an app tion. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 1 4‘45. ‘nutes to complete,
including gathering, prering, and submitting the completed application form to the USPTO. Time will vary depending upon the $9.; 'dual case. Any
comments on the amo “.5: of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief 1n tion Officer,
US Patent and .395: Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO T 111:; ADDRESS.
SEND TO: Comssloner for Patents, PO. Box 1450, Alexandria, VA 22313-1450. ’31:

Examiner

si ; ature 

 

  

Ifyou need assistance in completing theform, call l-800-PTO—9l99 and select option 2.

3055272_1.DOC
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Reeeiet date: ewe/gear teereeezreaeu:%)
Approved for use through 07/31/2006. OMB 0651 -0031

U.S. Patent and Trademark Office: US. DEPARTMENT OF COMMERCE
Underthe Paperwork Redudion Ad of 1995, m persons are required to respond to a collection of information unless itdisplays a valid OMB control number.

m
ENCLOSURES check all that a u I

I] Drawing(s)

 
 

 

 
 

 
 

 

  

 
 

 

 

 

 
 

TRANSMITTAL

FORM

 

 

 

 
  
 

 

 
 

 

 

El After Allowance Communication to TO

I] Appeal Communication to Board
of Appeals and Interferences

E] Appeal Communication to TC
(Appeal Notice, Brlef, Reply Brlef)

E] Fee Transmittal Form

C] Fee Attached E] Licensing-related Papers

 E] Amendment / Reply D Petltlon 

    El Petition to Convert to a
Provisional Application

El Power of Attorney, Revocation
Change of Correspondence Address

I] After Final [:I Proprietary Information

  
 

 

 

El Affidavits/declaration(s) [1 Status Letter
 

 
El Terminal Disclaimer  
 
 
 

 

 X Other Enclosure(s)
[I Extensron of Trme Request (please identify below): 

C] Request for Refund Postcard

El CD, Number of CD(s)

I] Landscape Table on CD

 C] Express Abandonment Request

 
 

   
  

  
  
 

 

 E Information Disclosure Statement

[3 Certified Copy of Priority
Document(s)

E] Reply to Missing Parts/
Incomplete Application

I] Reply to Missing Parts
under 37 CFR1.52 or 1.53

SIGNATURE OF APPLICANT, ATTORNEY, OR AGENT

Shay Law Group LLP

Signature

  
 

 

  
 
 

Printed Name Thomas Zlogar

Date 5/ 0
CERTIFICATE OF TRANSMISSION/MAILING

I hereby certify that this correspondence is being facsimile transmitted to the USPTO or deposited with the United States Postal
Service with sufficient postage as first class mail in an envelope addressed to: Commissioner for Patents, PO. Box 1450,

Alexandria, VA 22313-1450 on A e dat shown below.

I!19..
elm-enumerat-

'
This collection of information Is required by 37 CFR 1.5. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 end 37 CFR 1.11 and 1.14. This collection is estimated to 12 minutes to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief lnfon’nation Officer, US. Patent and
Trademark Office, US. Department of Commerce, PO. Box 1450. Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commlssloner for Patents. PO. Box 1450. Alexandria. VA 22313-1450.

 

 
 
 
 

 
  

 

  
 

Signature

 . Typed or printed name

Ifyou need assistance In completing the form, cell 1-800-PTO-9199 end select option 2.

ALL REFERENCES CQNSiQERED EXCEPT WHERE LiNEE} THROUGH. /Ei.S./
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Receipt date: 05/29/2007 10972287 — GAL}: 3738
Docket No. 10012-702501

 
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application: 10/972,287

Inventors:Amr Salahieh

Filed: October 21, 2004

Title: LEAFLET ENGAGEMENT ELEMENTS

AND METHODS FOR USE THEREOF Group Art Unit 3738

Confirmation No.: 7706

Examiner: William H. Matthews

 

Commissioner for Patents

P.O. Box 1450

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATEMENT UNDER 37 CFR § 1.97 & § 1.98

Sir:

In accordance with 37 CFR § 1.97-1.98, applicants hereby submit an Information Disclosure

Statement, including attached forms(s) PTO/SB/08. A copy of each reference is being submitted herewith,

along with a concise explanation in English for those publications in a foreign language.
Applicants respectfully request that the listed information be considered by the Examiner and be

made of record in the above-identified application. Applicants further request that the Examiner initial and
return a copy of the attached form(s) PTO/SB/O8 in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the

information provided herewith, and/or to prove that this information may not be prior art, and /or to prove

that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the information

cited in the statement is, or is considered to be, prior art or material to patentability as defined in 37 CFR
§1.56.

ALL REFERENCES CGNSiEEEEE EXCEPT WHERE LiNEE} THROUGH. $1.8]
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Receipt date: 05/29/2007 i0972287 — GAL}: 3738
Docket No. 10012-702501

FILING OF INFORMATION DISCLOSURE STATEMENT

E 37 CFR §1.97(b)
This statement is being submitted under 37 CFR §1.97(b) because the IDS is being filed:

[:1 1). Within 3 months of the application filing date and is other than a continued prosecution
application under § 1.53(d),

I] 2). Within 3 months of entry of a national stage as set forth in § 1.491,
X 3). Before the mail date of a first Office Action on the merits,
D 4). Before the mailing of a first Office Action after filing a request for continued examination
under § 1.114.

E] 37 CFR § 1.97(c)
This statement is being filed after the latest of:

E] 1). Three months beyond the filing date of a national application,
I] 2). Three months beyond the date of entry of the national stage as set forth in § 1.491 in an
international application,

[I 3). The mailing date of a first Office Action on the merits, but before the mailing date of the
earlier of a final Office Action under § 1.113 or a Notice of Allowance under § 1.311, and then
either:

[I A). A fee of $1 80.00 as set forth in § 1.17(p) is authorized below, enclosed, or
included with the payment of other papers filed together with this statement

E] B). A certification as specified in § 1.97(c) is provided below; thus no fee is
required.

I] 37 CFR § 1.97(d)

This statement is being filed after the mailing date of the earlier of a Final Office action or a Notice of

Allowance under § 1.311, but before payment of the issue fee, and then:

A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or payment is
included with other papers filed together with this statement

--AND--

B). A certification as specified in § 1.97(e) is included below.

CONTENT OF INFORMATION DISCLOSURE STATEMENT UNDER

37 CFR 1.98

CI 37 CFR §1.98 (a)(2)(ii) U.S. patents or patent application publication(s) cited
[:1 1). Since not requested by the Office, U.S. patents and U.S. patent application publications
are not included.

E] 2). At the request of the Office, a copy of the following U.S. patent or patent application
publication is attached:

X 37 CFR §1.98 (a)(2)(iii) Pending unpublished U.S. applications cited
A copy of each application specification including the claim(s)s, and any drawing of the

application, or that portion of the application that caused it to be listed, including any claims directed to that
portion, is attached.

[:1 37 CFR §1.98 (a)(2)(iii) English language publication (other than U.S. patents, patent
applications, or pending unpublished applications) cited

A legible copy of each publication or that portion which caused it to be listed is attached.

I] 37 CFR §1.98 (a)(2)(i) Foreign patent(s) in English cited
A legible copy of each foreign patent is attached.

ALL REFERENCES CGNSiEEREE EXCEPT WHERE UNEE} THROUGH. /R.S./
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Receipt date: 05/29/2007 “3972287 - GAL}: 3738
Docket No. 10012-702501

I] 37 CFR §1.98 (a)(2)(i), (a)(3)(i-ii) Foreign patent(s) or other foreign documents not in English
cited

I] 1). A legible copy of each foreign patent, each publication or that portion which caused it to
be listed, is attached,

"AND"

[I 2a). A concise explanation of the relevance, as it is presently understood by the individual
designated in § 1.56 (c) most knowledgeable about the content of the information, of each patent,
publication, or other information listed that is not in the English language is provided
herewith:

"OR"

B 2b). A copy of the translation of a written English-language translation, or portion thereof, is
readily available and is attached.

STATEMENT UNDER 37 CFR § 1.971e)

D Each item of information contained in the information disclosure statement was first cited in any
communication from a foreign patent office in a counterpart foreign application not more than three months

prior to the filing of the information disclosure statement.

[:1 No item of information contained in the information disclosure statement was cited in a
communication from a foreign patent office in a counterpart foreign application, and to the knowledge of

the person signing the certification after making reasonable inquiry, no item of information contained in the

information disclosure statement was known to any individual designated in § l.56(c) more than three

months prior to the filing of the information disclosure statement. '

FEE AUTHORIZATION

X The Commissioner is hereby authorized to charge the above-referenced fees of $000 and charge
any additional fees or credit any overpayment associated with this communication to Deposit Account No.
50-4050.

Respectfully Submitted,

i ,0 %Dated: T .2. By:
Shay Law Group Thomas Zlogar Reg. # 55760

2755 Campus Drive, Suite 210
San Mateo, CA 94403

(650) 212-1700
Customer No. 66854

ALL REFERENCES CGNSiQEREE EXCEPT WHERE UNEE} THRQUGH. /R.S./
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‘29: 05/29/2007 i0972287 — GAL}: 3738 

 
 

   
 

 
 

PTO/SB/OBB (04-07)
Approved for use through 09/30/2007. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
ulred to res o nd to a collection of information unless it contains a valid OMB control number.

Complete If Known

3738

William H. Matthews
W10012-702501

NON PATENT LITERATURE DOCUMENTS

Examiner ' include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of
lnitials' . the item (book. magazine. journal, serial, symposium, catalog, etc.), date, page(s). volume-issue

ublisher, cit and/or count where

ersons are re

 
  
 

 

 

 

 
 

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

  (Use as many sheets as necessary)

 

 
  

Haug, et al; U.S. Pat App. # 11/716,123, entitled "Methods and apparatus for endovascularly
replacing a heart valve," filed 3/9/2007 (SLG #10012-701.301).

SALAHIEH, et al; U.S. Pat App. # 11/706,549, entitled "Systems and Methods for Delivering a
Medical Implant," filed 2/14/2007 (SLG #10012-732.201).

Salahieh. et al; U.S. Pat App. # 11/732,906 entitled "Assessing the location and performance of
replacement heart valves," filed 4/4/2007 (SLG #10012-702.505).

Examiner , . I Date
Signature /Fiebecca Straszheim/ Considered G8” 81,2008
“EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation it not in conformance and not
considered. |nc|ude copy of this form with next communication to applicant.
1 Applicant‘s unlque citation designation number (optional). 2 Applicant is to place a check mark here If English language Translation is attached.
This collection of information is required by 37 CFR 1.98. The Information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is govemed by 35 U.S.C. 122 end 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing. and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, PO. Box 1450. Alexandria. VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

ALL REFERENCES CGNSiQEEED EXCEPT WHERE LiNEE} THROUGH. Fifi]
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Receipt date: {36/10/2008

PTO/SB/08A (04-07)
Approved for use through 09/30/2007. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paerwork Reduction Act of 1995 no ersons are reuired to resond to a collection of information unless it contains a valid OMB control number.

Complete if Known

10/972,287

October 21 , 2004
Amr Salahieh

3774

WALKER, AMANDA H
10012-702.501

 
  

 
  
 
 

 
Substitute for form 1449/PTO

Application Number

Filing Date
First Named Inventor

Art Unit

Examiner Name

Attorney Docket Number

 

 
 
 

 INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
(Use as many sheets as necessary)

 

 
  
  

  

 

 

 

 

   

  
 

 ’ U. S. PATENT DOCUMENTS

Examiner Cite Document Number Publication Date Name of Patentee or Pages, Columns. Lines, Where
Initials" .‘ MM-DD~YYYY Applicant of Cited Document Relevant Passages or Relevant

0221000 4/24/2001
U 0714042 00/00/2004
“$6,821,297 11/23/2004

00 U 2011001 0/14/2000
397 US'2003/0229390 A1 12/11/2003

 Z O

c ‘7’

CCCCC
c9”

#03
(O 03

 
 

CCCCCCC
c9”

 

 

   
FOREIGN PATENT DOCUMENTS

Examiner Cite Foreign Patent Document Publication Name of Patentee or
Initials" No.1 Date Applicant of Cited Document

Count Codea’Number‘Xind Code5 ifknown

 
 

 

 
 

 

 

Pages. Columns. Lines.
Where Relevant Passages
Or Relevant Figures Appear

Iiliillifl
Examiner Date
Signature Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 1Applicant's unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3 Enter Office that issued the document, by the two-letter code (WlPO Standard ST.3). 4 For
Japanese patent documents. the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by
the appropriate symbols as indicated on the document under WlPO Standard ST.16 if possible. 6Applicant is to place a check mark here if English languageTranslation is attached.

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden. should be sent to the Chief information Officer, U.S. Patent
and Trademark Office. P.O. Box 1450. Alexandria. VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissloner for Patents, P.O. Box 1450, Alexandrla, VA 22313-1450.

Ifyou need assistance in completing the form, call 1—800—PTO—9199 (1 -800-786-9199) and select option 2.

10972287 — GAL}: 3738

ALL REFERENCES CONSiQERED EXCEPT WHERE LtNEE} THROUGH. /R.S./
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Receipt date: {36/10/2008 19972287 — GAL}: 3738

PTO/SB/08B (04—07)
Approved for use through 09/30/2007. OMB 0651—0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
uired to resond to a collection of information unless it contains a valid OMB control number.

Complete if Known

Under the Paerwork Reduction Act of 1995 no ersons are re

   
  
 
 

 

  Substitute for form 1449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
 

(Use as many sheets as necessary)

Examiner ' Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of
Initials" . the item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume—issue

 
  

Examiner ,- - I Date.1 , L r . h m/ ;
Signature Rebarca Rt asz e: Considered 08/182008
*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant.
1 Applicant's unique citation designation number (optional). 2 Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing the form, call 1-800-PTO—9199 (1 -800-786-9199) and select option 2.

ALL REFERENCES CQNSlQERED EXCEPT WHERE LINES} THRQUGR. lR.S./
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CERTIFICATE OF MAILING

I hereby certify that this correspondence is being deposited with the US. Postal Servicewith
sufficient postage as first class mail in an envelope address d o: ' 'oner of Patents, PO.
Box 1450 Alexandria, VA 22313 ‘1450, on  

PATENT

Attorney Docket No. 30207.702501

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application PATENT APPLICATION

Inventor(s): Amr SALAHIEH et a1.
_ Art Unit: 3738'

Application No.: 10/972,287 '

Filed: October 21, 2004

_ . Confirmation No.: 7706

Title: Leaflet engagement elements and methods

)

)

)

)

)

) Examiner: Not yet assigned

)

)

)

for use thereof )

)

Commissioner of Patents

PO. Box 1450

Alexandria, VA 22313-1450

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT UNDER 37 C.F.R. 1.97  

Sir:

Applicants hereby submit an Information Disclosure Statement along with attached form(s)

PTO/SB/OS. A copy of each listed publication is being submitted herewith, along with a concise I

explanation of information in a foreign language, if any, pursuant to 37 §1.97-1.98.

Applicants respectfully request that the listed information be considered by the Examiner and

be made of record in the above-identified application. Applicants further request that the Examiner

initial and return the attached form(s) PTO/SB/O8 in accordance with MPEP §609. '

Applicants reserves the right to establish the patentability of the claimed invention over any

of the information provided herewith, and/or to prove that this information may not be prior art,

and/or to prove that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the

information cited in the statement is, or is considered to be, prior art or material to patentability as

defined in §1 .56.

2679731_1.DOC

A"°"‘CY931%§9REF°E7RWCES CGNSlQERED EXCEPT WHERE UNEE} TH ROUGH. $1.37
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X This statement qualifies under 3 7 CFR. §1.97, subsection (b) because:

E] (1) It is being filed within 3 months of the application filing date and is other than
a continued prosecution application under § l.53(d)

__ 0R __

E] (2) It is being filed within 3 months of entry of a national stage
__ 0R _-

XI (3) It is being filed before the mail date of the first Office Action on the merits
__ 0R _-

D (4) It is being filed before the mailing of a first Office Action after the filing of a
request for continued examination under § 1.114. I

E] 37 CFR. §1.97(c). If this statement is being filed after the latest of: (1) three months beyond

the filing date of a national application; (2) three months beyond the date of entry of the

national stage as set forth in §1 .49] .in an international application; or (3) the mailing date of

a first Office action on the merits, but before the mailing date of the earlier of a final office

action under §l .1 13 or a notice of allowance under §l.3l 1, then:

[:1 'a certification as specified in §1 .97(e) is provided below; or

‘ a fee of $180.00 as set forth in §l.17(p) is authorized below, enclosed, or included
with the payment of other papers filed together with this statement.

[I 37 CFR. §1.97(d). If this statement is being filed after the mailing date of the earlier of a
final office action under §l.l 13 or a notice of allowance under §l .3 l l , but before payment of

the issue fee, then: '

I A. a certification as specified in §1 .97(e) is completed below; and

B. a fee of $180.00 as set forth in §1.17(p) is authorized below, enclosed, or included
with the payment of other papers filed together with this statement.

E] Copies of each of the references listed on the' attached Form PTO/SB/08 are enclosed
hereWith.

[2 Copies of references listed on the attached Form PTO/SB/08 are enclosed herewith EXCEPT
THAT: '

C] '1n view of the voluminous nature of references, and the likelihood that these

references are available to the Examiner in the file history of the parent application

(Serial No. ), copies are not enclosed herewith.

E] If any of the foregoing publications are not available to the Examiner,

Applicant will endeavor to supply copies at the Examiner’s request.

X Copies of only foreign patent documents and non-patent literature are enclosed in
accordance with 37 CFR 1.98 (a)(2). (The US. patents and each US. patent

application publication listed on the attached Form PTO-1449 are not enclosed.)

2679731_1.DOC

Attomeyfi%h@@@ER@NCES CGNSiQERED EXCEPT WHERE UNEE} TH ROUGH. /FE.S./
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IX] There are no listed references which are not in the English language.

I3 The relevance of those listed references which are not in the English language is as follows:

E I Attached are copies of search report(s) from corresponding patent application(s), submitted
in accordance with MPEP 609 D in support of the attached certification under 37 CF

1.97(e)(1). '

I: Attached are the following non-published pending patent applications which may be deemed
relevant.

IX Fee Authorization. The Commissioner is hereby authorized to charge the above-referenced
fees of $0.00 and charge any additional fees or credit any overpayment associated with this

communication to Deposit Account No. 23-2415 gDocket No.30207.702.501 1.

Respectfully submitted,

WILSON SONSINI GOODRICH & ROSATI

Dated; / i 133‘"
650 Page Mill Road .

Palo Alto, CA 943 04-1050

(650) 493-9300
Customer No. 021971

 
 

  James R. Shay, Reg. No. 32,06

267973] l.DOC '

Attorne§fithfiQfiEfiWCESCQNSiDERED EXCEPT WHERE UNEE} TH RQUGH. FEE]
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PTOISE/08A (08-03)

Approved for use through 07/31/2006. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

  
 
  
  
  

 
 

10/972,287

INFORMATION DISCLOSURE Filing Date 10/21/2004
STATEMENT BY APPLICANT Salahieh et al.

(Use as many sheets as necessary) 3738

Attorney Docket Number 30207.702.501

U.S. PATENT DOCUMENTS

 

 

  
 

>:1 C2.

 Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where .
No ' MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant

—
—
—
—
—
_
—
—

Examiner
Initials‘

US-5,667,523 . 09/16/1997
US-6,887,_266 05/03/2005 Williams el al.
US-
_—
—
—
—
—
— 

 

 
    

v ' FOREIGN PATENT DOCUMENTS

Examiner Cite Foreign Patent Document Publication Date Name of Patentee or. ' Pages, Columns, Lines,
Initials‘ No MM-DD-YYYY Applicant of Cited Document Where R6162“! P3553895 01'

Coun 'Codc —Numbel — Kind Code (i known Relevam Fly-“es Appear
EP 1229864 Bl 04/27/2005 Boston Scientific

Limited

 

      
Examiner , . I ' Date I -

tRebeoca Straszhetm/ 08/18/2008
‘EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. 1nc1ude copy of this form with next communication to applicant. lApplicant’s unique citation designation number (optional). zSee Kinds Codes of
USPTO Patent Documents at www.uspto. gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO'Standard ST .3). 4For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST.16 if possible. ‘Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time- you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313—1450. . '

[fyou need assistance in completing thefarm, call I-800-PTO—9199 (1-800— 786-9199) and select option 2.

2679731 1.DOC

AllomeifiaaNQEfiEflWCES CONSiQERED EXCEPT WHERE UNEE} TH ROUGH. /Fl.S./
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Receipt date: Q7/i2/EGCE “3972287 — GAL}: 3738

Attorney Docket No. 30207-702501
PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor: Amr SALAHIEH, et a]. Group Art Unit: 373 8

Serial Number: 10/972,287 Examiner: Unassigned

Filing Date: October 21, 2004 CONFIRMATION N0: 7706

Title: LEAFLET ENGAGEMENT ELEMENTS

AND METHODS FOR USE THEREOF

 

FILED ELECTRONICALLY ON: July I 1 , 2006

Mail Stop Amendment
Commissioner for Patents

PO. Box 1450 _
Alexandria VA 22313-1450

SUPPLEMENTAL INFORMATIONDISCLOSURE STATEMENT

UNDER 37 CFR §l.97

Sir:

Applicants hereby submit an Information Disclosure Statement along with attached form

PTO/SB/OS. A copy of each listed publication is submitted, if required, pursuant to 37 CFR §§1.97—1.98,

as indicated below.

Applicants respectfully request that the listed information be considered by the Examiner and be

made of record in the above-identified application. Applicants further request that the Examiner initial

and return the attached form PTO/SB/OS in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the

information provided herewith, and/or to prove that this information may not be prior art, and/or to prove

that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the information

cited in the statement is, or is considered to be, prior at or material to patentability as defined in §1.56.

2914360_1.DOC
Attorney Docket No. 30207-70250] - l -

ALL REFERENCES CONSiREREE EXCEPT WHERE LiNEE} THROUGH. /R.S./
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Receipt date: 07/12/2006 10972287 — GAL}: 3738

A. E 37 CFR §1.97{b). This Information Disclosure Statement should be considered by the Office
because:

El (1) It is being filed within 3 months of the filing date of a national application and is
other than a continued prosecution application under §1 .53(d);

__ 0R __

El (2) It is being filed within 3 months of entry of the national stage as set forth in
§1.491 in an intematiOnal application;

-- 0R --

E (3) It is being filed before the mailing of a first Office action on the merits;

__ OR -_

I:I (4) ]t is being filed before the mailing of a first Office action after the filing of a

request for continued examination under §] .1 14.

E. El 3 7 CFR §1.97{c). Although this Information Disclosure Statement is being filed after the period

specified in 3 7 CFR §1.97(b), above, it is filed before the mailing date of the earlier of (1) a final
office action under §1.1]3, (2) a notice of allowance under §] .311, or (3) an action that otherwise

closes prosecution on the merits, this Information Disclosure Statement should be considered because
it is accompanied by one of:

D a statement as specified in §1.97(e) provided concurrently herewith;

., 0R __

[I a fee of $180.00 as set forth in §[.17(p) authorized below, enclosed, or included with the

payment of other papers filed together with this statement.

C. [:1 37 CFR §1.97(d). Although this Information Disclosure Statement is being filed after the mailing

date of the earlier of (1) a final office action under §1.113 or (2) a notice of allowance under §] .3] 1,
it is being filed before payment of the issue fee and should be considered because it is accompanied

by:

i. a statement as specified in §1 .97(e);

-- AND --

ii. a fee of $180.00 as set forth in §].17(p) is authorized below, enclosed, or included

with the payment of other papers filed together with this Statement.

D. D 37 CFR §1.97(e). Statement.

E] A statement is provided herewith to satisfy the requirement under 37 CFR §§1.97(c);

-- AND/OR --

I:I _ A statement is provided herewith to satisfy the requirement under 37 CFR §§1.97(d);
-- AND/OR --

D A copy of a dated communication from a foreign patent office clearly showing that the
information disclosure statement is being submitted within 3 months of the filing date on

the communication is provided in lieu of a statement under 37 C.F.R. § 1.97(e)(1) as -

provided for under MPEP 609.04(b) V.

-E. El Statement Under 37 C.F.R. §1.704(d). Each item of information contained'in the information

disclosure statement was first cited in a communication from a foreign patent office in a counterpart

application that was received by an individual designated in § l.56(c) not more than thir_ty [30) days
prior to the filing of this information disclosure statement. This statement is made pursuant to the

2914360_1.DOC
Attorney Docket No. 30207-702501 - 2 -
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Reeeipt date: MAE/2606 . tQEfimQSY — GAL}: 3738

requirements of 37 C.F.R. §1.704(d) to avoid reduction of the period of adjustment of the patent term
for Applicant(s) delay. ‘

F. 37 CFR §I.98(a) (2). The content of the Information Disclosure Statement is as follows:

El Copies of each of the references listed on the attached Form PTO/SB/OS are enclosed
herewith.

-- 0R __

E Copies of U.S. Patent Documents (issued patents and patent publications) listed on the
attached Form PTO/SB/OS are NOT enclosed.

-- AND/OR -—

E Copies of Foreign Patent Documents and/or Non Patent Literature-Documents listed on

the attached Form PTO/SB/OS are enclosed in accordance with 37 CFR §l.98 (a)(2).

-- AND/OR --

K4 Copies of pending unpublished US. patent applications are enclosed in accordance with
37 CFR §l.98(a)(2)(iii).

G. IE 3 7 CFR §1.98(a)(3). The Information Disclosure Statement includes non-English patents and/or
references.

[I Pursuant to 37 CFR §1.98(a)(3)(i), a concise explanation of the relevance of each patent,

publication or other information provided that is not in English is provided herewith.

I:I Pursuant to‘MPEP 609(B), an English language copy of a foreign search report is
submitted herewith to satisfy the requirement for a concise explanation where
non-English language information is cited in the search report.

..- 0R __

El A concise explanation of the relevance of each patent, publication or other
information provided that is not in English is as follows:

IE Pursuant to 37 CFR §l.98(a)(3)(ii), a copy of a translation, or a portion thereof, of the

non-English language reference(s) is provided herewith.

WO 96/24306 A] was published in French. The English language abstract and the

drawings are sufficient to convey the scope of its disclosure. Should the Examiner
believe that a complete translation of the above mentioned publication is necessary to

understand its disclosure, Applicants will endeavor to provide such translation at the

Examiner’s request.

H. I:I 37 CFR §1.98(d). Copies of patents, publications and pending US. patent applications, or other

information specified in 37 C.F.R. § 138(3) are not provided herewith because:

[I Pursuant to 37 CFR §1.98(d)(1) the information was previously submitted in an
Information Disclosure Statement for another application under which this application

claims priority for an earlier effective filing date under 35 U.S.C. 120.

Application in which the information was submitted:

Information Disclosure Statement(s) filed on:

AND

D The information disclosure statement submitted in the earlier application complied with

paragraphs (a) through (c) of 37 CFR §1.98.
2914360_1.DOC
Attorney Docket No. 30207-702501 - 3 -

ALL REFERENCES CQNSiDERED EXCEPT WHERE LiNED THRQUGH. /R.S./
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1. El Fee Authorization. The Commissioner is hereby authorized to charge the above—referenced fees

of $0.00 and charge any additional fees or credit any overpayment associated with this

communication to Deposit Account No. 23-241 5 (Docket No.30207-702.501 1.

Respectfully submitted,

WILSON SONSINI GOODRICH & ROSATI

Dated: July 2006 By:

650 Page Mill Road

Palo Alto, CA 94304—1050

(650) 493—93 00
Customer No. 021971

   
Maya Sku ateh, Reg. No. 52,505

29l4360_1.DOC
Attorney Docket No. 30207-702501 - 4 -
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PTO/SENS (07/05)
Approved for use through 0781/2006. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
ork Reduction Act of 1995, no ersons reuired to [es 0nd to a collection ofinformalion unless it contains a valid OMB control number.

Com 1' (etc ifKnown

Application Number 10/972,287

Filing Date October 21, 2004

First Named Inventor Amr Salahieh

Under the I- I'
  

 

 

 

 
 
 
 

  
 

 

 
Substitute for form l449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

(Use as many Sheets as necessary)

 

 

 

 
 

 
 3738

Attorne Docket Number 30207-702501

. U.S. PATENT DOCUNIENTS

Examine Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where

Initials‘ No.1 I 1 ‘ MM-DD-YYYY Applicant ofCited Document Relevant Passages or RelevantNumberAKmd Code (ifknown) F1- 33 A cm.

US 2005/0137695 06/23/2005 Salahieh et al.

US 3,657,744 04/25/1972

  

  
 

 
 

 
 

 

  

  FOREIGN PATENT DOCUMENTS

Examiner Cite Foreign Patent Document Publication Date Name ofPatentee or Pages, Columns, Lines,
Initials" No.‘ Country C0693 ~ Number“ 7 Kind Cad? fiflmwn) MM-DD-YYYY Applicant of Cited Document Where RB'BWM Passages 0*. Relevant Figures Appear

- EP 0409929 131 04/23/1997 Boston Scientific Corp.
WO 96124306 A1 (in French

- with Enlish abstract 08/15/1996 De Fays, Robert
— _

- wow/57m 12/23/1998—
— —
— —
— —
_
-

I

   

Si -_ ature Considered
‘EXAIVIINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. Include copy
of this form with next communication to applicant. 'Applicant’s unique citation designation number (optional). 2See Kinds Codes ofUSPTO Patent Documents at www.uspto.gov or MPEP
90 1.04 JEnter Office that issued the document, by the two-letter code (WIPO Standard ST .3). “For Japanese patent documents, the indication of the year of the reign of the Emperor must
precede the serial number of the patent decumem. ’Kind ofdocument by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. ‘Applicant is to place a
check mark here ifFJiglish language Translation is attached,
This collection of information is required by 37 CFR 197 and 1.98. The information is required to obtain or retain I benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and. 37 CFR 1.14. This eoLleotion is estimated to take 2 hours to complete, including gathering, preparing, and submitting the
completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form andJor suggestions for
reducing this burden, should be sent to the Chieflnfonnation Dfiicer, U.S. Patent and Trademark Office, BO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES 0R COMPLETEDFORMS TO 11-115 ADDRESS. SEND TO: Commissioner for Patents, P.0. 3011450, Alexandria, VA 11313-1450.

vam need assistance in completing rhefam, on}! I-aDO-Pm-9199 [0-800-786-9192] and select option 2.

2914350__1.DOC
Attorney Docket No. 30207-702501 - 1
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PTO/SB/OS (07/05)
Approved for use through 07/31/2006. 0MB 065 | -0031

U.S. Patent and Trademark Ofiice; U.S. DEPARTMENT OF COMMERCE
Under the -: erwork Reduction Act of 1995, no I ersons r uired to res ontl to a collection of information unless it contains a valid OMB control number.

‘ Complete ifKnown

Application Number 10/972,287

Filing Date October 21, 2004

Amr Salahieh
3738

Examiner Name Unassigned

  
 
 

   
 

 
 

  

 

 
  
 

Substitute for form l449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

(Use as many sheets as necessary)

 

 
  
 

  
 

 Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
item (book, magazine, journal, serial, symposium, catalog, eta), date, page(s), volumcbissue number(s),

uhlisher, cit and/or coun where ublished.

SALAHIEH, et a1., U.S. Patent Application No. 11/275,913, entitled “Two-Part Package for
Medical Implant,” filed 02/02/2006 (WSGR Reference No, 30207-723201)

 

 

  
  

 Examiner

Si an", /Rebecca Straszbeim/ 33%,,“ 00/18/2000
*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. Include copy
ul'this form with next communication to applicant. ‘Applieam’s unique citation designation number (optional). “See Kinds Codes of USPTO Patent Documents at www.usplo gov or MPEP
901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST .3). “For Japanese patent documents, the indication ofthe year of the reign of the Emperor must
precede the serial number of the patent document. ’Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 it‘possible. ‘Applicant is to place acheck mark here ifEnglish language Translation is attached.
This collection of information is required by 37 CFR [.97 and 1.98. The infonnstion is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR [.14. This collection is estimated to take 2 hours to complete, including gathering, preparing, and submitting the
completed application form to the USPTO, Time will vary depending upon the individual case, Any comments on the amount oflime you require to complete this form and/or suggestions for
reducing this burden, should be sent to the Chieflnformstion Officer, U.S. Patent and Trademark Ofiice, PD. Box I450, Alexandria, VA 22313-1450. DO NOT SEND FEES 0R COMPLETEDFORMS TO THIS ADDRESS. SEND TO: Commissioner [or Patents. P.O. Box 1450, Alexandria, VA 22313-1450.

Hypo need assist in completing theform, call l-aOO—PTO-QIW {I-aflfl-7Sfi9l99) and select option 2.
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07 ‘12/200‘7 THU 10:24 FAX 15502127552 I RECEIVED 001/005

‘ ' - - OEN‘I'RALFAXOENTER

JUL 112 2007

‘ PTO/SW21 (04-07)
Approved for use through 0973012007. OMB 0851-0031

I us. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCEI;I It In.“ I: n a. nu IIII‘ "'ru'u: ~ I; IIn- 'l I I II-

“Jimmie
First Named Inventor Am, Semen '
Art Unit 3738
Examiner Name

nuance alter/amamn - —MAWEWS' W'LL'AM H
Attorney Docket Number _

momma.an

ENCLOSURES

 
 

 

 

 

 

  
 
 TRANSMITTAL
 

 

 

 
 

 

 

(Check all that apply) 
 

 
 

 
After Allowance Communication to T0

  
 

 

CI Fee Transmittal Form

I:I Fee Attached

I:I Amendment/Reply
I:I Alter Finel-

D Afiidavits/deciereilon(s)

Drewing(s)

Appeal Communication to Board
of Appeals and interferences Licensing-related Papers

 

 
 
 

Appeei Communication to TC(Appeal Notice, Brief, Reply Brien 
Petition
Petition to Convert to a
Provisional Application
Power of Attorney. Revocation

 
 

 

 
 

 
 

 
 
 
 

 

Proprietary Information

 
  

 
 

   
 

DDDDDD
Change of Correspondence Address SIGNS Lanai

_ _ _ Other Endosurais) (please Identity

Extension ofTime Request Tammi“ IDISCIa'mer . below):

 
Request for Refund

CD. Number of CD(3)

|:I Landscape Table on CD

Express Abandonment Request

 

DDDDDDDD
EDD Information Disclosure Statement

  
  
  

 
 

  
  
 
  

 

 

 Certified Copy of Priority
Document(s)

Reply to Missing Parts!
Incomplete Application

Reply to Missing Parts
under 37 CFR 1.52 or 1.53

DD

 SIGNATURE OF APPLICANT,-ATTORNEY, OR AGENT .
Firm Name .-

Shaw Law Group LLP '

smo -

CERTIFICATE OF TRANSMISSION/MAILING 
 I hereby certify that this correspondence. Is being facsimile transmitted to the USPTO or deposited with the United States Postal Service with

sufficient postage as first class mail in an envelope addressed to: Commissioner for Palents._P.O. Box 1450, Alexand ria, VA 22313-1450 on
the date shown below: . . .

Typed or printed name Ange“ "niga ‘ _
This collection of information Is required by 37 CFR 1.6. The information to required to obtain or retain a beneti! by the public which Is to tile (and by the USPTO to
process) an application. confidentiality is pavemed by 35 0.3.0. 122 end 37 CFR 1.11 and1.14. This collection is estimated to 2 hours to complete. Including
gathering. preparing. and eubmitting the completed application form to the USPTO. Time will vary depending upon the Individual ceee. Any oommente on the
amount of time you require to complete this form endlor suggestions for reducing this burden, should be sent to the Chief Information omcer, u.s. Patent and
Trademark Office. us. Department 01 Commerce. P.O. Box 1450. Alexandria. VA 22313-1450. DO NOT SEND FEES 0R COMPLETED FORMS TO THIS

ADDRESS. SEND To; Commissioner for Patents. P.O. Box 1450, Alexandria. VA 22313-1450.

  

 

If you need assistance in completing the form. call 1-800—PTO-9199 and select option 2.
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Range mate: e7/i2/2oo7 i9972287— GAL}: 3738
12/200‘7 THU 10:25 FAX >16502127562 002/005

Docket No.10012-702.501

Ihmby certify that this conespondenoeisbeing fiacsimile mamittod - . RECENED :
to the United States Patent and 'I‘Iademark Ofico at Fax No. i
summon an CENTRAL FAX CENTER .f.

I - JUL 112 2007 i 
IN THE UNITED STATES PATENT AND TRADEMARK OFFIQE

In re Application :' 10/972,287

Invent“: Am Salameh Confirmation No.: 7706 _
Filed: October 21, 2004 .

. Examiner: MATTHEWS, WILLIAM H 1
Title: LEAFLET ENGAGENIENT ELEMENTS ;

AND METHODS FOR USE THEREOF Group Art Unit: 3738 '

 

Commissioner for Patents

P.0. Box 1450 -

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATENIENT UNDER 37 CFR § 1.97 & § 1.98

Sir:

- In accordance with 37 CFR § 1.97-1.98, applicants hereby submit an Information Disclosure
Statement, including attached forms(s) PTO/SB/08 . A copy ofeach reference is being submitted herewith,
along with a concise explanation in English for those publications in a foreign language.

Applicants respectfully request that the listed information be considered by the Examiner and be
made of record in the above-identified application. Applicants further request that the Examiner and
return a copy of the attached form(s) PTO/SB/08 in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the
information provided herewith, and/or to prove that this information may not be prior art, and /or to prove
that this information may not be enabling for the teachings purportedly offered.

_ This statement is not intended to represent that a search has been made or that the information
cited in the statement is, or is considered to be, prior art or material to patentabiiity as defined in 37 CFR
§l.56. _
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Receé tdate: MAB/12Gij I issmasr— GAL}: 3738
07 12/2067 THU 10:25 FAX 16502127562 ‘ @003/005

Docket No.10012-702.501

FILING OF INFORMATION DISCLOSURE STATEMENT

it 37 CFR §1.97(b) '
This statement is being submitted under 37 CFR §1.97(b) because the IDS is being filed:

[:1 1). Within 3 months ofthe application filing date and is other than a continued prosecution
application under § 1.53(d), or
E] 2). Within 3 months ofentry of a national stage as set forth in § 1.491, or
E 3). Before the mail date ofa first Office Action on the merits, or
[I 4). Before the mailing of a first Ofiice Action alter filing a request for continued examination
under § 1.114.

[I 37 CFR § 1.9m)
This statement is being filed after the latest of:

[:I 1). Three months beyond the filing date of a national application, or
E] 2). Three months beyond the date of entry of the national stage as set forth in § 1.491 in an
international application, or

E] 3). The mailing date of a first Office Action on the merits, but before the mailing date of the
earlier of a final Office Action under § 1.1 13 or a Notice of Allowance under § 1.311, and then
either. - ' -

D A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or
included with the payment ofother papers filed together with this statement. or
C] B). - A certification as specified in § 1.97(e) is provided below; thus no fee is
required. '

D 37 CFR § 1.97(d)
This statement is being filed after the mailing date of a Final Office action, a Notice of Allowance under §
1.31 1, or an action that otherwise closes prosecution, but on or before payment of the issue fee, and then:

A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or payment is
included with other papers filed together with this statement

' —AND—

B). A certification as specified in § 1.97(e) is included below.

- CONTENT OF INFORMATION DISCLOSURE STATEMENT UNDER

37 CFR § 1.98

X 3’7 CFR §1.98 (a)(2)(il), U.S. patents or patent application publication(s) cited
1). Since not requested by the Office, U.S. patents and U.S. patent application publications

are not included. -

[:I 2). At the request of the Office, a copy of the following U.S. patent or patent application
publication is attached: '

 

E] 37 CFR §l.98 (a)(2)(ill) and (d), Pending unpublished U.S. applications cited
1). A copy of each application specification including the claim(s)s, and any drawing of the

application. or that portion ofthe application that caused it to be listed, including any claims directed to that
portion, is attached.

E] 2). A copy ofeach application specification is not submitted because the specification was
previously submitted in the IDS of the following, earlier filed application relied on for an earlier
effective filing date:

[I - 37 CFR §1.98 (a)(2)(iii) and ((1), English language publication (other than U.S. patents, patent
applications, or pending unpublished applications) cited

I] 1). A legible copy of each publication or thatportion which caused it to be listed is attached.
_ 2). A copy of each publication or that portion which caused it to be listed is not submitted
because the publication was previously submitted in the IDS ofthe following, earlier filed
application relied on for an earlier effective filing date:
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Reset tdate: ewe/2007 ' 10972287—GAU:3738
07 12/2007 THU 10:25 rax 16502127562 004/005

Docket No.10012-702.501

I] 37 CFR §1.98 (a)(2)(l) and ((1). Foreign patent(s) in English cited
U 1). A legible copy of each foreign patent is attached.
[1- 2). A copy'ofcach foreign patent is not submitted because the publication was previously
submitted in the IDS of the following, earlier filed application relied on for an earlier efiective
filing date:

I] 37 CFR §1.9s (a)(2)(i),, (a)(3)(i-ii) and MPEP 609(B), Foreign patent(s) or other foreign
documents not in English cited. Either: -
El 1). A legible copy ofeach foreign patent, each publication or that portion which caused it to
be listed, is attached «AND—

I:I 2a). A concise explanation of the relevance, as it is presently understood by the individual
. designated in § 1.56 (c) most knowledgeable about the content of the information, ofeach patent,
publication, or other information listed that is not in the English language is provided

- herewith:
' . ~ -0R—

Cl 2h). A copy of a written, English-language translation or portion thereof is
readily available and attached,

"011.-

I:] 2c). An English language copy of a foreign search report is submitted.
_ .0R..

I: 3). A copy ofeach foreign patent is not submitted because the publication was previously
submitted in the IDS of the following, earlier filed application relied on for an earlier effective
filing date:

STATEMENT UNDER 37 CFR § 1.9716}

‘ B Each item of information contained in the information disclosure statement was first cited in any
communication from a foreign patent office in a counterpart foreign application not more than three months
prior to the filing of the information disclosure statement.

I: No item of information contained in the information disclosure statement was cited in a
communication from a foreign patent oflice in a counterpart foreign application, and to the knowledge of
the person signing the certification after making reasonable inquiry, no item of information contained in the
information disclosure statement was known to any individual designated in {5 156(0) more than three

months prior to the filing ofthe information disclosure statement.

FEE AUTHORIZATION

The Commissioner is hereby authorized to charge the above-referenced fees of $0.00 and charge

any additional fees or credit'any overpayment associated with this connnunication to Deposit Account No.50-4050.

Respectfully Submitted,

7/ z,[a - j:Dated: /{ 1)— By:
Shay LaW Group . ' Thomas Zlogar Reg. # 55760
2755 Campus Drive, Suite 210
San Mateo, CA 94403
(650) 212-1700
Customer No. 66854
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Fieer i date: Q7/i2/2GO7 “3972287 — GAL}: 3738
07 12/2007 THU 10:26 FAX 16502127562 005/005

mmcemen ' i
JUL 12 2007.

- PTO/SB/O8A(D4-07)
Approved for use through 0930/2007. 0MB 0651-0031

11.8. Patent and Trademark onioe; u.s. DEPARTMENT OF COMMERCE
:4 A.u . . g . onoflnfonnatlori un :-:»: LE d y um I mber.

v Complete IfKn

10/972 287
October 21 2004

STATEMENT BY APPLICANT “7";aa Ie r
W'°MW"'°°“="W-w

Auom Dockemumner
U. S. PATENT DOCUMENTS

Examiner Document Number Publication Date Name of Patentee or Pages. Columns, Lhee, Where I
Inltlele' MM-DD-WW Applicant Of Cited Document RDIOVSHI Passages DI“ Relevant.W . ..........

m “3' us 5.824.041 A 10/20/1998
376 “9* useeeaeea came/zoos-

 

 
 

 
 

 
  

 

 

 

Subetitute for form 1449/PTO

 

  

 

INFORMATION DISCLOSURE

 

     
 

  

  CCll

 
  

 

r: ‘1’

 
 
 9 i_ L‘ PATENT DOCU 1

Examiner Cite Foreign Patent Document Publication Name of Patentee or Pages. Columns. Lima.
No.’ Date Applicant of Cited Document Where Relevant Passages

_-“ii-“WW °'R“‘°“"““9““e“‘"°°“Count Code‘Number‘Wnd Code' Ilknown . .
 

   /Rebecca Siraszheiml
"" ‘ : "—71 re erenoe cons - a d. whether or not relation no m can enhance ‘ PEP 609. Drew line throug c iron I not In con ormanoe an n

considered. Include copy of this form with next communicatlczn to applicant. ‘Appiicant'e unique olteilon designation number (optional). ’See Kind: Code: or
USPTO Patent Documents atWor MPEP 901.04. ' Enter Oflice that Issued the dowment. by the Mill-letter code (WIPO fiandm’d 37.3). ‘ For
Japanese patent documents, the indication or the year 01 the reign of the Emperor must precede thg eerlal number of the patent document. Kind of dowment bythe appropriate eymbolo ee Indicated on the document under WIPO Standard STAB if possible. Applicant is to place a check mark here if English languageTranslation Is attached. .
This collection oflnformation Ie required by 37 CFR 1.97 and 1.98. The lrtIormailon ls required to obtain or retain e benefit by the public which Is to tile (end by the
USPTO to process) an application. Confidentiality 1e governed by 35 U.S.C. 122 end 37 CFR 1.14. This collection is estimated to take 2 hours to complete.
Excluding gathering. preparing. and eubmilflng the completed appllcetlon form to the USPTO. Time will vary depending upon the individual case. Any cammcnte
on the amount of time you require to complete this form end/or suggestions for reducing this burden. shouldbe sent to the Chief Information Officer. u,s. Patent
and Trademark Gilles, P.O. Box 1450. Alexandria. VA 22318—1450. DO NOT SEND FEES OR COMPLETED FORMS To THIS ADDRESS. SEND
To: Commissioner for Patents. P.0. Box 1450. Alexandria, VA 22313-14150.

I!you need assistance in completing the form. call 1-800-PTO-9199 (1-800-786-9199) and select opllon 2.
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lQ/ES/EGOS , a , . lQ972287 — GAEt-éffia
PTO/SB/Zl (02-04)

Approved for use through 07/3 l/2006. OMB 0651—0031
US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE

mi: the Pa erwork Reduction Act of 1995, no ersons are re uired to resond to a collection of information unless it disla s a valid OMB control number.

.

_ ENCLOSURES (Check all that apply)

El Fee Transmittal Form Afier Allowance communication to
' Technology Center (TC)

Appeal Communication to Board
of Appeals and Interferences

 
 

 
  
 

TRANSMITTAL

FORM

(to be usedfor all correspondence after initialfiling)

 

 
  
 
 

  

Drawing(s)

El Fee Attached Licensing-related Papers

Appeal Communication to TC’ i: Amendment/Re lI: p y (Appeal Notice, Brief, Reply Brief)Petition

Petition to Convert to a

[:1 After Fmal Provisional Application Proprietary Information

Power of Attorney, Revocation
Change of Correspondence Address Status LetterE] Affidavits/declaration(s)

Other Enclosure(s)
Terminal Disclaimer (please identify below): return

receipt postcard
Extension of Time Request

 
Express Abandonment Request Request for Refund

|:||:||:lDEEDS
Information Disclosure Statement CD, Number of CD(s)

Certified Copy of Priority
Document(s)

Response to Missing Parts/
Incomplete Application

El Response to Missing Partsunder 37 CFR 1.52 or 1.53

SIGNATURE OF APPLICANT, ATTORNEY OR AGENT

Firm

or a Maya Skubatch, Reg. No. 52,505, WILSON SONSTNI GOODRICH & ROSATIIndividual name

V Y ‘ .

_
m October a. .2005 ‘

CERTIFICATE OF TRANSMISSION/MAILING

I hereby certify that this correspondence is being facsimile transmitted to the USPTO or deposited with the United States Postal Service with sufficient
ostae as first class mail in an enveloe addressed to: Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450 on the date shown below.

Typed or printed name Frank Chen ' .

. ‘ T

This collection ofinformation is required by 37 CFR 15. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR l.l4. This collection is estimated to take 2 hours to complete, including gathering, preparing, and submitting
the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount oftime you require to complete this form and/or
suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and Trademark Office, US Department of Commerce, PO. Box I450,
Alexandria, VA 22330-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, PO. Box 1450, Alexandria, VA
22313-1450.

 
  

  
 

Ifyou need assistance in completing theform, call l-800-PTO-9l99 and select option 2.

ALL REFERENCES CONSiRERED EXCEPT WHERE LiNEE} THROUGH. /R,S./
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Receipt date: t0/28/2005 ' $972287 — GAL}: 3738

Attorney Docket No. 30207-702501
PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
Inventor(s): Amr SALAHIEH, et al. Group Art Unit: 3738

Serial Number: 10/972,287 Examiner: Not yet assigned

Filing Date: October 21, 2004 CONFIRMATION NO: 7706

Title: LEAFLET ENGAGEMENT ELEMENTS

AND METHODS FOR USE THEREOF

 

Certificate of Mailing or Transmission
37 CFR§1.8

I hereby certify that this paper is being: IE deposited with the US. Postal Service with sufficient postage as
first class mail and addressed to Commissioner for Patents, PO. Box 1450, Alexandria VA 22313-1450; or E]
transmitted by fac imile to the Patent and Trademark Office in accordance with §1.6(d) to facsimile number

on October 2 ,2005. f a:
Signature

Commissioner for Patents

P.O. Box 1450

Alexandria, VA 22313-1450

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT

' UNDER 37 C.F.R. §1.97

Sir:

Applicants hereby submit an Information Disclosure Statement along with attached form(s)

PTO/SB/08A. A copy of each listed publication is being submitted, if required, pursuant to 37 C.F.R. §§l.97-

1.98, as indicated below.

Applicants respectfully request that the listed information be considered by the Examiner and be

made of record in the above-identified application. Applicants further requests that the Examiner initial and '

return the attached form(s) PTO/SB/08 in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the

information provided herewith, and/or to prove that this information may not be prior art, and/or to prove that

this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the information cited in

the statement is, or is considered to be, prior art or material to patentability as defined in §1.5 6.

2749734_1.DOC
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Receipt date: WES/2005 “3972287 — GAL}: 3738

I2 37 CFR §l.97(b). This Information Disclosure Statement should be considered by the Office
because:

' (1) It is being filed' within 3 months of the application filing date of a national application
and is other than a continued prosecution application under §l.53(d);

__ 0R --

[:I (2) 'It is being filed within 3 months of entry of a national stage as set forth in §1.49l in
an international application; -

-- OR --.

[Z (3) It is being filed before the mailing date of the first Office Action on the merits;
__ 0R -_

E] (4) It is being filed before the mailing of a first Office Action after the filing of a request
for continued examination under §l .114.

E] 37 CFR §l.97(c). Although this Information Disclosure Statement is being filed after the period
specified in 37 CFR §l .97(b), above, it is filed before the mailing date of the earlier of (1) a final

office action under §1.113, (2) a notice of allowance under §l.3ll, or (3) an action that otherwise

closes prosecution on the merits, this Information Disclosure Statement should be considered because

it is accompanied by one of:

E] a certification as specified in §l.97(e) provided concurrently herewith;
-_ 0R __

El a fee of $180.00 as set forth in §1.l7(p) authorized below, enclosed, or included with the
payment of other papers filed together with this statement.

[:I 37 CFR §l.97(d). Although this Information Disclosure Statement is being filed after the mailing
date of the earlier of (l) a final office action under §l.l 13 or (2) a notice of allowance under §l .311,

it is being filed before payment of the issue fee and should be considered because it is accompanied
by:

A. a certification as specified in §l.97(e); and

B. I a fee of $180.00 as set forth in §l.17(p) is authorized below, enclosed, or included with the
payment of other papers filed together with this Statement. '

E] 37 CFR §l.97(e). A certification signed by an Attorney of Record is provided herewith as required
under 37 CFR §§1.97(b) and (c).

IE I 37 CFR §l.98(a)(2). The content of the Information Disclosure Statement is as follows:

E] Copies of each of the references listed on the attached Form PTO/SB/08A are enclosed
herewith.

-_ OR --

X Copies of US. Patent Documents (issued patents and patent publications) listed on the
attached Form PTO/SB/08A are NOT enclosed. '

-- AND/OR --

X Copies of Foreign Patent Documents and/or Non Patent Literature Documents listed on the

attached Form PTO/SB/O8A are enclosed in accordance with 37 CFR §l .98(a)(2).
-- AND/OR --

E] Copies of pending unpublished US. patent applications are enclosed in accordance with
37 CFR §l.98(a)(2)(iii).

2749734_1 .ooc
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Receipt date: WES/2005 “3972287 — GAL}: 3738

[Z 37 CFR §1.98(a)(3). The Information Disclosure Statement includes non-English patents and/or
references.

E Pursuant to 37 CFR §1.98(a)(3)(i), a concise explanation of the relevance of each patent,
publication or other information provided that is not in English is provided herewith.

EP 1562515 A1 (WO 2004/047681) was published in French. The English language abstract

and the drawings are sufficient to convey the scope of its disclosure.

Should the Examiner believe that a complete translation of any of the above mentioned

publications is necessary to understand its disclosure, Applicant(s) will endeavor to provide

such translations at the Examiner’s request. '

E] Pursuant to 37 CFR §1.98(a)(3)(ii), a copy of a translation of the non-English language
reference(s) is provided herewith.

El Attached are copies of search report(s) from corresponding patent application(s), submitted in
accordance with MPEP 609 D in support of the attached certification under 37 CFR §1.97(e)(1).

IE Fee Authorization. 'The Commissioner is hereby authorized to charge the above-referenced fees of
$0.00 and charge any additional fees or credit any overpayment associated with this communication
to Deposit Account No. 23-2415 (Docket No. 30207-702501 2. '

Respectfully submitted,

WILSON SONSINI GOODRICH & ROSATI

 Dated: October 2005 By: 

 Maya Skubatc , eg. No. 52,505

650 Page Mill Road I
Palo Alto, CA 94304-1050

(650) 493-9300
Customer No. 021971

2749734_1.DOC
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PTO/SB/08A (07-05)
Approved for use through 07/31/2006. 0MB 0651-0031

US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
aerwork Reduction Act of 1995, no ersons reuired to resond to a collection ofinforrnation unless it contains a valid OMB control number.

Complete ifKnown

10/972,287
Octoberzr, 2004

First Named Inventor Amr Salahieh

3738

Notassigned

Attorney DocketNurnber 30207-702501 -

U.S. PATENT DOCUMENTS '

- Examiner Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where
Initials‘ No.‘ MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant

Number-Kind Code2 (ifknown) Figures A - ear
US 2001/0044634 1 1/22/2001 Don Michael et al.

US 2002/0010489 A1 1/24/2002 Grayzel, et al.
US 2002/0095173 07/18/2002 Mmocchi et al.

US 2003/0060844 03/27/2003 Borillo et al.

us 2003/0176884 Berrada et al.
US 2003/0187495 Cullyetal.

'Us 2003/0208224 Broome
US 2003/0216774 Larson
us 2004/0073198 Gilson et al.
US 2004/0082967 04/29/2004 Broome et al.

US 2004/0093016 05/13/2004 ' Root et al.

US 2004/0138694 07/15/2004 Tran et al.

us 2004/0158277 Lowe et al.
us 2004/0167565 Beulke et al.
us 2004/0204755 A1
US 2004/0225321 Krolik et al.
US 2004/0254636 A1 12/16/2004 Flagle, et al.

US 2005/0075662 A1 4/7/2005 Pedersen, et al.

US 2005/0090846 A1 4/28/2005 Pedersen, et al.

US 2005/0096736 A1 5/5/2005 Osse, et al.

US 2005/0113910 A1 5/26/2005 Paniagua, et al.

US 2005/0165352 A1 7/28/2005 Henry, et al.

US 2005/0165477 A1 7/28/2005 Anduiza, et al.

US 2005/0197695Al 9/8/2005 Stacchino, et al.
US 2005/0203614A1 9/15/2005 Forster

Examiner - Date
Si ; ature Considered

‘EXAMlNER: lnitial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. lnclude copy of this form with next communication to applicant. lApplicant’s unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. ’Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). ‘For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by
the appropriate symbols as indicated on the document under W1PO Standard ST.|6 ifpossible. 6Applicant is to place a check mark here if English languageTranslation is attached.

This collection of infomration is required by 37 CFR 1.97 and 1.98. The infomration is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Infomration Officer, US Patent
and Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissloner for Patents, P.O. Box 1450, Alexandria, VA 22313—1450.

I Ifyou need assistance in completing theform, coll 1-800-PTO-9199 (1—800— 786-9199) and select option 2.
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Examiner Date
Si ; ature Considered

‘EXAMINER: lnitial ifreference considered, whether or not citation is in confomtance with MPEP 609. Draw line through citation if not in conformance and not
considered. lnclude copy of this form with next communication to applicant lApplicant’s unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documean at www.uspto.gov or MPEP 901.04. ’Enter Office that issued the document, by the two—letter code (WIPO Standard ST.3). ‘For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. ’Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST.I6 if possible. 6Applicant is to place a check mark here if English languageTranslation is attached.

This cOIlection of information is required by 37 CFR L97 and 1.98. The infomtation is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief lnfonnation Officer, US. Patent
and Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing theform. call l-800-PTO-9l99 {1-800- 786-9199) and select option 2.

2749734_1.ooc

“mewfiti‘fifé’E’EEE'ENoEE CONEiEEEEE EXCEPT WHERE UNEE} TH ROUGH. /E.E./
Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 258 of 630



Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 259 of 630

Receipt date: 10/28/2005 10972287 4 GAL}: 3738
PTO/SB/08A (07-05)

Approved for use through 07/31/2006. OMB 0651-0031
U.S. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE

Under the aen/vork Reduction Act of 1995, no ersons reuired to resond to a collection ofinformation unless it contains a valid OMB control number.

Complete ifKnown

Examiner Cite Document Number Publication Date Name of Patentee or . Pages, Columns, Lines, Where
lnitials‘ No.‘ MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant

Fiures A ear

  
 

 
 
 

 
 

 

 

  Substitute for form 1449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

(Use as many sheets as necessary)

  
 
 
 
 

 

  
  

 

Number-Kind Codez (Ifknown)

US 6,695,865
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08/10/2004

05/10/2005
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Chen, et a1.
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‘EXAMINER: lnitial ifreference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. lApplicant’s unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WlPO Standard ST.3). ‘For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. ’Kind of document by
the appropriate symbols as indicated on the document under WlPO Standard ST.l6 if possible. 5Applicant is to place a check mark here if English languageTranslation is attached. '
This collection ofinformation is required by 37 CPR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief lnforrnation Officer, US. Patent
and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commlssioner for Patents, PO. Box 1450, Alexandrla, VA 22313-1450. ‘

Ifyou need assistance in completing theform, call I -800-PTO-9I99 (I-800- 786-9199) and select option 2.
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Notassigned
Attome Docket Number 30207-702501

FOREIGN PATENT DOCUMENTS

Examiner Cite Foreign Patent Document Publication Date Name of Patentee or Pages, Columns, Lines,
lnitials“ No.' MM-DD-YYYY Applicant ofCited Document Where Relevant Passages WCourt Code —Number — Kind Code (1' brawn) ' Relevant Fl ES A ear

EP 1042045 Bl 05/19/2004 Domnick Hunter Ltd.

EP 1059894 Bl (WO 7/20/2005 Scimed Life Systems,
99/44540 Inc. '

EP 1078610 Bl 8/10/2005 Cordis Corp.

EP 1430853 A3 6/8/2005 M. 1. Tech Co., Ltd.

EP 1551274 A2 (wo 7/13/200504/026117

EP 1551336 A1(WO 7/13/200504/014256) . Vascular Ente rises

EP 1562515 A1 (wo 8/17/2005 '2004/047681 ,

WO 98/50103 A1 11/12/1998 Embol-X, lnc.

wo 99/44542 A2 09/10/1999
wo 00/49970 A1. 08/31/2000
wo 01/08596 A1 02/08/2001
wo 01/10320 A1 02/1 5/2001
wo 01/10343 A1 02/15/2001 lnc.

WO 2005/084595 A1 9/15/2005 Cardiacmd, Inc.

(Use as many sheets as necessary)
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Examiner Dale
Si ; alure Considered

*EXAMlNER: lnitial ifreference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not I
considered. Include copy of this form with next communication to applicant. lApplicant’s unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). “For
Japanese patent documents, the indication ofthe year ofthe reign ofthe Emperor must precede the serial number of the patent document. ’Kind of document by
the appropriate symbols as indicated on the document under WlPO Standard ST.16 if possible. 6Applicant is to place a check mark here if English languageTranslation is attached.

This collection ofinformation is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief 1nfonnation Officer, U.S. Patent
and Trademark Office, P.O. Box I450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing thefarm, call I—800-PTO-9199 (1-800- 786-9199) and select option 2.
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Attorney Docket Number 30207-702501 I

NON PATENT LITERATURE DOCUMENTS

.Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
Examiner item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s),
Initials“ ublisher, ci where ublished. '

Boudjemline, Y. et al., "Percutaneious implantation of a biological valve in the aorta to treat
aortic valve insufficiency - a sheep study", Med Sci.Monit. (2002) Vol. 8, No. 4, pages BR] 13-
1 l6

  
   

Z9

 
Examiner _ ' Date , '
si ature /Rebecea Siraazheim/ 08/13/2008

*EXAMINER: 1nitia1 ifreference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant
lApplicant‘s unique citation designation number (optional). 2Applicant is to place a check mark here if English language Translation is attached.
This collection ofinformation is required by 37 CFR 1.98. The infomtation is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is govemed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief lnforrnation Officer, US. Patent and
Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissloner for Patents. P.O. Box 1450, Alexandria, VA 22313-1450. ' .

Ifyou need assistance in completing theform, call I -800-PTO-9I 99 and select option 2.
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   FOREIGN PATENT DOCUMENTS
Publication Name of Patentee or Pages, Columns, Lines,

Date Applicant of Cited Document Where Relevant Passages
Foreign Patent Document

  
Examiner Cite
Initials' ‘

MM-DD-YYYY Or Relevant Figures Appear Count Codes'NumberhKind Codes ilknown

won/004170000 0002002
385

Ililliillln
  

  
Examiner _ 0 Date 0 r,

Mahatma Straszheam/ 08/18,g003
'EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ‘Applicant's unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.usgto.gov or MPEP 901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). ‘ For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by
the appropriate symbols as indicated on the document under WlPO Standard ST.16 if possible. 8Applicant is to place a check mark here if English languageTranslation is attached. -

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief lnfonnation Officer, US. Patent
and Trademark Office, PO. Box 1450. Alexandria. VA 22313-1450, DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commlssloner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.
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Receipt date: tt/Efi/QGM , tQ9?2287 - GAE: 3738
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PATENT

Attorney Docket No. 30207.702.501

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application ) PATENT APPLICATION

)

lnventor(s): Amr SALAHEEH et al. )

) Art Unit: Not yet assigned

Application No.: 10/972,287 )

) Examiner: Not yet assigned

Filed: October 21, 2004 )

)

Title: Leaflet engagement elements and methods )

for use thereof )

)

Commissioner of Patents

PO. Box 1450

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATEMENT UNDER 37 C.F.R. §1.97

Sir: 1’
Applicants hereby submit an Information Disclosure Statement along with attached form(s) l,

PTO/SB/08. A copy of each listed publication is being submitted herewith, along with a concise

explanation of information in a foreign language, if any, pursuant to 37 C.F.R. §1.97-1.98.

Applicants respectfully request that the listed information be considered by the Examiner and

be made of record in the above-identified application. Applicants further request that the Examiner

initial and return the attached form(s) PTO/SB/08 in accordance with MPEP §609.

Applicants reserves the right to establish the patentability of the claimed invention over any

of the information provided herewith, and/or to prove that this information may not be prior art,

and/or to prove that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the

information cited in the statement is, or is considered to be, prior art or material to patentability as

defined in §1.56.

I

2925 598_ LDOC
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Receipt date: 11/26/2004 _ . 10972287 " GAL}: 3738

E This statement qualifies under 37 CPR. §1.97, subsection (b) because:

IX (1) It is being filed within 3 months of the application filing date and is other than
a continued prosecution application under § l.53(d)

__ 0R __

D (2) It is being filed within 3 months of entry of a national stage
-- 0R __

[Z (3) It is being filed before the mail date of the first Office Action on the merits
-- OR -- '

El (4) It is being filed before the mailing of a first Office Action afier the filing of a
request for continued examination under § 1.114.

El 37 CFR. §1.97(e). If this statement is being filed after the latest of: (1) three months beyond
the filing date of a national application; (2) three months beyond the date of entry of the

national stage as set forth in §1.491 in an international application; or (3) the mailing date of

a first Office action on the merits, but before the mailing date of the earlier of a final office

action under §l .1 13 or a notice of allowance under §1.311, then:

D a certification as specified in §1.97(e) is provided below; or

E] a fee of $180.00 as set forth in §l.l7(p) is authorized below, enclosed, or included
with the payment of other papers filed together with this statement.

El 37 CFR. §1.97(d). If this statement is being filed afier the mailing date of the earlier of a
final office action under §1.113 or a notice of allowance under §1.311, but before payment of
the issue fee, then:

A. a certification as specified in §1.97(e) is completed below; and

B. a petition under 37 C.F.R. §1.97(d) requesting consideration of this statement is

submitted herewith; and

C. a fee of $130.00 as set forth in §l.l7(i)(1) is authorized below, enclosed, or included

with the payment of other papers filed together with this statement.

El Copies of each of the references listed on the attached Form PTO/SB/08 are enclosed
herewith.

X Copies of references listed on the attached Form PTO/SB/08 are enclosed herewith EXCEPT
THAT:

E] In view of the voluminous nature of references, and the likelihood that these

references are available to the Examiner in the file history of the parent application

(Serial No. ), copies are not enclosed herewith.

E] If any of the'foregoing publications are not available to the Examiner,
Applicant will endeavor to supply copies at the Examiner’s request.

2925598_I.DOC
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Receipt date: 11/26/2004 _ . 10972287 - GAL}: 3738

{Z Copies of only foreign patent documents and non-patent literature are provided in
PDF format on the attached CD ROM, clearly titled by publication number or author,

in accordance with 37 CFR 1.98 (a)(2). (The US. patents and each US. patent

application publication listed on the attached Form PTO—1449 are not enclosed

because this US. patent application was filed after June 30, 2003 or this international

application has entered the national stage under 35 USC §371 after June 30, 2003 (see

USPTO waiver of requirement under 37 CFR 1.98 (a)(2)(i).

[I There are no listed references which are not in the English language.

E] The relevance of those listed references which are not in the English language is as follows:

E] Attached are copies of search report(s) from corresponding patent application(s), submitted
in accordance with MPEP 609 D in support of the attached certification under 37 CFR

1.97(e)(1).

'3 Attached are the following non-published pending patent applications which may be deemed
relevant.

[Z Fee Authorization. The Commissioner is hereby authorized to charge the above-referenced
fees of $0.00 and charge any additional fees or credit any overpayment associated with this

communication to Deposit Account No. 23-2415 (Docket No.30207.702.501 1.

Respectfully submitted,

WILSON SONSINI GOODRICH & ROSATI

Dated: By: I l E
Maya Skubatc , Reg. No. 30207.702.501

650 Page Mill Road

Palo Alto, CA 94304-1050

(650) 493-9300
Customer No. 021971

2925598_1.DOC -
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INFORMATION DISCLOSU Filing Date 10/21/2004
STATEMENT BY APPLICANT Salahieh

wseasmwevsheetsasnecessaw)

U.S. PATENT DOCUMENTS

Examiner Cite Document Number Publication Date Name ofPatentee or Pages, Columns, Lines, Where
Initials‘ No ‘ MM-DD—YYYY Applicant of Cited Document Relevant Passages or Relevant
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Examiner Date

Signature Considered
‘EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. IApplicant‘s unique citation designation number (optional). zSee Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. ’Enter OFfiCe that issued the document, by the two-letter code (WIPO Standard ST .3). ‘For Japanese
patent documents, the indication of the year ofthe reign of the Emperor must precede the serial number of the patent document ’ Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST.16 if possible. “Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentialin is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief lnfonnation Officer, U.S. Patent and
Trademark Oflice, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.0. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing theform, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.
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US. Patent and Traderan Oflice; U.S. DEPARTMENT OF COMMERCE

Under the ---' rwork Reduction Act of 1995. no - rsons r uired to res ond to a collection of information unless it contains a valid OMB control number.
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INFORMATION DISCLOSURE
STATEMENT BY APPLICANT

 Not yet assigned

Notassigned
Attome Docket Number 30207.702.501

U.S. PATENT DOCUMENTS

Publication Date Pages, Columns, Lines, WhereMM-DD-YYYY Applicant of Cited Docummt Relevant Passages or Relevant
Fi esAear

05/20/2004 —
“"0/2004 —

—
—
_
—
_
—
—
—
_
—
—
—
_
_

(Use as many sheets as necessary)

  
 

 

Cite
No.l 

Examiner Documcnt Number
Initials‘

Number-Ki nd Codez (ifknown)

-
-
-
-
-

-11/17/1970 Mobin-Uddin

-
Examiner Date

Signature Considered
‘EXAMINBR: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 1Applicant's unique citation designation number (optional). ‘See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. JEnter Office that issued the document, by the two-letter code (WIPO Standard ST .3). ‘For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document ’Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST. l 6 if possible. “Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR L97 and L98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. In and 37 CFR l.l4. This collection is estimated to take 2 hours to complete. including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any commean on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief [nfon-nation Officer, US. Patent and
Trademark Oflice, P. O. Box I450, Alexandria, VA 22313—1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Cummlssioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing theform, call 1-800-PTO-9l99 (1-800- 786-9199) and select option 2.
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Approved for use through 07/31/2006. 0MB 0651-0031

11.8. Patent and Trademark Ofiice; U.S. DEPARTMENT OF COMMERCE
rsons rauired to res and to o collection of information unless it contains 0 valid OMB control number.

Complete ifKnown

Application Number 10/972,287

Undcr the .- ~mork Reduction Act of 1995, no -    

 
 

 
 
 

 
 

  

 Substitute for form 1449/PTO

 
 

  
   
 

INFORMATION DISCLOSURE 10/21/2004
STATEMENT BY APPLICANT Salahieh

 Not yet assigned

assigned
Attome DocketNumber 30207702501

U.S. PATENT DOCUMENTS

(Use as many sheets as necessary)

 

 
  

 
 Examiner Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where

Initials“ No.l MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant
Number-Kind Code2 (ifknown) Figures 7. ea;

US-3,868,956 03/04/1975 Alfidi et 81.

US-3,874,388 04/01/1975
US-4,056,854 11/08/1977
US-4,106,129 08/15/1978

' SUS-4,233,690 11/18/1980

US-4,291,420 09/29/1981 _

—
—
—
—
_
_
_
—

_

—
—
—

—
—
—
—
—
_
_
—
—
—
_

Examiner Date

Signature Considered
‘EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 1Applicant‘s unique citation designation number (optional). 18ee Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST .3). ‘For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. ’Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST.16 if possible. 6Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or rctain a benefit by the public which is to file (and by the
USP’I‘O to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and
Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.0. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing theform, call 1-800-PTO-9199 (1-800- 786-9199) and select option 2.
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396.39%pr date‘: H/26/2004 _ “3972287 — GAL}: 3738

' ' PTO/SB/OSA (08-03)
Approved for use through 07/31/2006. OMB 0651-0031

U.S. Patent and Traderan Ofiice; U.S. DEPARTMENT OF COMMERCE
uired to res and to a collection of information unless it contains a valid OMB control number.

Complae ifKnown

Application Number 10/972,287

 
Under the u -- rwork Reduction Act of 1995, no

 

 
 
 

 
 

  

 

 

 
 

 
Substitute for form 1449/PTO

 
 

 
  
 

 

INFORMATION DISCLOSURE
STATEMENT BY APPLICANT Salahieh

 Not yet assigned

Notyetassigned
Attome DocketNumber 30207702501

U.S. PATENT DOCUMENTS
Cite Document Number Publication Date
No.‘ MM-DD-YYYY

-07/08/1997 Hachtmanetal.

-
-
-
-
-
-
-
-
-
-
-
-
-
-

(Use as many sheets as necessary

  
 

  
 

 
i

 Name of Patentee or Pages, Columns, Lines, Where
Applicant of Cited Document Relevant Passages or Relevant

Fi res >- ear

Examiner
Initials"

Tower

Tower

Teitelbaum et 3].

Andersen et al.

Dubrul et a1.

Maeda et al.

An et 211.

12/09/1997 Tower
02/03/1998 Vallanaetal.
09/01/1998 Maedaetal.

10/20/1998 Cottone Jr.
10/20/1998 Khosmvi et a1.
10/20/1998 Rosenberg
10/20/1998 Taheri

Ansell

Examiner Date

Signature Considered
"EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. IApplicant‘s unique citation designation number (optional). 1See Kinds Codes of
USP’I‘O Patent Documents at www.uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST .3). 4For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document 1Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST.16 if possible. 6Applicant is to place a check mark here if English language Translation is attached.
This collection ofinformation is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. I22 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amotmt of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissloner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing thefarm, call I-800—PTO-9l99 (1-800- 786-9199) and select option 2.
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Receipt date: nae/2994 _ . i09?2287 — GAL}: 3738
' ' PTO/SBJOSA (08-03)

Approved for use through 07/31/2006. 0MB 0651-0031
US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE

Under the .. rwork Reduction Act of 1995, no - rsons re uired to res and to a collection ofinformation unless it contains a valid OMB control number.

Complete ifKnown

Application Number 10/972,287

Filing Date 10/21/2004

   
  Substitute for form l449/PTO

  
 

 

 
 
 

 

 

  
 

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT Salahieh

 Not yet assigned

Notyetassignea
Attom Docket Number 30207.702.501

U.S. PATENT DOCUMENTS

(Use as many sheets as necessary)

 
 

  
Examiner Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where
Initials“ No.l MM-DD-Y YYY Applicant of Cited Document Relevant Passages or Relevant

lam-m at al-

rang
Kenya a a1-
Samar
mm

An a

Examiner Date
Signature Considered

‘EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. lApplicant‘s unique citation designation number (optional). zSee Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. ’Entcr Office that issued the document, by the two-letter code (WIPO Stande ST .3). ‘For Japanese
patent documents, the indication of the year ofthe reign of the Emperor must precede the serial number of the patent document ’Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST.l 6 if possible. ‘Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and
Trademark Office, PO. Box 1450, Alexandria, VA 223] 3-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.0. Box 1450, Alexandrla, VA 22313-1450.

Ifyou need assistance in completing theform, call 1-800-PTO-9199 (1-800- 786-9199) and select option 2.
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Receipt date‘: H/Qfi/QGM _ . tQQTQQSY — GAL}: 3738

' ' melanomas-03)
Approved for use through 07/31/2006. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the i- - rwork Rcduction Act of 1995, no ersons re uired to res and to a collection of information unless it contains a valid OMB control number.

Complete ifKnown

Application Number 10/972,287

 
 

 

 

 

 
 

 
Substitute for form l449/PTO

   
 

INFORMATION DISCLOSURE 10/21/2004
STATEMENT BY APPLICANT

  
 Not yet aSSIgned

Notyet asslgnea
nAttome Docket Number 30207702 501

U.S. PATENT DOCUMENTS
Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where
No MM—DD—YYYY Applicant of Cited Document Relevant Passages or Relevant

lam-Ami at al-

wmm —
mm a at _
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-Graeme

-
-
-
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-
-

(Use as many sheels as necessary)

 

 

  

  
 

Examiner
Initials‘

Zane-Ame

Examiner Date
Signature Considered

‘EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. lApplicant's unique citation designation number (optional). zSee Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3Enter Office that issued the document by the two-letter code (WIPO Standard ST .3). ‘For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document 5Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST] 6 if possible. ‘Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing the form. call I-800—PTO-9l99 (1-800- 786-9199) and select aptian 2.
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Receipt date: H/26/2004 . . roe-372287 — GAL}: 3738
PTO/SB/OSA (08-03)

Approved for use through 07/31/2006. OMB 0651—0031
U.S. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE

- uired to res and to a collection of information unless it contains a valid OMB control number.

Complete ifKnown

Substitute for form l449/PTO Application Number 10/972,287

INFORMATION DISCLOSURE 10/21/2004
STATEMENT BY APPLICANT Salahieh

(Use as many sheets as necessary) Not yet assigned

Notassignea
Attome Docket Number 30207702501

U.S. PATENT DOCUMENTS

Examiner Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where
1nitials" No.l MM-DD—YYYY Applicant of Cited Document Relevant PaSSages or Relevant

Number-Kind Codezfl'fknawn) F, es 7,

_-US-6,669 724 12/30/2003 Park et a1.

Under the . I erwork Reduction Act of 1995, no » Isons

 
  

   

 
 

  

  
, _
i —

s : —
i —

s A —
—
—
m—

— —
a —
—
—
—
—
_

: —
i —

US-6 752 828 06/22/2004 Thornton

US—6,758 855 07/06/2004 Fulton, 111 et a1.

Sinature Considered
‘EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. lApplicant‘s unique citation designation number (optional), 2See Kinds Codes of
USPTO Patent Documents at www,uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST .3). ‘For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document, ’Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST.]6 if possible. “Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 114. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete dais form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Oflice, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing theform. call 1-800-PTO—9199 (1-800— 786-9199) and select option 2.
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Receém daté: H/Qfi/Eflfléi ~ “3972287 — GAL}: 3738
' NOISE/08A (08-03)

Approved for use through 07/31/2006. OMB 0651-0031
US. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the -- - rwork Reduction Act of 1995. no --- rsons reuired to res and to a collection of information unless it contains 0 valid OMB control number.

Complete ifKnown

Application Number 10/972,287

 

 
 
 
 

  

 

 

 
 

 
 

 

Substitute for form 1449/PTO
 

 

 
 

 
 

INFORMATION DISCLOSURE
sTATEMENT BY APPLICANT

Not yet assigned

Notassigned
nAttorne Docket Number 30207702501

FOREIGN PATENT DOCUMENTS

Examiner Cite Foreign Patent Document Publication Date Name of Patentee or Pages, Columns, Lines, '
lnitials“ No.l MM-DD-YYYY Applicant of Cited Document Where RCICVEM P8333865 0‘Co
" w

(Use as many sheets as necessary)

 
 
 

 

Code -Number - Kind Code i know 9&1:th Figures Appear 
 
 

I I ' " II I I
 

Vince Medical Company
Limited  

...................................

_-___-
—-—-

................................

  
 

Fraunhofer-Gesellschafi Zur

Forderung Der
Angewandten Forschung

ExaminerSi ture Considered
’EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. lApplicant's unique citation designation number (optional). 15ee Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST .3). ‘For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST.16 if possible. 6Applicant is to place a check mark here if English language Translation is attached.
This collection ofinformation is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and
Trademark Oflice, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissloner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing thefier, call 1-800-PTO-9199 (1-800- 786-9199) and select option 2.
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Receipt daté: it/26/2004 . . “3972287 - GAL}: 3738
P’I‘O/SB/08A (08-03)

Approved for use through 07/31/2006. OMB 0651-0031
US. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

- uired to res and to a collection ofinformation unless it contains a valid OMB control number.

Complete ifKnown

Application Number 10/972,287

Under the . - rwork Reduction Act of 1995. no wrsons

 
 
 
 

  

 

 
 

 

 

  
 
 

Substitute for form 1449/PTO
 

 
 
 

INFORMATION DISCLOSURE
STATEMENT BY APPLICANT

Not yet assigned

Notyetassigned
nAttorn Docket Number 30207.702.501

FOREIGN PATENT DOCUMENTS

Initials“ No.‘ MM-DD-YYYY Applicant ofCited Document Where Relevant Passages or--Coun Code -Nurnbcr -Kind Code Iknown ReleVBmFigms Appear
wo 03/003943 01/16/2003 Surfaces, Ltd.

(Use as many sheets as necessary)

 
   

 
 

 

 
 

  
Examiner Date
Si ; nature Considered

‘EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation ifnot in conformance and not
considered. Include copy of this form with next communication to applicant lApplicant's unique citation designation number (optional). ISee Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST .3). 4For Japanese
patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. ’Kind of document by the appropriate
symbols as indicated on the document under WIPO Standard ST.16 if possible. 5Applicant is to place a check mark here if English language Translation is attached.
This collection ofinfonnation is required by 37 CFR 1.97 and L98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any commenm on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.0. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing theform, call 1-800—PTO-9199 (1-800- 786-9199) and select option 2.
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Receipt daté: ii/i26/2004 _ . “3972287 — GAL}: 3738
PTO/SB/OSA (08-03)

Approved for use through 07/31/2006. OMB 0651-0031
US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE

Undcr the aerwork Reduction Act of 1995, no ersons reuired to res and to a collection ofinformution unless it contains a valid OMB control number.

Complete ifKnown

Application Number 10/972,287

Filing Date 10/21/2004

First Named Inventor Salahieh

Not yet assigned

Nowetassignea
Attome Docket Number 30207.702.501

NON PATENT LITERATURE DOCUMENTS

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
item (book, magazine, journal, serial, symposium, catalog, etc), date, page(s), volume-issue number(s),

ublisher, ci and/or coun where ublished.

 

 
 

 
  

 

  
  Substitute for form I449/PTO

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

(Use as many sheets as necessary)

 
 

 

 

  
 

 
 

   
  

  
 

BOUDJEMLINE, Y. et al., “Percutaneous Pulmonary Valve Replacement in a Large
Right Ventricular Outflow Tract”. J. of Am. College of Cardio. (2004) 43:6, 1082-

Thoracic and Cardio: S

BOUDJEMLINE, Y. et al., “Steps Toward Percutaneous Aortic Valve Replacement.”
Circulation (2002) 775-778.

 
 CRIBIER, A. et al., “Early Experience with Percutaneous Transcatheter Implantation of

Heart Valve Prosthesis for the Treatment of End-Stage Inoperable Patients with Calcific
Aortic Stenosis”. J. or Am. Coll. of Cardio. (2004) 43:4, 698-703.  
 

 Prsthesrs for Cific Aortic Stenosis: First Human Case Description,” Circulation
(2002) 3006-3008.  

   
Examiner Date

si; attire Considered

"EXAMINBR: 1nitial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant.
lApplicant‘s unique citation designation number (optional). 2Applicant is to place a check mark here if English language Translation is attached.

This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including
gathering. preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent and
Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COWLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, PO. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing theform, call 1-800-PTO-9199 and select option 2.

2925598_1.DOC
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Receipt daté: HES/2004 . - “3972287 — GAL}: 3738
P'I‘O/SB/OSA (08-03)

Approved for use through 07/31/2006. OMB 0651-0031
US. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

uired to res - and to a collection of information unless it contains a valid OMB control number.

Complae ifKnown

Application Number 10/972,287

Under the - - rwork Reduction Act of 1995. no ---
   

 

 
 

 
 

  

 

 
Substitute for form 1449/PTO

  
 
 

 

 
 

INFORMATION DISCLOSURE 10/21/2004
STATEMENT BY APPLICANT Salahieh 

Not yet assigned

Notyetassigned
II-Attom DocketNumber 30207.702501

NON PATENT LITERATURE DOCUMENTS

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the

 (Use as many sheets as necessary)

   
   

item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s),
ublisher, ci and/or coun where ublished. I.N
 

HIJAZl, Z.M., “Transcatheter Valve Replacement: A New Era of Percutaneous Cardiac

Intervention Begins”. J. of Am. College of Cardio. (2004) 43:6, 1088-1089.

HUBER, C.H. et a1., “Do valved stents compromise coronary flow?” European Journal
of Cardio-thoracic Surgery, (2004) 25:754-759.

Examiner Date

si ; ture Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant.
lApplicant‘s unique citation designation number (optional). 2Applicant is to place a check mark here ifEnglish language Translation is attached.

This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including
gathering preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any commenb on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US Patent and
Trademark Ofiice, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.0. Box 1450, Alexandria, VA 223134450.

Ifyou need assistance in completing thefbrm, call 1-800-PTO-9199 and select option 2.

292559s_1.ooc
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Receipt dater 'l l/26/2GG4 - “3972287 — GAL}: 3738
NOISE/GSA (08-03)

Approved for use through 07/31/2006. 0MB 0651-003]
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

- uired to res and to a collection of information unless it conth a valid OMB control number.

Complete ifKnown

Application Number 10/972,287

Under the -- rwork Reduction Act of 1995. no - Isons

 

 
 

  

  

 
 

 

 
 

 

Substitute for form l449/PTO

  
 
 

 

 
 

INFORMATION DISCLOSURE 10/21/2004
STATEMENT BY APPLICANT Salahieh 

Not yet assigned

Notyetassigned
Attome DocketNumber 30201702501

NON PATENT LITERATURE DOCUMENTS

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
item (book, magazine, journal, serial, symposium, catalog, etc), date, page(s), volume-issue number(s),

ublisher, cit and/or coun where ublished.

 (Use as many sheets as necessary)

 
 
 

 

N

VAHANTAN, A. et at, “Percutaneous Approaches to Valvular Disease”. Circulation
(2004) 109, 1572-1579. 

Date ,-

/Rebecea Straszheim/ 08/18/2008
‘EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant.
1Applicant's unique citation designation number (optional). 2Applicant is to place a check mark here if English language Translation is attached.

This collection of information is required by 37 CFR 198. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is governed by 35 U.S.C, 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including
gathering preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, 13.0. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES 0R COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.0. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing the farm, call 1-800-PTO-9199 and select option 2.

2925598_1.DOC
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Attorney Docket No.: 10012-702501

VIA EFS

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Appl. No.: 10/972,287 Confirmation No.: 7706

Applicant(s): Amr Salahieh

Filed: October 21, 2004

Art Unit: 3738

Examiner: STRASZHEIM, REBECCA L

Title: LEAFLET ENGAGEMENT ELEMENTS AND METHODS FOR USE

THEREOF

Customer No.: 66854

Commissioner for Patents

P.O. Box 1450

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATEMENT UNDER

37 CFR§ 1.97 & § 1.98
Sir:

In accordance with 37 CFR § 1.97-1.98, applicants hereby submit an Information Disclosure

Statement, including attached forms(s) PTO/SB/08. A copy of each reference is being submitted herewith,

along with a concise explanation in English for those publications in a foreign language.

Applicants respectfully request that the listed information be considered by the Examiner and be

made of record in the above-identified application. Applicants further request that the Examiner initial and

return a copy of the attached form(s) PTO/SB/O8 in accordance with MPEP §609.

Applicants reserve the right to establish the patentability of the claimed invention over any of the
information provided herewith, and/or to prove that this information may not be prior art, and /or to prove

that this information may not be enabling for the teachings purportedly offered.

This statement is not intended to represent that a search has been made or that the information
cited in the statement is, or is considered to be, prior art or material to patentability as defined in 37 CFR
§1.56. -
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Attorney Docket N0.: 10012-702501

FILING OF INFORMATION DISCLOSURE STATEMENT

El 37 CFR §1.97(b)
This statement is being submitted under 37 CFR §1.97(b) because the IDS is being filed:

E] 1). Within 3 months of the application filing date and is other than a continued prosecution
application under § 1.53(d), or

E] 2). Within 3 months of entry of a national stage as set forth in § 1.491, or
E] 3). Before the mail date of a first Office Action on the merits, or

1:] 4). Before the mailing of a first Office Action after filing a request for continued examination
under§ 1.114.

E! 37 CFR § l.97(c)
This statement is being filed after the latest of:

E] 1). Three months beyond the filing date of a national application, or
E] 2). Three months beyond the date of entry of the national stage as set forth in § 1.491 in an
international application, or

E 3). The mailing date of a first Office Action on the merits, but before the mailing date of the
earlier of a final Office Action under § 1.113 or a Notice of Allowance under § 1.311, and then
either:

E A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or
included with the payment of other papers filed together with this statement. or

E] B). A certification as specified in § l.97(e) is provided below; thus no fee is
required.

[I 37 CFR § l.97(d)

This statement is being filed after the mailing date of a Final Office action, a Notice of Allowance under §

1.311, or an action that otherwise closes prosecution, but on or before payment of the issue fee, and then:

A). A fee of $180.00 as set forth in § 1.17(p) is authorized below, enclosed, or payment is

included with other papers filed together with this statement
--AND--

B). A certification as specified in § l.97(e) is included below.

CONTENT OF INFORMATION DISCLOSURE STATEMENT UNDER

37 CFR 1.98

E 37 CFR §1.98 (a)(2)(ii), U.S. patents or patent application publication(s) cited
1). Since not requested by the Office, U.S. patents and U.S. patent application publications

are not included.

E] 2). At the request of the Office, a copy of the following U.S. patent or patent application
publication is attached:

E 37 CFR §1.98 (a)(2)(iii) and ((1), Pending unpublished U.S. applications cited
1:] 1). A copy of each application specification including the claim(s)s, and any drawing, or that
portion of the application that caused it to be listed, is attached. ‘

E] 2). A copy of each application specification is not submitted because the specification was
previously submitted in the IDS of the following, earlier filed application relied on for an earlier

effective filing date:

E 3). A copy of each application specification is not submitted because the application is
stored in the IFW.

E 37 CFR §1.98 (a)(2)(iii) and (d), English language publication (other than U.S. patents, patent
applications, or pending unpublished applications) cited

1). A legible copy of each publication or that portion which caused it to be listed is attached.
E] 2). A copy of each publication or that portion which caused it to be listed is not submitted
because the publication was previously submitted in the IDS of the following, earlier filed

application relied on for an earlier effective filing date:
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Attorney Docket No.: 10012-702501

IX 37 CFR §1.98 (a)(2)(i) and (d), Foreign patent(s) in English cited
1). A legible copy of each foreign patent or that portion which caused it to be listed is

attached.

[:I 2). A copy of each foreign patent is not submitted because the publication was previously
submitted in the IDS of the following, earlier filed application relied on for an earlier effective

filing date:

X 37 CFR§1.98 (a)(2)(i), (a)(3)(i—ii) and MPEP 609(8), Foreign patent(s) or other foreign
documents not in English cited. Either:

IX 1). A legible copy of each foreign patent, each publication or that portion which caused it to
be listed, is attached «AND—

[:I 2a). A concise explanation of the relevance, as it is presently understood by the individual
designated in § 1.56 (c) most knowledgeable about the content of the information, of each patent,

publication, or other information listed that is not in the English language is provided
herewith:

--()R__

2b). A copy of a written, English-language translation or portion thereof is
readily available and attached,

--0R_-

[:1 2c). An English language copy of a foreign search report is submitted.
..-()R.-

[:1 3). A copy of each foreign patent is not submitted because the publication was previously
submitted in the IDS of the following, earlier filed application relied on for an earlier effective

filing date:

STATEMENT UNDER 37 CFR§ 1.971e)

El Each item of information contained in the information disclosure statement was first cited in any
communication fiom a foreign patent office in a counterpart foreign application not more than three months

prior to the filing of the information disclosure statement.

E] No item of information contained in the information disclosure statement was cited in a
communication fiom a foreign patent office in a counterpart foreign application, and to the knowledge of

the person signing the certification after making reasonable inquiry, no item of information contained in the
information disclosure statement was known to any individual designated in § 1.56(c) more than three

months prior to the filing of the information disclosure statement.

FEE AUTHORIZATION

X The Commissioner is hereby authorized to charge the above-referenced fees of $180.00 and charge
any additional fees or credit any overpayment associated with this communication to Deposit Account No.
50-4050.

Respectfully Submitted

C—‘ZDated: [7/110 X By: %’
Thomas Zlogar Reg. # 55760

Shay Glenn LLP '

2755 Campus Drive, Suite 210
San Mateo, CA 94403

(650) 212-1700
Customer No. 66854
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PTOISBI08a (09-08)
Approved for use through 10/31/2008. OMB 0651—0031

US. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
uired to resond to a collection of information unless it contains a valid OMB control number.

STRASZHEIM, REBECCA L
10012—702501

U. S. PATENT DOCUMENTS
Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where

MM—DD-YYYY Applicant of Cited Document Relevant Passages or Relevant
Figures Appear

Underthe PaenNork Reduction Act of 1995 no ersons are re

 

 

 
 

 
  

 

 
 

 

 

Substitute for form 1449/PTO

 INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
(Use as many sheets as necessary)

 

 
  

     
  

 Cite
No.1

Examiner
Initials‘   

 

 

 
 

Number-Kind Codez (WWI

6,197,053 B1

7,189,258 BZ 3/13/2007 Johnson et al.

US' 2005/0033402 A1 2/10/2005 Cully et al. —
5,662,671 9/2/1997 Barbut et al.

408 U 5,895,399 4/20/1999 Barbutetal. —
409 U 5,993,469 McKenzie etal. —

00070007 000000 _
US- 6,010,522 Barbut et al. _

—
—

410—
410_
—
_

—
—
_
—

370

371

404

3/6/2001 Cosgrove et al.

ccc
AA

O

O\I
.4|IlIA .5 _§

AAA ._h._L_L ACON

AAA ._h._h 00‘!
19 US- 2003/0212429 A1 11/13/2003

US- 2004/0049226 A1 3/11/2004
421 US- 2004/0098022 A1 5/20/2004
-_

FOREIGN PATENT DOCUMENTS
Examiner Cite Foreign Patent Document Publication Name of Patentee or Pages, Columns, Lines,
Initials' No.1 Date Applicant of Cited Document Where Relevant Passages

Coun Codea‘Number‘Wnd Code5 ifknown

-_

_ 1 _
—
—

ANO  
 

 

 

 

   

 

 

 

  319 EP 1356793 0/29/2003

w000/00000 2/24/2000_ll
wow/44000 00/2000 —-

Examiner Date
Signature Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 1Applicant's unique citation designation number (optional). zSee Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). 4 For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the sen'aI number of the patent document. 5Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. eApplicant is to place a check mark here if English languageTranslation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathen'ng, prepan'ng, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, US. Patent
and Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissloner for Patents, P.O. Box 1450, AIexandrla, VA 22313-1450.

Ifyou need assistance in completing the form, call 1-800-PTO-9199 (1~800-786-9199) and select option 2.
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PTO/SB/08a (09-08)
Approved for use through 10/31/2008. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
uired to resond to a collection of infon'nation unless it contains a valid OMB control number.

STRASZHEIM, REBECCA L
10012-702501

U. S. PATENT DOCUMENTS
Examiner Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where
InitiaIs' No.1 MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant

Number-Kind Code2 mm") Figures Appear

Underthe Paerwork Reduction Act of 1995 no ersons are re
 

 

 
 

 
  

 

 
 

  

 

Substitute for form 1449IPTO

 INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
(Use as many sheets as necessary)

 
 

 
 
 
 

  

  
  

  

FOREIGN PATENT DOCUMENTS
Examiner Cite Foreign Patent Document Publication Name of Patentee or Pages, Columns, Lines,

Initials' 1 Date Applicant of Cited Document Where Relevant Passages 16MM-DD-YYYY Or Relevant Figures Appear Count Codea'NumberI'Kind Code5 if known

-w000/0/001 11/10/2000—_
-WO 01/05331 105/2001_ll
-wo 02/100297 12/19/2002_ll
_WO 0301119508 TRN) 2/13/2003_-
—woos/015051 11/27/2000—ll
—wo2004/041120 5/21/2004 —-

Examiner Date
Signature Considered

'EXAMINER'. Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 1Applicant's unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.usgto.gov or MPEP 901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). “ For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. EApplicant is to place a check mark here if English languageTranslation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to tile (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent
and Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissioner for Patents, P.0. Box 1450, Alexandrla, VA 22313-1450.

Ifyou need assistance in completing the form, call 1-8002PT029199 (1-800-786-9199) and select option
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PTO/SB/08a (09-08)
Approved for use through 10/31/2008. OMB 0651-0031

U.S. Patent and Trademark Office; US. DEPARTMENT OF COMMERCE
Underthe Paerwork Reduction Act of 1995 no ersons are reuired to resend to a collection of information unless it contains a valid OMB control number.

STRASZHEIM, REBECCA L
10012-702501

 

 

 
 

 
  

 

 
 

  

 

Substitute for form 1449/PTO

 INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
(Use as many sheets as necessary)

 

 

U. S. PATENT DOCUMENTS—
Examiner Cite Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where

Number-Kind Code2 (mm) Figures Appear
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FOREIGN PATENT DOCUMENTS
Examiner Cite Foreign Patent Document Publication Name of Patentee or Pages. Columns, Lines,
Initials' No.1 Date Applicant of Cited Document Where Relevant Passages

MM-DD-YYYY Or Relevant Figures AppearCount Codea'Number"Kind Code5 if known

—wo 99/949919 2/19/1999_:
—wo 99/299419 9191191) 11/9/1999_ll
—WO 96/14032 5/17/1996 —1-
—W0 98/36790 8/27/1998 —-

 
Examiner Date
Signature Considered

‘EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 1Applicant's unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). “ For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. 6Applicant is to place a check mark here if English languageTranslation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent
and Trademark Office, PO. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commlssloner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

Ifyou need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.
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PTO/SB/08b (09-08)
Approved for use through 10/31/2008. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Underthe Paerwork Reduction Act of 1995 no ersons are reuired to resond to a collection of information unless it contains a valid OMB control number.

Complete if Known

Application Number 10/972387

  
 

  
  
  

   Substitute for form 1449/PTO

 

  
  

 

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT

Filing Date October 21, 2004

First Named Inventor Am,- Salahleh

Art Unit 3738

Examiner Name STRASZHEIM, REBECCA L

Attorney Docket Number 10012_702l501

  (Use as many sheets as necessary)

Cite

No.1

Examiner
|nitia|s*

ANDERSEN, H.R. et al. "Transluminal implantation of artificial heart valves. Description of a new
expandable aortic valve and initial results with implantation by catheter technique in closed chest pigs."
Euro. Heart J. 1992; 13:704-708.

M 0')co

ATWOOD, A. et al. "Insertion of Heart Valves by Catheterization." Project

Supervised by Prof. S. Muftu of Northeaster University 2001-2002: 36—40.

BODNAR, E. et al. Replacement Cardiac Valves R Chapter 13: Extinct cardiac

valve prostheses. Pergamon Publishing Corporation. New York, 1991: 307—322.

BOUDJEMLINE, Y. et al. "Percutaneous implantation of a valve in the

descending aorta in lambs." Euro. Heart J. 2002; 23: 1045-1049.

BOUDJEMLINE, Y. et al. "Percutaneous valve insertion: A new approach?" J.

of Thoracic and Cardio. Surg. 2003; 125(3): 7414743.

CRIBIER, A., et al. "Percutaneous Transcatheter Implantation of an Aortic Valve Prosthesis for
Calcific Aortic Stenosis: First Human Case Description." Circulation. 2002; 106: 3006-3008.

CRIBIER, A., et al. "Percutaneous Transcatheter Implantation of an Aortic Valve Prosthesis for
Calcific Aortic Stenosis: First Human Case." Percutaneous Valve Technologies, Inc. 2002: 16 pages.

FERRARI, M. et al. "Percutaneous transvascular aortic valve replacement with self expanding stent—valve
device." Poster from the presentation given at SMIT 2000, 12th lntemational Conference. September 5,
2000.

KNUDSEN, L. L. et al. "Catheter-implanted prosthetic heart valves." Int'l J. of

Art. Organs. 1993; 16(5): 253—262.

KORT, S. et al. "Minimally invasive aortic valve replacement: Echocardiographic

and clinical results." Am. Heart J. 2001; 142(3): 476—481.

Examiner Date

Signature Considered
*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant.
1 Applicant's unique citation designation number (optional). 2 Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering. preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, P.O. Box 1450, Alexandria. VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313—1450.
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Title : Leaflet Engagement Elements and Methods for Use Thereof 3

Group Art Unit : 3738

Examiner : Rebecca L. STRASZHEIM
Docket No. : 10012-702501
Customer No. : 66854

 

Mail Stop Amendment
Commissioner for Patents
PO. Box 1450
Alexandria, VA 22313 3
Sir:

AMENDMENT IN RESPONSE TO OFFICE ACTION

Introductory Comments:

This Amendment responds to the non-final Office Action dated August 20, 2008, for

which a response is due November 20, 2008.

Please enter the amendments and consider the remarks as follows.

Amendments to the Specification begin on page 2.

Amendments to the Claims begin on page 17.

Remarks / Arguments begin on page 21 of this paper.

An Appendix, containing annotated drawing sheets 4 and 5, and new drawing sheets 28-

51, follows page 26.
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Amendments to the Specification:

At page 15, please amend Paragraph [0073] as shown below.

[0073] Next, Figure 8C, as the apparatus is actively foreshortened using proximal (e.g.,

fingers) and/or distal actuators (e.g., wireséé); wires 50], the leaflet engagement elements

positively register with the native valve leaflets. Foreshortening can cause seal 60 to bunch up

and create pleats. These pleats can then fill pockets thereby improving the paravalvular seal. In

preferred embodiments, wherein the leaflet engagement elements are covered with a seal, at least

a portion of the seal is also positioned between the native valve leaflets and the aortic wall. Once

the anchor is fully compressed within the aortic valve, the anchor is locked, the fingers and post

mandrels are disengaged, and the seal is adapted to further limit blood flow around the

replacement valve. The catheter is subsequently withdrawn, leaving behind valve 20, seal 60

and anchor 70. When fully deployed, the anchor is substantially distal to the coronary ostia of

the patient such that it will not interfere with blood flow through the ostia.

At page 19 of the originally filed application, please add the following new paragraphs

[0095] m [0142] as shown below.

[0095] Figures lSA—H show another embodiment of a replacement heart valve apparatus in

accordance with the present invention. Apparatus 450 comprises replacement valve 460 (see

Figures 17B and 18C) disposed within and coupled to anchor 470. Replacement valve 460 is

preferably biologic, e.g. porcine, but alternatively may be synthetic. Anchor 470 preferably is

fabricated from self-expanding materials, such as a stainless steel wire mesh or a nickel—titanium

alloy (“Nitinol”), and comprises lip region 472, skirt region 474, and body regions 476a, 476b

and 476c. Replacement valve 460 preferably is coupled to skirt region 474, but alternatively

may be coupled to other regions of the anchor. As described hereinbelow, lip region 472 and

skirt region 474 are configured to expand and engage/capture a patient’s native valve leaflets,

thereby providing positive registration, reducing paravalvular regurgitation, reducing device

migration, etc.

- 2 of 26 - Attorney Docket 10012-702501

Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 297 of 630



Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 298 of 630

[0096] As seen in Figure 15A, apparatus 450 is collapsible to a delivery configuration,

wherein the apparatus may be delivered via delivery system 410. Delivery system 410

comprises sheath 420 having lumen 422, as well as wires 424a and 424b seen in Figures 15D—

15G. Wires 424a are configured to expand skirt region 474 of anchor 470, as well as

replacement valve 460 coupled thereto, while wires 424b are configured to expand lip region

472.

[0097] As seen in Figure 15B, apparatus 450 may be delivered and deployed from lumen 422

of catheter 420 while the apparatus is disposed in the collapsed delivery configuration. As seen

in Figures 15B—15D, catheter 420 is retracted relative to apparatus 450, which causes anchor 470

to dynamically self-expand to a partially deployed configuration. Wires 424a are then retracted

to expand skirt region 474, as seen in Figures 15E and l5F. Preferably, such expansion may be

maintained via locking features described hereinafter.

[0098] In Figure 15G, wires 424b are retracted to expand lip region 472 and fully deploy

apparatus 450. As with skirt region 474, expansion of lip region 472 preferably may be

maintained via locking features. After both lip region 472 and skirt region 474 have been

expanded, wires 424 may be removed from apparatus 450, thereby separating delivery system

410 from the apparatus. Delivery system 410 then may be removed, as seen in Figure 15H.

[0099] As will be apparent to those of skill in the art, lip region 472 optionally may be

expanded prior to expansion of skirt region 474. As yet another alternative, lip region 472 and

skirt region 474 optionally may be expanded simultaneously, in parallel, in a step-wise fashion or

sequentially. Advantageously, delivery of apparatus 450 is fully reversible until lip region 472

or skirt region 474 has been locked in the expanded configuration.

[0100] With reference now to Figures l6A-E, individual cells of anchor 470 of apparatus 450

are described to detail deployment and expansion of the apparatus. In Figure 16A, individual

cells of lip region 472, skirt region 474 and body regions 476a, 476b and 4760 are shown in the

collapsed delivery configuration, as they would appear while disposed within lumen 422 of

sheath 420 of delivery system 410 of Figures 15. A portion of the cells forming body regions

476, for example, every ‘nth’ row of cells, comprises locking features.

- 3 of 26 - Attorney Docket 10012-702501
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[0101] Body region 476a comprises male interlocking element 482 of lip lock 480, While

body region 476b comprises female interlocking element 484 of lip lock 480. Male element 482

comprises eyelet 483. Wire 424b passes from female interlocking element 484 through eyelet

483 and back through female interlocking element 484, such that there is a double strand of wire

424b that passes through lumen 422 of catheter 420 for manipulation by a medical practitioner

external to the patient. Body region 476b further comprises male interlocking element 492 of

skirt lock 490, while body region 4760 comprises female interlocking element 494 of the skirt

lock. Wire 424a passes from female interlocking element 494 through eyelet 493 of male

interlocking element 492, and back through female interlocking element 494. Lip lock 480 is

configured to maintain expansion of lip region 472, while skirt lock 490 is configured to

maintain expansion of skirt region 474.

[0102] In Figure 16B, anchor 470 is shown in the partially deployed configuration, e. g., after

deployment from lumen 422 of sheath 420. Body regions 476, as well as lip region 472 and skirt

region 474, self-expand to the partially deployed configuration. Full deployment is then

achieved by retracting wires 424 relative to anchor 470, and expanding lip region 472 and skirt

region 474 outward, as seen in Figures 16C and 16D. As seen in Figure 16E, expansion

continues until the male elements engage the female interlocking elements of lip lock 480 and

skirt lock 490, thereby maintaining such expansion (lip lock 480 shown in Figure 16E).

Advantageously, deployment of apparatus 450 is fully reversible until lip lock 480 and/or skirt

lock 490 has been actuated.

[0103] With reference to Figures 17A—B, isometric views, partially in section, further

illustrate apparatus 450 in the fully deployed and expanded configuration. Figure 17A illustrates

the Wireframe structure of anchor 470, while Figure 17B illustrates an embodiment of anchor

470 covered in a biocompatible material B. Placement of replacement valve 460 within

apparatus 450 may be seen in Figure 17B. The patient’s native valve is captured between lip

region 472 and skirt region 474 of anchor 470 in the fully deployed configuration (see Figure

18B).

[0104] Referring to Figures 18A-C, in conjunction with Figures 15 and 16, a method for

endovascularly replacing a patient’s diseased aortic valve with apparatus 450 is described.

Delivery system 410, having apparatus 450 disposed therein, is endovascularly advanced,

- 4 of 26 - Attorney Docket 10012-702501
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preferably in a retrograde fashion, through a patient’s aorta A to the patient’s diseased aortic

valve AV. Sheath 420 is positioned such that its distal end is disposed within left ventricle LV

of the patient’s heart H. As described with respect to Figures 15, apparatus 450 is deployed from

lumen 422 of sheath 420, for example, under fluoroscopic guidance, such that skirt section 474 is

disposed within left ventricle LV, body section 476b is disposed across the patient’s native valve

leaflets L, and lip section 472 is disposed within the patient’s aorta A. Advantageously,

apparatus 450 may be dynamically repositioned to obtain proper alignment with the anatomical

landmarks. Furthermore, apparatus 450 may be retracted within lumen 422 of sheath 420 Via

wires 424, even after anchor 470 has dynamically expanded to the partially deployed

configuration, for example, to abort the procedure or to reposition sheath 420.

[0105] Once properly positioned, wires 424a are retracted to expand skirt region 474 of

anchor 470 within left ventricle LV. Skirt region 474 is locked in the expanded configuration

via skirt lock 490, as previously described with respect to Figures 16. In Figure 18A, skirt region

'474 is maneuvered such that it engages the patient’s valve annulus An and/or native valve

leaflets L, thereby providing positive registration of apparatus 450 relative to the anatomical

landmarks.

[0106] Wires 424b are then actuated external to the patient in order to expand lip region 472,

as previously described in Figures 15. Lip region 472 is locked in the expanded configuration

via lip lock 480. Advantageously, deployment of apparatus 450 is fully reversible until lip lock

480 and/or skirt lock 490 has been actuated. Wires 424 are pulled from eyelets 483 and 493, and

delivery system 410 is removed from the patient. As will be apparent, the order of expansion of

lip region 472 and skirt region 474 may be reversed, concurrent, etc.

[0107] As seen in Figure 18B, lip region 472 engages the patient’s native valve leaflets L,

thereby providing additional positive registration and reducing a risk of lip region 472 blocking

the patient’s coronary ostia 0. Figure 18C illustrates the same in cross-sectional view, while

also showing the position of replacement valve 460. The patient’s native leaflets are engaged

and/or captured between lip region 472 and skirt region 474. Advantageously, lip region 472

precludes distal migration of apparatus 450, while skirt region 474 precludes proximal migration.

It is expected that lip region 472 and skirt region 474 also will reduce paravalvular regurgitation.
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[0108] With reference to Figures 19-21, a first embodiment of two-piece apparatus of the

present invention adapted for percutaneous replacement of a patient’s heart valve is described.

As seen in Figures 21, apparatus 510 comprises a two-piece device having custom-designed

expandable anchor piece 550 of Figures 19 and expandable replacement valve piece 600 of

Figures 20. Both anchor piece 550 and valve piece 600 have reduced delivery configurations

and expanded deployed configurations. Both may be either balloon expandable (e.g. fabricated

from a stainless steel) or self-expanding (e.g. fabricated from a nickel-titanium alloy (“Nitinol”)

or from a wire mesh) from the delivery to the deployed configurations.

[0109] When replacing a patient’s aortic valve, apparatus 510 preferably may be delivered

through the patient’s aorta without requiring a transseptal approach, thereby reducing patient

trauma, complications and recovery time. Furthermore, apparatus 510 enables dynamic

repositioning of anchor piece 550 during delivery and facilitates positive registration of

apparatus 510 relative to the native position of the patient’s valve, thereby reducing a risk of

device migration and reducing a risk of blocking or impeding flow to the patient’s coronary

ostia. Furthermore, the expanded deployed configuration of apparatus 510, as seen in Figure

21D, is adapted to reduce paravalvular regurgitation, as well as to facilitate proper seating of

valve piece 600 within anchor piece 550.

[0110] As seen in Figures 19, anchor piece 550 preferably comprises three sections. Lip

section 560 is adapted to engage the patient’s native valve leaflets to provide positive registration

and ensure accurate placement of the anchor relative to the patient’s valve annulus during

deployment, while allowing for dynamic repositioning of the anchor during deployment. Lip

section 560 also maintains proper positioning of composite anchor/valve apparatus 510 post-

deployment to preclude distal migration. Lip section 560 optionally may be covered or coated

with biocompatible film B (see Figures 21) to ensure engagement of the native valve leaflets. It

is expected that covering lip section 560 with film B especially would be indicated when the

native leaflets are stenosed and/or fused together

[0111] Groove section 570 of anchor piece 550 is adapted to engage an expandable frame

portion, described hereinbelow, of valve piece 600 to couple anchor piece 550 to valve piece

600. As compared to previously known apparatus, groove section 570 comprises additional

material and reduced openings or gaps G, which is expected to reduce tissue protrusion through
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the gaps upon deployment, thereby facilitating proper seating of the valve within the anchor.

Groove section 570 optionally may be covered or coated with biocompatible film B (see Figures

21) to further reduce native valve tissue protrusion through gaps G.

[0112] Finally, skirt section 580 of anchor piece 550 maintains proper positioning of

composite anchor/valve apparatus 510 post-deployment by precluding proximal migration.

When replacing a patient’s aortic valve, skirt section 580 is deployed within the patient’s left

ventricle. As with lip section 560 and groove section 570, skirt section 580 optionally may be

covered or coated with biocompatible film B (see Figures 21) to reduce paravalvular

regurgitation. As will be apparent to those of skill in the art, all, a portion of, or none of anchor

piece 50 may be covered or coated with biocompatible film B.

[0113] In Figure 19A, a portion of anchor piece 550 has been flattened out to illustrate the

basic anchor cell structure, as well as to illustrate techniques for manufacturing anchor piece 550.

In order to form the entire anchor, anchor 550 would be bent at the locations indicated in Figure

19A, and the basic anchor cell structure would be revolved to form a joined 360° structure. Lip

section 560 would be bent back into the page to form a lip that doubles over the groove section,

groove section 570 would be bent out of the page into a ‘C’— or ‘U’—shaped groove, while skirt

section 580 would be bent back into the page. Figure 19B shows the anchor portion after

bending and in an expanded deployed configuration.

[0114] The basic anchor cell structure seen in Figure 19A is preferably formed through laser

cutting of a flat sheet or of a hollow tube placed on a mandrel. When formed from a flat sheet,

the sheet would be cut to the required number of anchor cells, bent to the proper shape, and

revolved to form a cylinder. The ends of the cylinder would then be joined together, for

example, by heat welding.

[0115] If balloon expandable, anchor piece 550 would be formed from an appropriate

material, such as stainless steel, and then crimped onto a balloon delivery catheter in a collapsed

delivery configuration. If self—expanding and formed from a shape-memory material, such as a

nickel-titanium alloy (“Nitinol”), the anchor piece would be heat—set such that it could be

constrained within a sheath in the collapsed delivery configuration, and then would dynamically

self-expand to the expanded deployed configuration upon removal of the sheath. Likewise, if

anchor piece 550 were formed from a wire mesh or braid, such as a spring steel braid, the anchor
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would be constrained within a sheath in the delivery configuration and dynamically expanded to

the deployed configuration upon removal of the sheath.

[0116] In Figures 20, valve piece 600 is described in greater detail. Figure 20A illustrates

valve piece 600 in a collapsed delivery configuration, while Figure 20B illustrates the valve

piece in an expanded deployed configuration. Valve piece 600 comprises replacement valve 610

coupled to expandable frame 620. Replacement valve 610 is preferably biologic, although

synthetic valves may also be used. Replacement valve 610 preferably comprises three leaflets

611 coupled to three posts 621 of expandable frame 620. Expandable frame 620 is preferably

formed from a continuous piece of material and may comprise tips 622 in the collapsed delivery

configuration, which expand to form hoop 624 in the deployed configuration. Hoop 624 is

adapted to engage groove section 570 of anchor piece 550 for coupling anchor piece 550 to valve

piece 600. As with anchor piece 550, valve piece 600 may be balloon expandable and coupled to

a balloon delivery catheter in the delivery configuration. Alternatively, anchor piece 550 may be

self-expanding, e.g. Nitinol or wire mesh, and constrained within a sheath in the delivery

configuration.

[0117] Referring again to Figures 21, a method for deploying valve piece 600 and coupling it

to deployed anchor piece 550 to form two-piece apparatus 510 is described. In Figure 21A,

valve piece 600 is advanced within anchor piece 550 in an at least partially compressed delivery

configuration. In Figure 21B, tips 622 of frame 620 are expanded such that they engage groove

section 570 of anchor piece 550. 1n Figure 21C, frame 620 continues to expand and form hoop

624. Hoop 624 flares out from the remainder of valve piece 600 and acts to properly locate the

hoop within groove section 570. Figure 21D shows valve piece 600 in a fully deployed

configuration, properly seated and friction locked within groove section 570 to form composite

anchor/valve apparatus 510.

[0118] Anchor piece 550 and valve piece 600 of apparatus 510 preferably are spaced apart

and releasably coupled to a single delivery catheter while disposed in their reduced delivery

configurations. Spacing the anchor and valve apart reduces a delivery profile of the device,

thereby enabling delivery through a patient’s aorta without requiring a transseptal approach.

With reference to Figure 22, a first embodiment of single catheter delivery system 700 for use
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with apparatus 510 is described. Delivery system 700 is adapted for use with a preferred self-

expanding embodiment of apparatus 510.

[0119] Delivery system 700 comprises delivery catheter 710 having inner tube 720, middle

distal tube 730, and outer tube 740. Inner tube 720 comprises lumen 722 adapted for

advancement over a stande guide wire, per se known. Middle distal tube 730 is coaxially

disposed about a distal region of inner tube 720 and is coupled to a distal end 724 of the inner

tube, thereby forming proximally—oriented annular bore 732 between inner tube 720 and middle

tube 730 at a distal region of delivery catheter 710. Outer tube 740 is coaxially disposed about

inner tube 720 and extends from a proximal region of the inner tube to a position at least partially

coaxially overlapping middle distal tube 730. Outer tube 740 preferably comprises distal step

742, wherein lumen 743 of outer tube 740 is of increased diameter. Distal step 742 may overlap

middle distal tube 730 and may also facilitate deployment of valve piece 600, as described

hereinbelow with respect to Figures 25.

[0120] Proximally—oriented annular bore 732 between inner tube 720 and middle distal tube

730 is adapted to receive skirt section 580 and groove section 570 of anchor piece 550 in the

reduced delivery configuration. Annular space 744 formed at the overlap between middle distal

tube 730 and outer tube 740 is adapted to receive lip section 560 of anchor piece 550 in the

reduced delivery configuration. More proximal annular space 746 between inner tube 720 and

outer tube 740 may be adapted to receive replacement valve 610 and expandable frame 620 of

valve piece 600 in the reduced delivery configuration.

[0121] Inner tube 720 optionally may comprise retainer elements 726a and 726b to reduce

migration of valve piece 600. Retainer elements 726 preferably are fabricated from a radiopaque

material, such as platinum-iridium or gold, to facilitate deployment of valve piece 600, as well as

coupling of the valve piece to anchor piece 550. Additional or alternative radiopaque elements

may be disposed at other locations about delivery system 700 or apparatus 510, for example, in

the vicinity of anchor piece 550.

[0122] With reference now to Figure 23, an alternative delivery system for use with

apparatus of the present invention is described. Delivery system 750 comprises two distinct

catheters adapted to deliver the anchor and valve pieces, respectively: anchor delivery catheter

710’ and valve delivery catheter 760. In use, catheters 710’ and 760 may be advanced
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sequentially to a patient’s diseased heart valve for sequential deployment and coupling of anchor

piece 550 to valve piece 600 to form composite two-piece apparatus 510.

[0123] Delivery catheter 710’ is substantially equivalent to catheter 710 described

hereinabove, except that catheter 710’ does not comprise retainer elements 726, and annular

space 746 does not receive valve piece 600. Rather, valve piece 600 is received within catheter

760 in the collapsed delivery configuration. Catheter 760 comprises inner tube 770 and outer

tube 780. Inner tube 770 comprises lumen 772 for advancement of catheter 760 over a guide

wire. The inner tube optionally may also comprise retainer elements 774a and 774b, e.g.

radiopaque retainer elements 774, to reduce migration of valve piece 600. Outer tube 780 is

coaxially disposed about inner tuber 770 and preferably comprises distal step 782 to facilitate

deployment and coupling of valve piece 600 to anchor piece 550, as described hereinbelow.

Valve piece 600 may be received in annular space 776 between inner tube 770 and outer tube

780, and more preferably may be received within annular space 776 between retainer elements

774.

[0124] Referring now to Figure 24, another alternative delivery system is described. As

discussed previously, either anchor piece 550 or valve piece 600 (or portions thereof or both)

may be balloon expandable from the delivery configuration to the deployed configuration.

Delivery system 800 is adapted for delivery of an embodiment of apparatus 510 wherein the

valve piece is balloon expandable. Additional delivery systems —- both single and multi-catheter

- for deployment of alternative combinations of balloon and self—expandable elements of

apparatus of the present invention will be apparent to those of skill in the art in view of the

illustrative delivery systems provided in Figures 22-24.

[0125] In Figure 24, delivery system 800 comprises delivery catheter 710”. Delivery

catheter 710” is substantially equivalent to delivery catheter 710 of delivery system 700, except

that catheter 710’ ’ does not comprise retainer elements 726, and annular space 746 does not

receive the valve piece. Additionally, catheter 710” comprises inflatable balloon 802 coupled to

the exterior of outer tube 740”, as well as an inflation lumen (not shown) for reversibly

delivering an inflation medium from a proximal region of catheter 710’ ’ into the interior of

inflatable balloon 802 for expanding the balloon from a delivery configuration to a deployed

configuration. Valve piece 600 may be crimped to the exterior of balloon 802 in the delivery
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configuration, then deployed and coupled to anchor piece 550 in vivo. Delivery catheter 710”

preferably comprises radiopaque marker bands 804a and 804b disposed on either side of balloon

802 to facilitate proper positioning of valve piece 600 during deployment of the valve piece, for

example, under fluoroscopic guidance.

[0126] With reference now to Figures 25, in conjunction with Figures 19—22, an illustrative

method of endovascularly replacing a patient’s diseased heart valve using apparatus of the

present invention is described. In Figure 25A, a distal region of delivery system 700 of Figure

22 has been delivered through a patient’s aorta A, e.g., over a guide wire and under fluoroscopic

guidance using well-known percutaneous techniques, to a vicinity of diseased aortic valve AV of

heart H. Apparatus 510 of Figures 19-21 is disposed in the collapsed delivery configuration

within delivery catheter 710 with groove section 570 and skirt section 580 of anchor piece 550

collapsed within annular bore 732, and lip section 560 of anchor piece 550 collapsed within

annular space 744. Valve piece 600 is disposed in the collapsed delivery configuration between

retainer elements 726 within more proximal annular space 746. Separation of anchor piece 550

and valve piece 600 of apparatus 510 along the longitudinal axis of delivery catheter 710 enables

percutaneous aortic delivery of apparatus 510 without requiring a transseptal approach.

[0127] Aortic valve AV comprises native valve leaflets L attached to valve annulus An.

Coronary ostia O are disposed just proximal of diseased aortic valve AV. Coronary ostia 0

connect the patient’s coronary arteries to aorta A and are the conduits through which the

patient’s heart muscle receives oxygenated blood. As such, it is critical that the ostia remain

unobstructed post-deployment of apparatus 510.

[0128] In Figure 25A, a distal end of delivery catheter 710 has been delivered across

diseased aortic valve AV into the patient’s left ventricle LV. As seen in Figure 25B, outer tube

740 is then retracted proximally relative to inner tube 720 and middle distal tube 730. Outer tube

740 no longer coaxially overlaps middle distal tube 730, and lip section 560 of anchor piece 550

is removed from annular space 744. Lip section 560 self-expands to the deployed configuration.

As seen in Figure 25C, inner tube 720 and middle tube 730 (or all of delivery catheter 710) are

then distally advanced until lip section 560 engages the patient’s native valve leaflets L, thereby

providing positive registration of anchor piece 550 to leaflets L. Registration may be confirmed,

for example, via fluoroscopic imaging of radiopaque features coupled to apparatus 510 or
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delivery system 700 and/or Via resistance encountered by the medical practitioner distally

advancing anchor piece 550.

[0129] Lip section 560 may be dynamically repositioned until it properly engages the valve

leaflets, thereby ensuring proper positioning of anchor piece 550 relative to the native coronary

ostia 0, as well as the valve annulus An, prior to deployment of groove section 570 and skirt

section 580. Such multi-step deployment of anchor piece 550 enables positive registration and

dynamic repositioning of the anchor piece. This is in contrast to previously known percutaneous

valve replacement apparatus.

[0130] As seen in Figure 25D, once leaflets L have been engaged by lip section 560 of

anchor piece 550, inner tube 720 and middle distal tube 730 are further distally advanced within

left ventricle LV, while outer tube 740 remains substantially stationary. Lip section 560,

engaged by leaflets L, precludes further distal advancement/migration of anchor piece 550. As

such, groove section 570 and skirt section 580 are pulled out of proximally-oriented annular bore

732 between inner tube 720 and middle distal tube 730 when the tubes are distally advanced.

The groove and skirt sections self-expand to the deployed configuration, as seen in Figure 25E.

Groove section 570 pushes native valve leaflets L and lip section 560 against valve annulus An,

while skirt section 580 seals against an interior wall of left ventricle LV, thereby reducing

paravalvular regurgitation across aortic valve AV and precluding proximal migration of anchor

piece 550.

[0131] With anchor piece 550 deployed and native aortic valve AV displaced, valve piece

600 may be deployed and coupled to the anchor piece to achieve percutaneous aortic valve

replacement. Outer tube 740 is further proximally retracted relative to inner tube 720 such that

valve piece 600 is partially deployed from annular space 746 between inner tube 720 and outer

tube 740, as seen in Figure 25F. Expandable frame 620 coupled to replacement valve 610

partially self-expands such that tips 622 partially form hoop 624 for engagement of groove

section 570 of anchor piece 550 (see Figure 21B). A proximal end of expandable frame 620 is

engaged by distal step 742 of outer tube 740.

[0132] Subsequent re—advancement of outer tube 740 relative to inner tube 720 causes distal

step 742 to distally advance valve piece 600 within anchor piece 550 until tips 622 of expandable

frame 620 engage groove section 570 of anchor piece 550, as seen in Figure 25G. As discussed
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previously, groove section 570 comprises additional material and reduced openings or gaps G, as

compared to previously known apparatus, which is expected to reduce native valve tissue

protrusion through the gaps and facilitate engagement of tips 622 with the groove section. Outer

tube 740 then is proximally retracted again relative to inner tube 720, and valve piece 600 is

completely freed from annular space 746. Frame 620 of valve piece 600 fully expands to form

hoop 624, as seen in Figure 25H.

[0133] Hoop 624 friction locks within groove section 570 of anchor piece 550, thereby

coupling the anchor piece to the valve piece and forming composite two-piece apparatus 510,

Which provides a percutaneous valve replacement. As seen in Figure 251, delivery catheter 710

may then be removed from the patient, completing the procedure. Blood may freely flow from

left ventricle LV through replacement valve 610 into aorta A. Coronary ostia O are

unobstructed, and paravalvular regurgitation is reduced by skirt section 580 of anchor piece 550.

[0134] Referring now to Figures 26, an alternative embodiment of two-piece apparatus 510

is described comprising an alignment/locking mechanism. Such a mechanism may be provided

in order to ensure proper radial alignment of the expandable frame of the valve piece with the

groove section of the anchor piece, as well as to ensure proper longitudinal positioning of the

frame within the hoop. Additionally, the alignment/locking mechanism may provide a secondary

lock to further reduce a risk of the anchor piece and the valve piece becoming separated post-

deployment and coupling of the two pieces to achieve percutaneous valve replacement.

[0135] In Figures 26, apparatus 510’ comprises valve piece 600’ of Figure 26A and anchor

piece 550’ of Figure 26B. Anchor piece 550’ and valve piece 600’ are substantially the same as

anchor piece 550 and valve piece 600 described hereinabove, except that anchor piece 550’

comprises first portion 652 of illustrative alignment/locking mechanism 650, while valve piece

600’ comprises second portion 654 of the alignment/locking mechanism for coupling to the first

portion. First portion 652 illustratively comprises three guideposts 653 coupled to skirt section

580’ of anchor piece 550’ (only one guidepost shown in the partial view of Figure 26B), while

second portion 654 comprises three sleeves 655 coupled to posts 621’ of expandable frame 620’

of valve piece 600’.

[0136] When anchor piece 550’ is self-expanding and collapsed in the delivery

configuration, guideposts 653 may be deployed with skirt section 580’, in which case guideposts
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653 would rotate upward with respect to anchor piece 550’ into the deployed configuration of

Figure 26B. Alternatively, when anchor piece 550’ is either balloon or self—expanding and is

collapsed in the delivery configuration, guideposts 653 may be collapsed against groove section

570’ of the anchor piece and may be deployed with the groove section. Deploying guideposts

653 with skirt section 580’ has the advantages of reduced delivery profile and ease of

manufacturing, but has the disadvantage of significant dynamic motion during deployment.

Conversely, deploying guideposts 653 with groove section 570’ has the advantage of minimal

dynamic motion during deployment, but has the disadvantage of increased delivery profile.

Additional deployment configurations will be apparent to those of skill in the art. As will also be

apparent, first portion 652 of alignment/locking mechanism 650 may be coupled to alternative

sections of anchor piece 550’ other than skirt section 580’.

[0137] Sleeves 655 of second portion 654 of alignment/locking mechanism 650 comprise

lumens 656 sized for coaxial disposal of sleeves 655 about guideposts 653 of first portion 652.

Upon deployment, sleeves 655 may friction lock to guideposts 653 to ensure proper radial and

longitudinal alignment of anchor piece 550’ with valve piece 600’, as well as to provide a

secondary lock of the anchor piece to the valve piece. The secondary lock enhances the primary

friction lock formed by groove section 570’ of the anchor piece with hoop 624’ of expandable

frame 620’ of the valve piece.

[0138] To facilitate coupling of the anchor piece to the valve piece, suture or thread may pass

from optional eyelets 651a of guideposts 653 through lumens 656 of sleeves 655 to a proximal

end of the delivery catheter (see Figure 27). In this manner, second portion 654 of mechanism

650 may be urged into alignment with first portion 652, and optional suture knots (not shown),

e.g. pre-tied suture knots, may be advanced on top of the mechanism post-coupling of the two

portions to lock the two portions together. Alternatively, guideposts 653 may comprise optional

one-way valves 65 lb to facilitate coupling of the first portion to the second portion.

Specifically, sleeves 655 may be adapted for coaxial advancement over one-way valves 651b in

a first direction that couples the sleeves to guideposts 653, but not in a reverse direction that

would uncouple the sleeves from the guideposts.

[0139] Referring now to Figure 27, an alternative embodiment of apparatus 51 0’ comprising

an alternative alignment/locking mechanism is described. Apparatus 510” is illustratively
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shown in conjunction with delivery system 700 described hereinabove with respect to Figure 22.

Valve piece 600” is shown partially deployed from outer tube 740 of catheter 710. For the sake

of illustration, replacement valve 610” of valve piece 600”, as well as inner tube 720 and

middle distal tube 730 of delivery catheter 710, are not shown in Figure 27.

[0140] In Figure 27, anchor piece 550” of apparatus 510” comprises first portion 652’ of

alignment/locking mechanism 650’, while valve piece 600” comprises second portion 654’ of

the alternative alignment/locking mechanism. First portion 652’ comprises eyelets 660 coupled

to groove section 570” of anchor piece 550”. Second portion 654’ comprises knotted loops of

suture 662 coupled to tips 622” of expandable frame 620” of valve piece 600”. Suture 661

extends from knotted loops of suture 662 through eyelets 660 and out through annular space 746

between outer tube 740 and inner tube 720 (see Figure 22) of catheter 710 to a proximal end of

delivery system 700. In this manner, a medical practitioner may radially and longitudinally align

valve piece 600” with anchor piece 550” by proximally retracting sutures 66l (as shown by

arrows in Figure 27) while distally advancing distal step 742 of outer tube 740 against valve

piece 600” until tips 622” of the valve piece engage groove section 570” of anchor piece 550”.

Proximal retraction of outer tube 740 then causes expandable frame 620’ ’ to further expand and

form hoop 624” that friction locks with groove section 570” of anchor piece 550”, thereby

forming apparatus 510” as described hereinabove with respect to apparatus 510. A secondary

lock may be achieved by advancing optional suture knots (not shown) to the overlap of eyelets

660 and knotted loops of suture 662. Such optional suture knots preferably are pre—tied.

[0141] With reference now to Figure 28, yet another alternative embodiment of apparatus

510’, comprising yet another alternative alignment/locking mechanism 650, is described. First

portion 652” of alignment/locking mechanism 650” is coupled to anchor piece 550’” of

apparatus 510’”, while second portion 654” is coupled to valve piece 600’”. The first portion

comprises male posts 670 having flared ends 671, while the second portion comprises female

guides 672 coupled to tips 622’” of expandable frame 620’” of valve piece 600’”.

[0142] Female guides 672 are translatable about male posts 670, but are constrained by

flared ends 671 of the male posts. In this manner, anchor piece 550’” and valve piece 600’”

remain coupled and in radial alignment with one another at all times — including delivery — but

may be longitudinally separated from one another during delivery. This facilitates percutaneous
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delivery Without requiring a transseptal approach, While mitigating a risk of inadvertent

deployment of the anchor and valve pieces in an uncoupled configuration. Additional

alignment/locking mechanisms will be apparent in view of the mechanisms described with

respect to Figures 26—28.
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Amendments to the Claims:

Please make the amendments as shown. A complete listing of the claims follows:

1. - 21. (Canceled)

22. (Currently Amended) A method for endovascularly replacing a patient’s heart aortic
 

valve, the method comprising:

endovascularly delivering an anchor and a replacement valve supported within the anchor

to a vicinity of the heart aortic valve in a collapsed delivery configuration, the anchor comprising
 

leaflet engagement elements on a proximal end of the anchor adapted to engage native aortic

valve leaflets;

expanding the anchor; and

engaging the leaflet engagement elements with native aortic valve leaflets.

23. (Original) The method of claim 22 further comprising expanding the anchor into

engagement with the patient’s heart such that the anchor is substantially distal to coronary ostia

of the heart.

24. (Original) The method of claim 23 wherein the expanding step comprises actively

foreshortening the anchor.

25. (Original) The method of claim 24 wherein the actively foreshortening step comprises

actuating distal anchor actuation elements.

26. (Original) The method of claim 24 wherein the actively foreshortening step comprises

actuating proximal anchor actuation elements.

27. (Original) The method of claim 24 further comprising locking the anchor in a deployed

configuration.
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28. (Original) The method of claim 22 further comprising resisting distal movement of the

proximal end of the anchor after the engaging step.

29. (Original) The method of claim 22 further comprising moving the leaflet engagement

elements further apart radially during the anchor expanding step.

30. (Original) The method of claim 22 further comprising permitting blood flow through the

replacement valve and preventing blood backflow through the replacement valve during

deployment of the anchor and replacement valve.

31. (Original) The method of claim 22 further comprising:

delivering the anchor and replacement valve to a vicinity of the heart in a delivery

catheter;

removing the anchor and the replacement valve from the catheter; and

permitting blood flow through the replacement valve and preventing blood backflow

through the replacement valve after the replacement valve exits the catheter and before final

deployment of the anchor.

32. (Original) The method of claim 31 wherein the permitting and preventing steps are

performed before the anchor completely exits the catheter.

33. (Original) The method of claim 31 wherein the permitting step comprises allowing the

anchor to self—expand.

34. (Original) The method of claim 31 wherein the permitting step comprises permitting

blood flow through the replacement valve and around the catheter after the replacement valve

exits the catheter and before final deployment of the anchor.

35. (Original) The method of claim 31 wherein the permitting step comprises permitting

blood flow through the replacement valve and into coronary ostia of the heart after the

replacement valve exits the catheter and before final deployment of the anchor.
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36. (Original) The method of claim 22 further comprising sealing between the replacement

valve and the heart.

37. (Original) The method of claim 36 wherein the sealing step comprises pleating a seal.

38. (Withdrawn) The method of claim 36 wherein the sealing step comprises capturing at

least a portion of a seal between the leaflets and a wall of the heart.

39. — 58. (Canceled)

59. (New) The method of claim 22 wherein the leaflet engagement elements extend distally

from the proximal end of the anchor, and wherein engaging the leaflet engagement elements with

native aortic valve leaflets comprises sandwiching the native aortic valve leaflets between the

anchor and the leaflet engagement elements.

60. (New) A method for endovascularly replacing a patient’s native heart valve, the method

comprising:

delivering an expandable anchor and a replacement valve to a vicinity of the native heart

valve, wherein the anchor comprises leaflet engagement elements extending distally from a

proximal end of the anchor;

sandwiching native valve leaflets between the distally extending leaflet engagement

elements and the anchor;

expanding the anchor from a collapsed delivery configuration to an expanded

configuration to secure the anchor within the native heart valve; and

wherein the replacement valve allows the flow of blood through the replacement valve in

a first configuration and prevents the flow of blood through the valve in a second configuration.

61. (New) The method of claim 60 wherein expanding the anchor from a collapsed delivery

configuration to an expanded configuration comprises allowing the anchor to self-expand.
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62. (New) The method of claim 60 wherein the leaflet engagement elements extend

generally parallel to the longitudinal axis of the expandable anchor.

63. (New) The method of claim 60 wherein the expandable anchor and the replacement

valve are delivered as two separate elements, the method further comprising deploying the

expandable anchor and the replacement valve in the vicinity of the native heart valve in two

different steps.

64. (New) The method of claim 63 further comprising engaging the expandable anchor and

the replacement valve after they are deployed in the vicinity of the native heart valve to secure

the replacement heart valve to the expandable anchor.

 
65. (New) The method of claim 64 wherein the replacement heart valve comprises an

expandable support structure and replacement valve leaflets, and wherein engaging the

iE
i
2

ii

expandable anchor and the replacement valve in the vicinity of the native heart valve comprises

coupling the expandable anchor and the expandable support structure to secure the replacement  

heart valve to the expandable anchor.
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REMARKS

Claim Summary

Claims 22-38 and 59-65 are pending. Claim 22 is currently amended. Claim 38 is

withdrawn. Claims 1-21 and 39-58 are canceled, and claims 59-65 are newly presented.

Material Incorporated By Reference

This application is a CIP of Application No. 10/746,240, filed December 23, 2003. The

‘240 Application was incorporated by reference as of the filing date of the instant application.

Applicants are herein adding Figures 35-48 from the ‘240 Application (renumbered herein as

new Figures 15-28, respectively) and paragraphs [0117]—[0164] (renumbered herein as new

paragraphs [0095]—[0142], respectively). No new matter is added.

Drawings

The drawings are objected to as allegedly failing to comply with 37 CFR 1.84(p)(5)

because they do not include the following reference sign(s) mentioned in the description:

Fig. 1B: 106,120,122,124

Fig. 4C: 30

Fig. 4D: 30

Fig. 4G: 30

Fig. 4H: 30

Fig. 4K: 30

Fig. 5C: 30

Fig. 6B: 32, 40, 60, 61A

Fig. 6C: 32, 61B

Fig. 6F: 30, 50, 60, 61A

Fig. 8C: 55

Fig. 10B: 50

Fig. 14C: 380

B*F‘f’E'P‘Qohop-.09‘?”
37 CFR l.84(p)(5) states that reference characters not mentioned in the description shall

not appear in the drawings, and that reference characters mentioned in the description must

appear in the drawings.

While 37 CFR 1.84(p)(5) does state that reference characters mentioned in the

description must appear in the drawings, it does not state that a reference character mentioned in

the description must appear in a particular drawing. According to 37 CFR 1.84(p)(5), as long as
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reference characters that are mentioned in the description appear in at least one drawing, the

description and drawings comply with 37 CFR 1.84(p)(5).

Reference characters 106, 120, 122, and 124 appear in at least Figure 1A.

Reference character 30 appears in at least Figure 1A.

Reference character 32 appears in at least Figure 1B

Reference character 40 appears in at least Figure 6E.

Reference character 60 appears in at least Figure 6C.

Reference character 61A appears in at least Figure 6C.

Reference character 61B appears in at least Figure 6E.

Reference character 50 appears in at least Figure 6C.

Reference character 55 in paragraph [0073] has been changed to reference character 50 to
correct the error as filed.

Reference character 380 appears in at least Figure 14A.

The drawings are objected to as allegedly failing to comply with 37 CFR 1.84(p)(5)

because they include reference character(s) not mentioned in the description:

gsgx2<sewepvpp
Fig

Fig

Fig

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

Fig.

.1A: 20

. 1B: 108,112,110,100,31

.2: 31

4A: 30,W

4B: 31, Tu, W

4C: 31,Tu

40:31, Tu, W

4E: 31,Tu,W

4F: 31,Tu

4G:31,Tu,W

4H: 31,W

41:31, Tu, W

4J:31,Tu,W

4K: 31, Tu, W

4L: 31, Tu, W

4M: 31, Tu, W

4N:31,Tu,W

5A:31

5C:31

6A A, H, AV, G, LV
H , L, AV, 20

H, L, AV, LV, 20, 50

H, AV,100', 110, 20,10 '

H, LV, L, 100', 60, 61B, 40, 30, 20, 10
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nn. Fig. 6F: A, H, L, AV, G, LV, 110, 100'

00. Fig. 7: A, H, AV, LV, 20

pp. Fig. 8C: 600, 30, 50

qq. Fig. 13B: 106, 30, 32

rr. Fig. 13C: 106, 30, 32

While 37 CFR 1.84(p)(5) states that reference characters not mentioned in the description

shall not appear in the drawings, it does not state that reference characters must be mentioned in

the description of a particular drawing. As long as the reference character is mentioned in the

description, the description and drawings comply with 37 CFR 1.84(p)(5).

Reference character 20 is mentioned in at least paragraph [003 5].

Reference characters 108, 112,110, 100 are mentioned in at least paragraph [0033].
Reference character 31 in Figures 4B—5C has been renumbered as “30” to correct the
error. No new matter has been added.

Reference character 30 is mentioned in at least paragraph [0034]
Reference character W is mentioned in at least paragraph [0046].

Reference character Tu is mentioned in at least paragraph [0042].
Reference character 20 is mentioned in at least paragraph [003 5].
Reference character A is mentioned in at least paragraph [0104].

Reference character H is mentioned in at least paragraph [0104].
Reference character AV is mentioned in at least paragraph [0064].
Reference character G in Figures 6A and 6F has been changed to “102” to correct the error as
filed.

Reference character LV is mentioned in at least paragraph [104].

Reference character L is mentioned in at least paragraph [0066].
Reference character 20 is mentioned in at least paragraph [0071].

Reference character 50 is mentioned in at least paragraph [0068]
Reference character 100’ is mentioned in at least paragraph [0066].

Reference character 110 is mentioned in at least paragraph [0033].

Reference character 10 is mentioned in at least paragraph [0066].

Reference character 60 is mentioned in at least paragraph [0067].

Reference character 61B is mentioned in at least paragraph [0067].

Reference character 40 is mentioned in at least paragraph [0065].

Reference character 600 is mentioned in at least paragraph [0071].
Reference character 106 is mentioned in at least paragraph [0033].

Reference character 32 is mentioned in at least paragraph [0066].

Claim Rejections Under 35 U.S.C. § 102

Claims 22—36 stand rejected under 35 U.S.C. § 102(b) as being allegedly anticipated by

Bailey et al. US. 6,458,153.

- 23 of 26 - Attorney Docket 10012-702501

Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 318 of 630



Edwards Lifesciences Corporation, et al. Exhibit 1142, Page 319 of 630

Independent claim 22 is currently amended to recite a method for endovascularly

replacing a patient’s aortic valve. The method includes endovascularly delivering an anchor and

a replacement valve supported within the anchor to a vicinity of the aortic valve in a collapsed

delivery configuration, the anchor comprising leaflet engagement elements on a proximal end of

the anchor adapted to engage native aortic valve leaflets, and engaging the leaflet engagement

elements with native aortic valve leaflets. The support for this amendment can be found

throughout Applicants’ specification.

The Examiner relied on Bailey’s chamber-to-chamber (CC) configuration, shown in

Figures 7-] l, which is particularly well-adapted for mitral valve replacement (Col. 1, lines 22-

24). Bailey’s chamber-to-vessel device (CV), which is particularly well—suited as an aortic

valve prosthesis (Col. 1, lines 18-21), is described in reference to at least Figures 1-5.

Bailey does not anticipate claim 22 because Bailey does not describe, expressly or

inherently, each method step in claim 22. Claim 22 is amended to require the step of engaging

leaflet engagement elements on a proximal end of the anchor with native aortic valve leaflets.

As the Examiner acknowledges by relying on the CC device from Bailey, the only embodiment

in Bailey which can be possibly construed as having leaflet engagement elements on a proximal

end of the anchor which are engaged with native valve leaflets is the CC device. In contrast,

Bailey’s CV device is described as having distal anchor section 16 (Bailey’s “distal” is
9“

analogous to Applicants proximal”), which, when delivered, “expands and contacts the

lumenal wall of the aorta, immediately distal to the aortic valve.” (Col. 14, lines 35—36; also see

Figures 2OF-201 and Figures 6A and 6B). In Bailey’s CV device the anchor flange 22, and not

the distal anchor section 16, is adapted to “project radially outward away from the central

longitudinal axis of the stent body member.” (Col. 8, lines 59-60). Bailey therefore does not

disclose, teach, suggest, or appreciate engaging leaflet engagement elements on the proximal end

of the anchor with native aortic valve leaflets. As such, Bailey does not anticipate currently

amended claim 22. Claims 23-36 depend from claim 22 and are not anticipated by Bailey for at

least the reasons set forth above with respect to claim 22.

Claim Rejections Under 35 U.S.C. § 103

Claim 37 stands rejected under 35 U.S.C. § 103(a) as being allegedly unpatentable over

Bailey et al. US 6,458,153 in view of Lunn US. 5,476,506.
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Claim 37 depends from currently amended claim 22 and incorporate the limitations

thereof. As discussed above, Bailey does not disclose, teach, or suggest the limitations of claim

22. Lunn does not overcome the deficiencies of Bailey and therefore claim 37 is not obvious

over Bailey in view of Lunn.

New Claims

Applicants have added new claims 59-65. Support for new claim 59 can be found in at

least Figure 7 and paragraph [0070] and Figures 253—251 and the description thereof. Claim 59

depends from claim 22 and as discussed above, claim 22 is not anticipated over Bailey. Claim

59 is not anticipated by Bailey for at least the same reasons. Additionally, the CV device in

Bailey does not include leaflet engagement elements on the proximal end of an anchor that

extend distally from the proximal end. Additionally, Bailey does not disclose, in any of its

embodiments, sandwiching native valve leaflets between an anchor and leaflet engagement

elements.

Support for new independent claim 60 can be found in at least Figure 7 and paragraph

[0070] and Figures 25B-251 and the description thereof. Claim 60 is patentable over Bailey

because Bailey does not disclose, teach, suggest, or appreciate an anchor with leaflet engaging

elements extending distally from a proximal end thereof, nor does Bailey teach the step of

sandwiching native valve leaflets between an anchor and leaflet engagement elements.

Support for new claim 61 can be found in at least paragraphs [0128]—[0130]. Claim 61

depends from claim 60 and is patentable over Bailey for at least the same reasons stated above.

Support for new claim 62 can be found in at least Figure 7 and paragraph [0070], and

Figures 25B-251 and the descriptions thereof. Claim 62 depends from claim 60 and is patentable

over Bailey for at least the same reasons stated above.

Support for new claim 63 can be found in at least Figures 19A-21D and the descriptions

thereof, and Figures 25A—251 and the descriptions thereof. Claim 63 depends from claim 60 and

is patentable over Bailey for at least the same reasons stated above.

Support for new claim 64 can be found in at least Figures 25G-25H and the descriptions

thereof. Claim 64 depends from claim 60 and is patentable over Bailey for at least the same

reasons stated above.
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Support for new claim 65 can be found in at least Figures 20A-2lD and the descriptions

thereof, and Figures 25G-25H and the descriptions thereof. Claim 65 is patentable over Bailey

for at least the same reasons stated above.

CONCLUSION

Applicants request reconsideration and allowance of all claims pending in this

application. If a telephone conference would expedite prosecution of this application, the

Examiner is invited to contact the undersigned.

Respectfully submitted,

Thomas M. Zlogar, Reg. No. 55,760

Date: November 20, 2008
 

SHAY GLENN LLP

2755 Campus Drive, Suite 210

San Mateo, CA 94403

Telephone: 650.212.1700
Facsimile: 650.212.7562
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U.S. Appln. No. 10/972,287 Filed 10/21/2004
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