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Method and Tools for Implanted Device

CROSS-REFERENCE TO RELATED APPLICATIONS

[0001] This application claims priority to U.S. Application No. 13/705,009, filed on
5  December 04, 2012, which is a divisional of U.S. Application No. 12/858,193 filed August 17,
2010, now U.S. Patent No. 8,322,365, both of which are incorporated herein by reference in their
entirety.
BACKGROUND OF THE INVENTION
1. Field of the Invention

10 [0002] The invention relates to techniques and tools to determine location, orientation
and adjustment of implanted medical devices and more particularly to location, orientation and
adjustment of adjustable valve mechanisms which resist unintentional performance setting
changes.

2. Description of the Related Art
15 [0003] There are a number of treatments for medical conditions which require fluid to be

removed from an organ or tissue of a patient. One such condition is hydrocephalus, where

cerebrospinal fluid abnormally accumulates in the skull faster than it is withdrawn by the body.
The excessive build-up of cerebrospinal fluid compresses brain tissues, which eventually Icads to
brain damage.

20 [0004] Hydrocephalus is commonly treated by implanting a shunt in fluid
communication with a ventricle within the brain to withdraw cerebrospinal fluid at a desired rate.
Typically, the rate of withdrawal of cerebrospinal fluid is controlled by a valve having different
pressure settings which a clinician adjusts pre-operatively. A number of shunt valves can be

noninvasively changed after implantation, such as the Codman® Hakim® programmable valve

ra
L]

which is currently commercially available from Codman & Shurtleff, Inc. of Raynham,
Massachusetts.  Other adjustable valves include the Strata™ valve from Medtronic
| Neurosurgery, the ProGAV™ valve manufactured by Christoph Meithke GMBH and distributed
by Aesculap AG, and the Sophy™ and Polaris™ valves available from Sophysa USA Inc. All of
these valves utilize applied magnet fields, such as those generated by magnets, to adjust valve

30  pressure settings. To differing degrees, these valves are not optimal regarding resistance to

| K
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unintentional setting changes, case of use in achieving the desired valve sctting, and detection of
actual valve setting.

[0005] Detection of one or more parameters of an implanted device is disclosed generally
by Hakim et al. in U.S. Patent No. 4,608,992, Non-invasive adjustment of implanted valves 1s
described generally by Hooven in U.S. Patent No. 4,676,772. Some techniques for determining
the location and orientation of an indwelling medical device are disclosed by Haynor et al. in
U.S. Patent Nos. 5,879,297 and 6,216,028. More recent techniques and tools include those
disclosed by Bertrand et al. in U.S. Patent Publication Nos. 2002/0022793 and 2005/0092335,
and by Girardin et al. in U.S. Patent Publication No. 2011/0105993, for example.

[0006] Magnetic resonance imaging, also referred to as MRI, is an increasingly common
procedure for examining one or more regions of a patient. MRI provides better contrast between
tissue types than computed tomography and utilizes powerful magnetic fields instcad of
potentially harmful x-rays. While magnetic exposure levels from first generation MRI systems
were typically up to 1.5 Tesla, newer MRI machines routinely use 3.0 Tesla. As recognized by
McCusker et al. in U.S. Patent No. 7,390,310, for example, such strong magnetic ficlds can
interfere with implanted devices including shunt valves.

[0007] As of the filing date for the present application, the Codman® CERTAS™
programmable valve is currently commercially available from Codman & Shurtleff, Inc. of
Raynham, Massachusetts. The CERTAS™ valve was disclosed and claimed in the parent
application, now U.S. Patent No. 8,322,365, and is gencrally resistant to MRI exposure up to at
least 3.0 Tesla without unintentionally changing the valve sctting. Intentional valve adjustment
is accomplished using a suitably aligned magnetic field. Correct positioning of the applied
magnetic ficld relies on the user.

[0008] It is therefore desirable to have simplified and more accurate techniques and tools
to locate, determine orientation, and adjust implantable valves capable of withstanding strong
magnetic fields and which resist unintended changes to valve settings.

SUMMARY OF THE INVENTION

[0009] An object of the present invention is to provide an improved method and tools to
locate, determine orientation, and adjust as desired an implanted valve unit which resists
unintentional performance setting changes when the unit is subjected to vibration, jarring or

unintended magnetic fields.
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[00010] Another object of the present invention is to provide such positioning methods
and tools which readily and accurately allow desired non-invasive changes to pressure or flow
control settings of the implanted valve unit.

[00011] It is yet another object of this invention to enhance detection of the actual valve
opening pressure setting or flow control setting.

[00012] This invention features a method of positioning a toolset on the exterior of a
patient relative to a magnetically adjustable device implanted in the patient, the implanted device
including a rotor having an axis of rotation and at least one rotor magnet, the rotor having a
range of arcuate motion within each of a plurality of selectable performance settings without
altering a selected performance setting for the implanted device. The method includes estimating
a location on the exterior of the patient above the implanted device, moving the toolset to the
estimated location, detecting the location of at least one of a maximum positive pole value and a
maximum negative pole value of the rotor magnet at a current performance setting, and moving
the toolset relative to the at least one detected maximum pole value. Preferably, the method
further includes moving the rotor in a first arcuate direction and detecting a first limit of travel
without altering the current performance setting, moving the rotor in a second, opposite direction
and detecting a second limit of travel without altering the current performance setting, comparing
the first and second limits of travel with known values for the plurality of selectable performance
settings, and indicating the current performance setting of the implanted device.

[00013] In some embodiments, the implanted device is a valve unit having adjustable
performance settings to regulate passage of a bodily fluid. The valve unit includes a casing
defining a port, such as an inlet or an outlet for the bodily fluid, and a valve mechanism
positioned at the port. The valve mechanism includes a movable valve member. The valve unit
further includes a rotor disposed at a first location in the casing and having an axle which turns
about an axis of rotation. The rotor defines a plurality of radially flat cam surfaces, each cam
surface occupying an arc about the axis of rotation. A spring arm unit, disposed at a second
location in the casing, has a cam follower arm in slidable contact with the cam surfaces of the
rotor and has a resilient spring element applying a closing effect with the valve member at the
port to establish a performance setting for the valve unit. Sufficient rotation of the rotor to

change the cam surface in contact with the cam follower alters the closing effect with which the
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valve member moves relative to the port and thereby alters the performance setting of the valve
unit.
[00014] This invention also features a positioning toolset suitable for indicating and
adjusting the current performance sctting of a magnetically adjustable device implanted in a
patient, the implanted device having at least one magnct aligned with the current performance
setting of the device. The toolset includes an indicator tool with at least one sensor that detects
the location of the implanted device and determines the current performance sctting of the
implanted device. The indicator tool is capable of guiding a user to move the indicator tool to an
optimum position relative to the implanted device and including at Icast one locating feature to
designate the optimum position of the indicator tool. The toolset further includes an adjustment
tool having at least one adjustor magnet and at least one locating feature to align the adjustment
tool with the optimum position of the indicator tool, the adjustor magnet being movable relative
to the at least one locating feature to change the performance setting of the implanted device.
[00015] In some embodiments, the at lcast one locating feature of the indicator tool is
independent from the at least one locating feature of the adjustment tool. In one embodiment, at
least one of the locating features of the indicator tool and the adjustment tool is a marking guide
capable of assisting a user in placing and aligning a reference mark on a patient.

BRIEF DESCRIPTION OF THE DRAWINGS

[00016] In what follows, preferred embodiments of the invention are explained in more

detail with reference to the drawings, in which:

[00017] FIG. 1 is a schematic perspective exploded view of a novel programmable shunt
valve device having an improved adjustable valve unit;

[00018] FIG. 1A is a side cross-sectional view of an alternative programmable shunt valve

device having another novel adjustable valve unit;

[00019] FIG. 2 is an exploded perspective view of the adjustable valve unit of FIG. 1;
[00020] FIG. 3 is a top view of the adjustable valve unit of FIG. 2;
[00021] FIG. 4 is a side cross-sectional view of the adjustable valve unit of FIG. 3 along
lines 4-4;
[00022] FIG. 5 is a cross-sectional view of the adjustable valve unit of FIG. 3 along lines
5-5;

4
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[00023] FIG. 6 is a partial cross-sectional view of the adjustable valve unit of FIG. 4
approximately along lines 6-6 at a first pressure setting;

[00024] FIG. 6A is a deeper cross-sectional view of the adjustable valve unit of FIG. 4
approximately along lines 6A-6A at a first pressure sctting;

[00025] FIGS. 6B-6H are partial cross-sectional views of the adjustable valve unit of FIG.
4 at different, successive pressure settings;

[00026] FIG. 7 is a deeper cross-sectional view of the adjustable valve unit of FIG. 4
approximately along lines 7-7;

[00027] FIG. 8 is a cross-sectional view of the adjustable valve unit of FIG. 7 showing the

transition to a different pressure setting;

[00028] FIG. 9 is a perspective view of the spring arm unit with optional torsion spring;
[00029] FIG. 9A is a top plan view of the clement of FIG. 9,
[00030] FIG. 10 is a side cross-sectional view of the adjustable valve unit of FIG. 8 along

lines 10-10 showing axial lifting of the rotatable construct;
[00031] FIG. 11 is a shallower partial top cross-sectional view of the adjustable valve unit
of FIG. 6H showing the “virtual off” position in an unconstrained condition;

[00032] FIG. 12 is a side view along lines 12-12 of FIG. 11;

[00033] FIG. 13 is a side cross-scctional view along lines 13-13 of FIG. 11;
[00034] FIG. 13A is a partial cross-sectional view along lines 13A-13A of FIG. 13;
[00035] FIG. 14 is a perspective view of a tool set according to the present invention

including an indicator tool, a locator tool, and a setting adjuster tool;

[00036] FIG. 15 is an exploded perspective view of the indicator tool of FIG. 14;

[00037] FIG. 16 is a top plan view of the locator tool of FIG. 14 positioned over an
implanted valve;

[00038] FIG. 17 is a side cross-sectional view along lines 17-17 of FIG. 16, showing in
phantom the shunt valve implanted under the skin in a patient;

[00039] FIG. 18 is a top plan view of the indicator tool nested with the locator tool;
[00040] FIG. 18A is a side cross-sectional view along lines 18A-18A of FIG. 18;

[00041] FIG. 19 is a side cross-sectional view along lines 19-19 of FIG. 18 with a release

button in a normal, engaged position;
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[00042] FIG. 19A is a partial side cross-sectional view along lines 19-19 of FIG. 18

showing the release button in a depressed, disengaged position;

[00043] FIG. 20 is a partial cross-sectional view along lines 20-20 of FIG. 18;

[00044] FIG. 21 is an exploded view of the setting adjuster tool of FIG. 14;

[00045] FIG. 22 is a top plan view of the adjuster tool nested with the locator tool;

[00046] FIG. 22A is a partial cross-sectional view along lines 22A-22A of FIG. 22;
[00047] FIG. 23 is a partial cross-sectional view along lines 23-23 of FIG. 22;

[00048] FIG. 24 is an exploded view of an alternative indicator tool according to the

present invention;

[00049] FIG. 25 is a side cross-sectional view along lines 25-25 of FIG. 24;

[00050] FIG. 26 is a cross-sectional view of another alternative indicator tool according to
the present invention positioned in a locator tool;

[00051] FIG. 27A is a top plan vicw of an adjuster tool positioned over a patient with the

locator tool omitted;

[00052] FIG. 27B is a schematic cross-sectional view along lines 27B-27B of FIG. 27A
showing only the adjuster tool and a portion of the shunt valve with valve unit, shown at 10X
scale;

[00053] FIG. 28 is a schematic side view of the distal portion of an alternative movable

valve member with a port restricting element to control flow of bodily fluid;

[00054] FIG. 29 is a partial top cross-sectional view along lines 29-29 of FIG. 28;
[00055] FIG. 30 is a schematic side view of yet another movable valve member;
[00056] FIGS. 31 and 31A are schematic top and side views of a positioning tool of a

positioning toolset according to the present invention;

[00057] FIGS. 32 and 32A are schematic top and side views of an alternative positioning
tool according to the present invention;

[00058] FIGS. 33 and 33A are schematic top and side views of an adjustment tool for use
with the positioning tools of FIGS. 31 and 32;

[00059] FIGS. 34 and 34A are schematic top and side views of an alternative adjustment
tool for use with the positioning tool of FIGS. 32;

[00060] FIGS. 35 and 36 are flow charts showing one technique according to the present

invention to optimize tool location;

\4
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[00061] FIG. 37 is a flow chart illustrating optimization of tool position such as by

changing roll or pitch of the tool;

[00062] FIG. 38 is a flow chart showing optimization of tool orientation;
[00063] FIG. 39 is a flow chart showing optional further steps to optimize tool orientation;
[00064] FIG. 40 is a schematic diagram of three sensor arrays for a positioning tool

according to the present invention, each array sensing X, Y and Z axes;

[00065] FIGS. 41A and 41B arc examples of displayed mode and guidance to a user,
respectively, for the display screens shown in FIGS. 31 and 32;

[00066] FIGS. 42A-42C are top views of alternative displays guiding a user;

[00067] FIG. 43 is a schematic perspective view of an alternative detection tool of an
additional positioning toolset according to the present invention;

[00068] FIG. 44 is a schematic perspective view of an alternative locator tool according to
the present invention;

[00069] FIG. 45 is a schematic perspective view of an alternative adjustment tool
according to the present invention;

[00070] FIG. 46 is a schematic perspective view of yet another detection tool according to
the present invention with marking guides; and

[00071] FIG. 47 is a schematic perspective view of yet another adjustment tool according

to the present invention with marking guides similar to those of FIG. 46.

DETAILED DESCRIPTION OF THE PRESENTLY PREFERRED EMBODIMENTS

[00072] Several constructions of a positioning toolset, also referred to as a positioning

system, according to the present invention have a positioning tool and an adjustment tool such as
shown and described below in relation to FIGS. 14-47. This invention may be accomplished by
positioning a toolset on the exterior of a patient relative to a magnetically adjustable device, such
as a valve unit implanted in the patient. The implanted valve unit or other device includes a rotor
having an axis of rotation and at least one rotor magnet, the rotor having a range of arcuate
motion within each of a plurality of selectable performance settings without altering a selected
performance setting for the implanted device. The method includes estimating a location on the
exterior of the patient above the implanted device, moving the toolset to the estimated location,
detecting the location of at least one of a maximum positive pole value and a maximum negative

7
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pole value of the rotor magnet at a current performance setting, and moving the toolset relative to
the at least one detected maximum pole value. Preferably, the method further includes moving
the rotor in a first arcuate direction and detecting a first limit of travel without altering the
current performance setting, moving the rotor in a second, opposite direction and detecting a
second limit of travel without altering the current performance setting, comparing the first and
second limits of travel with known values for the plurality of selectable performance settings,
and indicating the current performance setting of the implanted device. Certain details on the
method are provided below in relation to FIGS. 35-39.

[00073] A preferred application for an adjustable valve unit suitable for use according to
the present invention is within a single use implantable valve device as part of a system for
shunting cerebrospinal fluid to treat hydrocephalus. It is desirable for the valve unit to have a
number of different pressure settings for constant, controlled intraventricular pressure and
drainage of cercbrospinal fluid. Preferred opening pressure settings preferably range from
approximately 30 mm to 210 mm water (294 Pa to 2,059 Pa) in seven increments of 30 mm (294
Pa), with a final setting of approximately at least 400 mm water (3,920 Pa) to minimize flow as a
“virtual off” setting, that is, as substantially closed. A clinician can select and set the initial
opening pressure of the valve pre-operatively. After implantation, the pressure setting can be
changed noninvasively using a toolset according to the present invention.

[00074] FIG. | illustrates a programmable shunt valve device 10 having a shunt housing
12, preferably formed of a translucent material such as silicone, with proximal connector 14 and
distal connector 16. A ventricular catheter or other proximal catheter is connectable to connector
14 to bring fluid into shunt housing 12. Fluid passes into sampling or pumping chamber 18 and
then through a valve mechanism in inlet 102 into novel adjustable valve unit 100, which is
shown and described in more detail below in relation to FIGS. 2-13A. Valve unit 100, FIG. 1,
includes a casing 103 formed as upper casing 104 and lower casing 106 which are joined by
sonic welding in this construction. A needle guard 20, preferably formed of a rigid polymeric
material, and lower casing 106 are secured within housing 12 by a backing plate 22, preferably
formed of silicone reinforced with a polymeric mesh, which is bonded to housing 12 by a
medical grade epoxy.

[00075] When fluid pressure at inlet 102 exceeds a selected pressure setting within valve
unit 100, fluid is admitted past a valve mechanism and then flows through valve unit outlet 110

8
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into passage 30 of housing 12. Preferably, a Siphonguard® device, which is currently
commercially available from Codman & Shurtleff, Inc. of Raynham, Massachusetts, is disposed
within passage 30. The Siphonguard® device (not shown) is designed to prevent excessive
drainage of cercbrospinal fluid by a shunt system. One cause of excessive draining is a change
in patient position from a supine to an upright position. Ultimately, fluid exits from housing 12
through distal connector 16 into a peritoneal catheter or other distal catheter.

[00076] An alternative shunt valve device 10a is shown in cross-section in FIG. 1A having
a shunt housing 12a, proximal connector 14a with epoxy seals 13 and 15, and distal connector
16a with epoxy seals 17 and 19. Needle guard 20a and backing plate 22a form the floor of
chamber 18a. Fluid flows into novel valve unit 100a through inlet 102a defined by lower casing
106a and exits through outlet 110a, defined by upper casing 104a in this construction, into a
small chamber 40 and then directly into distal connector 16a. More details on the components
within valve units 110 and 110a are provided below.

[00077] Valve unit 100, FIG. 2, includes rotor 120, spring arm unit 130, valve mechanism
140, and a rotor retention spring 150. In this construction rotor 120, also referred to as a rotating
construct, is formed of a lower cam structure 122 having a plurality of radially flat cam surfaces,
as shown and described in more detail below, and an upper, magnet housing 124 carrying
magnetic elements 123 and 125. Housing 124 also defines a finger 127 which engages a stop in
upper casing 104 when rotor 120 is moved to an unconstrained condition as described below.
Rotor 120 rotates about axle 126 which defines a substantially fixed axis of rotation R at a first
location in casing 103.

[00078] Preferably, rotor 120 is also capable of moving along the axis of rotation, in a
translational motion, to an unconstrained condition when an adjuster tool is applied to it as
described in more detail below. Retention spring 150 biases rotor 120 to a downward, normally
constrained condition. Preferably, spring 150 is a coil spring having sufficient bias to resist the
cffect of gravity, regardless of the position of the valve unit, and to resist magnetic or ferrous
objects, such as magnets in an indicator tool described in more detail below. However, spring
150 is insufficient to resist the effects of an adjustment tool, also described below. Lower cam
section 122 has a sufficient height to ensure that cam follower 132 remains in contact with a cam

surface in both the constrained and unconstrained conditions.
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[00079] Spring arm unit 130 includes cam follower 132, a resilient spring element 134,
and upper and lower axles 136 and 138 at a second location in casing 103. Axle 138 turns about
a bearing 139 formed of a low-friction, hard material such as synthetic ruby. It is desirable for
casing 103, rotor 120 and spring arm unit 130 to be formed of polyethersulfone, while all spring
components are formed of medical grade non-ferromagnetic stainless steel.

[00080] Valve mechanism 140 includes seat 142 and movable valve member 144.
Preferably, scat 142 and valve member 144, such as a ball, arc formed of the same non-
ferromagnetic material such as synthetic ruby. In other constructions, the movable valve
member may be a disc, a cone, or other type of plug. A spherical ball is currently preferred
because that shape enables tight, precise tolerances, assembly and control relative to the valve
scat. Also, the position of the seat within a port can be adjusted during assembly of the valve
unit to alter the actual performance value achieved at each setting, using a force versus
displacement relationship. First, a mandrel checks the position of the ball, and the seat is
inserted to an estimated desirable location within the port. Ball displacement is tested at one or
more settings to confirm that desired performance will be achieved.

[00081] Valve unit 100a, FIG. 1A, includes a monolithic rotor 120a having pockets
carrying magnetic elements 125a and 123a each having north N and south S magnetic
orientations. Instead of a separate housing element which is molded independently and then
attached to the lower rotor unit to form a combined rotor construct such as shown in FIGS. 1 and
2, rotor 120a is a different type of rotating construct that is micro-molded with pockets in the
upper housing portion 124a of the rotor 120a together with lower cam portion 122a. Magnetic
clements 123a, 125a and tantalum reference ball 129a then are placed in the pockets. Thereafter,
epoxy such as Loctite® M-31CL™ epoxy is added to fill in remaining voids in the pockets to
complete the rotor 120a. Axle 126a is shown as a separate component which is added to rotor
120a after 1t is removed from the micro-mold; in another construction, axle 126a is co-molded
with the main rotor 120a. Also shown in FIG. 1A are rotor teeth 160a and 162a, movable valve
clement limiter 180a and a portion of spring element 134a pressing ball 144a against valve seat
142a. In an alternative construction, rotor teeth 160a, 162a are positioned below the cam portion
122a instcad of projecting below the housing portion 124a as illustrated.

[00082] Valve unit 100 is shown assembled in FIGS. 3-5 and positioned at a second
pressure setting, as described in more detail below. Rotor housing 124 carrics downwardly

10
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projecting tecth 160 and 162 with cooperate with four lock stops projecting upwardly from lower
casing 106 in this construction. Lock stop 172 is shown in partial cross-section in FIG. 4 and
lock stops 170 and 176 are visible in FIG. 5. Preferably, the lower surfaces of rotor teeth 160
and 162 are rounded and the upper surfaces of casing lock stops 170, 172, 174 and 176 each have
a plurality of facets to create a chisel-like, lead-in topography which encourages the rotor tecth to
return to a constrained position. However, the vertical surfaces of teeth 160, 162 and of stops
170-176 abut when engaged and do not “lead out”, that is, relative translational movement is
discouraged. Pure vertical lift must be provided by an adjustment tool, as described in more
detail below, to overcome the tooth-to-stop abutment and change the performance setting.
[00083] A limiter 180, FIG. 4, restricts travel of spring 134 away from scat 142 so that
ball 144 does not become misaligned or dislodged relative to seat 142. A gasket 182 of epoxy is
shown in FIGS. 4 and 5 as an optional, redundant seal between upper casing 104 and lower
casing 106 in this construction.

[00084] The operation of valve units 100 and 100a are similar and are illustrated in FIGS.
6-8 in relation to valve unit 100, with identical reference numerals identifying identical
components and features. Not all such components and features are labelled in each drawing for
the sake of visual clarity. FIGS. 6 and 6A show different levels of top partial cross-sectional
views for valve unit 100 at a first pressure setting. Cam follower 132 slidably contacts only a
first cam surface 191, which has an arc length bounded by points 190 and 192, because rotor
housing tooth 162 is captured between casing lock stops 170 and 172 in the normal, constrained
condition. First cam surface 191 has a first, preferably shortest radial distance 210 relative to the
axis of rotation of rotor 120. By comparison, outcrmost cam surface 205 has a greatest radial
distance 218 as described in more detail below. An optional torsion spring 220 is shown in
greater detail in FIG. 9.

[00085] When rotor 120 is translated upwardly by magnets in an adjustment tool as
described below, rotor tooth 162 is lifted so that subsequent clockwise or counter-clockwise
rotation of the adjustment tool rotates tooth 162 up and over casing lock stop 172. After the
adjustment tool is removed and when the second pressure setting has been selected as shown in
FIG. 6B, rotor 120 is biased downwardly by spring 150, FIGS. 2, 4 and 5.

[00086] Rotor tooth 160 is illustrated as not being in contact with any stop in FIGS. 4 and
6B, for example, because in the constrained condition rotor tooth 162 is now captured between a

11
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pair of lock stops 172 and 174, FIG. 6B, which is sufficient to prevent rotation of rotor 120
relative to the cam follower 132 beyond points 192 and 194 on the cam structure of rotor 120.
Points 192 and 194 represent a second arc length for second cam surface 193. Surface 193 is at a
second radial distance 212 which is greater than distance 210 and is less than distance 218, FIGS.
6A and 6H. The arc length of second cam surface 193, FIG. 6B, can be the same or different
than the arc length of first cam surface 191 but, preferably, is substantially the same length.
[00087] The outward radial motion of cam follower 132 as it slidably travels from first
cam surface 191, FIG. 6A, to second cam surface 193, FIG. 6B, increases the biasing force by
valve spring 134 on ball 144 as increased torque is applied by cam follower 132 to the remainder
of spring arm unit 130. Improved precision in pressure control is achieved by having a stiff cam
follower 132 in contact with the selected cam surface and a flexible element, spring 134, in
contact with the valve ball 144. The enhanced result is opening of the ball 144 from the valve
seat 142 by requiring only the resilient spring clement 134 to bend, which provides a constant
spring force to the ball 144. The opening pressure, and overall valve performance, is not reliant
on axial pivoting of the spring arm unit 130.

[00088] A third opening pressure setting is shown in FIG. 6C with rotor tooth 162
positioned between casing stops 174 and 176 such that cam follower 132 experiences only third
cam surface 195 between points 194 and 196 at a third radial distance 214. To achieve a fourth
pressure setting, FIG. 6D, both rotor teeth 160 and 162 are utilized relative to casing stops 170
and 176, respectively. Cam follower 132 is restricted thercby to fourth cam surface 197 between
points 196 and 198.

[00089] Fifth through seventh pressure scttings are illustrated in FIGS. 6E-6G as rotor
tooth 160 is successively captured between casing lock stop pairs 170-172, 172-174, and 174-
176, respectively. Cam follower 132 is restricted thereby to fifth cam surface 199 between
points 198 and 200, FIG. 6 E, sixth cam surface 201 between points 200 and 202, FIG. 6F, and
seventh cam surface 203 between points 202 and 204, FIG. 6G.

[00090] Preferred opening pressure settings currently range from approximately 30 mm to
210 mm water (294 Pa to 2,059 Pa) in seven increments of 30 mm (294 Pa), with a final, “virtual
off” setting described in more detail below. Preferably, each valve unit is calibrated and tested at
the time of manufacture at one or more flow rates. Actual opening pressure for each setting tends
to vary according to flow rate, typically measured in millilitres per hour. Also, when tested with

12
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a 120cm long distal catheter having an inner diameter of 1mm, the average opening pressure
typically will increase by 9 mm water or more at flow rates of 5 ml/h or more.

[00091] The final setting, FIG. 6H, of approximately at least 400 mm water (3,920 Pa)
minimizes flow as a “virtual off” setting, that is, as substantially closed. This final setting is
achieved by exposing cam follower 132 to outermost cam surface 205, defined by points 204 and
206, having greatest radial distance 218, This greatest cam setting forces stiffener element 133
of spring arm unit 130 against valve spring 134 to shorten its active, effective length and thereby
dramatically increase the biasing force applied against ball 144. The final opening pressure is
increased by more than fifty percent over the prior setting. In other constructions, a stiffener
clement is forced against a valve spring during two or more final cam settings at desired pressure
increments.

[00092] Spring arm unit 130 is shown in greater detail in FIGS. 9 and 9A with cam
follower 132, stiffener element 133, and valve spring 134. Cam follower 132 terminates in a
triangular head 233 with rounded or chamfered edges, one of which serves as a bearing surface
235. In a preferred construction, spring element 134 is formed from stainless steel having a
thickness of 0.020 inches and terminates in an enlarged pad 230 for contacting the valve ball or
other movable valve member. In one construction, spring clement 134 is attached to the
remainder of spring arm unit 130 by a post 232 and rivet 234 which are secured by ultrasonic
welding. Torsion spring 220 has a first leg 221 which is retained in recess 236 of projection 238.
Second spring leg 223 rests against an inner surface of the casing.

[00093] Use of torsion spring 220 is optional, and is possible because only spring element
134 contacts the movable valve member. As a result, additional spring force from torsion spring
220 can be utilized to force bearing surface 235 of cam follower 132 against a cam surface of the
rotor. This biasing force provided by torsion spring 220 augments rotational position of the
spring arm reflective of the intended cam displacement without otherwise impacting the force
applied to the ball or other movable valve member. This provides for a more accurate and
repeatable opening pressure and a more manufacturable and robust design as it reduces the need
to maintain minimal friction such as when the valve spring element solely provides the force
needed to maintain the cam follower on the cam surface.

[00094] The position of the components and features within valve unit 100 at the first
pressure setting shown in FIG. 6A is illustrated at a deeper partial cross-sectional view in FIG.
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7. Opening 222 into the lower cam portion of rotor 120 inhibits negative pressure from
developing under rotor 120, that is, opening 222 ensures pressurc equalization as cerebrospinal
fluid passes through valve unit 100.

[00095] The transition from the first pressure setting to the second pressure setting is
illustrated in FIGS. 8 and 10 as rotor 120 is translated upwardly by magnetic attraction with an
adjustment tool, such as shown in FIG. 23 below, so that rotor tooth 162 is able to clear casing
lock stop 172. Cam follower 132 is shown in FIG. 8 at point 192 passing from first cam surface
191 to second cam surface 193. Lower cam section 122 has a sufficient height relative to cam
follower bearing surface 235 to ensure that cam follower 132 remains in contact with a cam
surface of cam portion 122 in both the constrained and unconstrained conditions. Rotor retention
spring 150, FIG. 10, has been compressed, its biasing force being overcome by magnetic
attraction between rotor 120 and the adjustment tool while it is positioned over valve unit 100 as
shown in FIG. 23. Also illustrated in FIG. 10 are upper and lower synthetic ruby bearings 242
and 139 for upper and lower axles 136 and 138, respectively, of spring arm unit 130. Synthetic
ruby bearing 240 rotatably supports rotor axle 126.

[00096] The position of the components and features within valve unit 100 at the final,
“virtual off” or substantially closed setting shown in FIG. 6H is depicted at a shallower cross-
sectional view in FIG. 11 in an unconstrained condition. Further clockwise rotation of rotor 120
is prevented by rotation stop or limiter 250 which projects downwardly from upper casing 104 to
contact finger 127. Rotation stop 250 contacts the opposite surface of finger 127 when rotor 120
is turned fully counter-clockwise in an unconstrained condition. The actual position of rotation
stop 250 may be shifted to the right of the position shown in FIG. 11 so that cam follower 132 is
able to track nearly the entire portion of cam surface 205. Preferably, one side of stop 250
prevents rotor movement from the lowest setting directly to the highest setting, and also
prevents the cam follower from touching the cam projection for the highest setting when the
rotor is at its lowest setting. The other side of stop 250 prevents movement from the highest
setting directly to the lowest setting. A side, partial cross-sectional view of rotation stop 250
blocking rotor housing 124, as well as spring 150 compressed between rotor 120 and upper
casing 104, is shown in FIG. 12 for this unconstrained condition.

[00097] Further detailed views of sclected features and components of rotor 120 in one
construction are illustrated in FIGS. 13 and 13A. In particular, the housing portion 124 is shown
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as integral with cam portion 122, similar to monolithic rotor 120a of FIG. 1A. Pocket cavity
260. FIG. 13, contains magnet 123 and tantalum reference ball 129 which is readily visible
during imaging of the valve unit 100 after implantation in a paticnt to confirm the actual pressure
setting. Pocket cavity 262 holds magnet 125. A partial end view of housing portion 124 through
5 magnet 125, pocket 262 and rotor tooth 160 is provided in FIG. 13A.
[00098] In a preferred construction, unintentional sctting changes are minimized by the
combination of (a) a substantially fixed, tight-tolerance, non-wobbling rotor axle, (b) abutting
rotor-tooth-to-casing-stop vertical surfaces as described above, (c) a spring which biases the
rotor toward the constrained condition as described above, and (d) off-axis magnets within the
10 rotor which tend to bind the axle when a magnetic field is applied to the valve unit. In other
words, it is preferable to configure the valve unit components to limit the allowable plane(s) of
motion and to restrict translational movement of the rotor. The axis of magnetization of the rotor
magnets preferably are arranged to lie between forty-five degrees to ninety degrees relative to the
axis of rotation of the rotor, more preferably between seventy-five to eighty-five degrees. It is
15  also preferable to orient the north and south poles of cach magnet as described in more detail
below.
[00099] It is desirable for the magnets 123 and 125 in the rotor 120 to be block or slot
shape magnets that are magnetized through thickness, that is, cach of magnets 123, 123a and
125, 125a preferably has an axis of magnetization that is perpendicular to its length and width,
20  and is arranged with north-south polarity orientation as described in more detail below in relation
to FIGS. 26A and 26B. For the construction shown in FIG. 1A, magnets 123a and 125a have
BHmax of approximately 35 MGOe, with a length of 2.45 mm, a width of 1.45 mm and a
thickness of 1 mm. The term BHmax refers to the maximum energy product of a magnetic
material, which is the magnetic field strength at the point of full saturation of the magnetic
25  material measured in mega gauss oersteds. Magnets 450 and 452 in a corresponding adjustment
tool 306, FIG. 21, have BHmax of 42-52 MGOe, and arc axially magnetized, disc shaped
magnets with a diameter of 15.9 mm and a height of 15.9 mm. Suitable material, which resists
demagnetization at fields up to three Tesla, for valve unit magnets includes NdFeB, and suitable
material for adjustment tool magnets includes NdFeB grade 42-52. Suitable axially magnetized
30  disc magnets 360 and 362 for an indicator tool 302, FIG. 15, have a BHmax of 42 MGOe, with a
diameter of 3.18 mm and a height of 3.18 mm, and NdFeB grade 42 material.
15
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[000100] Pressurc settings for novel valve units disclosed herein preferably are
noninvasively checked and adjusted using several accessories referred to as a toolset. One
construction of such accessories is illustrated in FIGS. 14-23 for toolset 300 according to the
present invention. An alternative construction of an indicator tool according to the present
invention is shown in FIGS. 24-25 below.

[000101] Toolset 300 according to the present invention includes indicator tool 302, FIGS.
14, 15 and 18-20, a locator tool 304, FIGS. 14, 16, 17-20 and 22-23, and adjustment tool 306,
FIGS. 14 and 21-23, also referred to as an adjuster tool. Indicator tool 302 and adjuster tool 306
each can nest on top of locator tool 304 as shown and described in more detail below. As
illustrated in FIG. 14, toolset 300 includes in this construction a storage and transport case 308
having a smaller recess 310 for carrying adjuster 306 and a larger recess 312 for carrying
indicator 302 nested with locator 304. Preferably, indicator release button 322 of indicator 302
is received within upper recess 314 when case 308 is closed for storage or transport of toolset
300.

[000102] An exploded view of components for indicator tool 302 is provided in FIG. 15. A
pressure wheel assembly 359 includes a value wheel 350 supported by yoke 336, which is fixed
in track 337 of wheel 350, also referred to as a readout dial. A spindle 334 rotates easily and
securely on synthetic ruby bearings 332 and 338 carried by indicator housing 340 and base 370,
respectively, when wheel assembly 359 is in a released or unlocked condition. Wheel 350
carrics a plurality of paddles or regions, such as paddles 352 and 354 having pressure value
indicia 356 and 358, respectively. Another construction having a circular disc with indicia
regions is shown and described below relative to FIG. 24. Magnets 360 and 362, FIG. 15, are
carried in recesses 351 and 353 of wheel 350 and preferably are fixed with a retaining compound
to metal yoke 336. In one construction, yoke 336 is formed of an alloy such as Ti6AI-4V.
Magnets 360 and 362 have a known north-south polarity which is oriented relative to the various
value indicia on the value wheel 350 so that the proper readout will be provided when the
indicator tool is placed over an implanted valve unit.

[000103] When release button 322 is depressed from a first position to a second position,
FIG. 19A, wheel assembly 359 enters a released condition and pressure value wheel 350 is able
to rotate frecly on spindle 334, FIG. 15. Spring 324 biases release button 322 upwardly so that
gear 330 is normally engaged in the first position by at least one catch, such as inwardly facing
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projections 327 and 329, formed on downward button extensions 326 and 328, respectively, at
the lower portions of button 322. Gear 330 is preferably a bevel gear, more preferably a crown
gear as illustrated in FIG. 15, with at lcast one recess between teeth or cogs, preferably a pair of
opposing recesses, for each pressure indicia to be read on wheel 350. When indicator tool 302 is
positioned with locator tool 304 over a valve unit, such as shown in FIGS. 18-20, wheel
assembly 359, FIG. 15, rotates freely like a compass after button 322 is depressed, until a north-
south polarity is encountered that is stronger than the earth’s magnetic field. Unlike a compass,
wheel assembly 359 preferably is able to spin and properly indicate the actual setting of a valve
unit regardless of the position or orientation of the indicator tool, even when indicator tool 302 is
held vertically or upside-down.
[000104] Magnets 360 and 362 of indicator tool 302 are attracted to magnets in the valve
unit to be read, such as magnets 123 and 125 of valve unit 100 as shown in FIG. 13, for example.
When button 322 is released, spring 324 biases it back to the first position, and projections 327
and 329, FIG. 15, travel upwardly to engage with a pair of recesses which are closest to them to
drive wheel assembly 359 to the closest setting and thereby lock pressure value wheel 350 so that
one pressure value is clearly visible through lens 344 carried by window or opening 342 defined
in upper housing 340. Button 322 is able to translate or reciprocate along indicator axis of
rotation IR but not rotate relative to indicator housing 340. Biased by spring 324, button 322
thereby drives wheel assembly 359 to a discrete pressure value position.
[(000105] Indicator tool 302 can be easily lifted by a clinician from storage case 308 by
grasping raised finger grip section 348. Indicator 302 is aligned with locator 304 so that marker
346, FIGS. 15 and 18, aligns with marker 380, FIG 16, defined on flared surface 400 of locator
tool 304. In some constructions, actual rotation of indicator 302 relative to locator 304 is
prevented by a key, detent or other lock feature on one tool and a corresponding recess or
matching interlock on the other tool. As shown in FIGS. 16 and 18A, for example, the interior of
wall 383 of locator 304 carries a projection 384, preferably a metal stop, which mates with a
recess 349 in the exterior of wall 347 of indicator 302 to align the two tools in a fixed
relationship.
[000106] Locator tool 304 provides a fixed reference relative to an implanted shunt valve
SV carrying a valve unit VU as shown in phantom in FIGS. 17, 19 and 20. Floor 381 of locator
tool 304 defines a specially shaped upper opening 382, FIG. 16, which conforms to the
17
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implanted shunt valve SV, FIGS. 17 and 19. Additionally, lower skirt 386 of locator 304 defines
openings 387 and 388 which receive distal catheter DC and ventricular catheter VC,
respectively. Implanted components are shown in phantom in FIGS. 17 and 19, as are skin SK
and skull SL of a patient.
5 [000107] Additional features on locator tool 304 are utilized with adjuster tool 306. The
interior of wall 383 defines a series of reference points such as recesses 392 and 394, FIG. 16,
each of which can receive a detent such as ball 426 biased by spring 424 within receptacle 422,
FIGS. 21 and 22A, carried by rim 428 of adjuster 306. It is desirable to have a least onc of a
tactile and audible indication, such as a click sound and feel, when ball 426 engages one of the
10 recesses 392 or 394. Also, flared surface 400 carries pressure value indicia such as lowest
pressure sctting 402 and highest pressure sctting 404, FIG. 16, which serve as starting points for
adjuster 306 as described below.
[000108] Typically, a shunt valve having a novel valve unit is initially adjusted before
implantation while it is still in a sterile package. Preferably, the package has a reference indicia
15  such as an arrow. Locator tool 304 is placed over the shunt valve so that marking 380, FIG. 16,
or a marking (not shown) on the underside of floor 381, aligns with the package arrow. Indicator
tool 302 is then fully seated into locator tool 304 so that indicator marking 346, FIGS. 15 and 18,
is aligned with locator marking 380. Button 322 is depressed and held, such as shown in FIG.
19A, until wheel 350, also referred to as a readout dial, stops moving. Button 322 is then
‘ 20 released. The current valve setting will be visible in indicator tool window or opening 342,
through lens 344, FIG. 15. Indicator tool 302 is removed, with the current valve setting locked
‘ in position by the engagement of button projections 327 and 329 with gear 330 as described
above.
[000109] While the shunt valve is still in its sterile package, adjustment tool 306 is inserted
25 into locator tool 304 so that adjustment arrow 438 points to the valve setting number on the
locator tool 304 which corresponds to the actual, current valve setting. The clinician holds the
locator tool 304 with one hand and rotates adjustment tool 306 with the other hand until it points
to the desired valve setting. Once the desired setting is achieved, the adjustment tool 306 is
lifted straight upwards a minimum of 3 c¢m (1.25 inches) before any horizontal motion is

30 imparted to it to avoid possible resetting of the valve unit. It is also desirable to have the
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adjustment tool 306 spaced at least 18 cm (7 inches) from the indicator tool 302 while reading
the actual valve setting to avoid possible influence on the rcading.

(000110] Adjustment tool 306 preferably provides an audible click and a tactile responsc as
it is turned to each setting. Locator tool 304 defines a rotation stop, such as projection 384, FIG.
16, which prevents rotation of adjustment 306 directly from lowest setting 402 to highest setting
404, FIG. 16, or vice versa, to mimic the rotational limits on the valve rotor imposed by
rotational stop 250, FIG. 11, for example. Adjustment tool 306 defines a channel 430, FIG. 21,
bounded by a radially projecting arcuate stop 433 extending from edge 432 to edge 434, which
allows the adjustment tool 306 to be rotated in either direction until an edge 432 or 434 of
arcuate stop 433 contacts projection 380 of locator tool 304.

[000111] A similar procedure is utilized to percutancously indicate and adjust the valve unit
according to the present invention after implantation. The shunt valve is located by palpation. In
one construction, the underside of floor 381, FIG. 16, of locator 304 carries an arrow, and that
arrow is aligned with the direction of fluid flow through the implanted valve. Opening 382 of
the locator tool 304 is centered around the valve unit as shown in FIG. 17. Indicator tool 302 is
then placed fully into the locator tool 304 as shown in FIGS. 19 and 20 so that the markings 346
and 380 are aligned. The button 322 is depressed and held down, FIG. 19A, until the rcadout
disc 350 stops moving. Button 322 is released and the current valve setting value is captured
until button 322 is again depressed for the next reading. Indicator tool 302 then is removed.
[000112] Next, adjustment tool 306 is inserted into locator tool 304 as shown in FIGS. 22
and 23 so that arrow 438 is aligned with the current valve setting, which is not necessarily
aligned with locator marking 380 as shown in FIG. 22. With one hand holding the locator tool
304, the clinician turns the adjustment tool 306 with the other hand until arrow 438 points to the
desired valve setting. Preferably adjustment tool 306 provides an audible click and a tactile
responsc as described above as it is turned to each setting.

[000113] After the desired setting is reached, adjustment tool 306 is lifted dircctly away
from locator tool 304 without further rotation. Preferably, indicator tool 302 is then replaced
into locator tool 304 and another reading is taken to confirm correct valve pressure setting.

Alternatively or in addition to re-usc of the indicator tool, the implanted valve can be imaged
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with x-ray to confirm current valve setting.
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[000114] Returning to FIG.21, components of adjustment tool 306 include a metal yoke
454, such as a bar of 416SS stainless steel, for supporting magnets 450 and 452 in a housing 460.
Preferably, the poles of the magnets are aligned so that one magnet has a “north” polarity at its
basc while the other has an opposite, “south” polarity at its base. A cover 462 defines an
opening 464 which reccives arrow marker 438 in this construction as shown in FIGS. 21-23; in
other constructions, marker 438 is integral with cover 462 or is applicd to its surface after
molding.

[000115] An alternative indicator tool 302a is illustrated in FIGS. 24-25 having a wheel
assembly 359a including a circular readout dial 350a with numerical pressure valuc indicia such
as a first, low sctting 470 of “30” or “1”, representing 30 mm water (294 Pa), and an cighth,
high setting 472 of 400" or “8”, representing 400 mm water (3,920 Pa) as a “virtual off” setting.
Gear 330a is carried by metal yoke 336a, to which are attached magnets 360a and 362a, and
spindle 334a, which turns freely on ruby bearings 332a and 338a supported by shims 474 and
476, respectively, when button 322a is depressed against the biasing force of spring 324a to
move from a first, locked position to a second, released position.

[000116] Stops 480 and 482 of button 322a are catches that are shown engaging horizontal
teeth of gear 330a in FIGS. 24 and 25 in the normal condition for indicator tool 302a. Also
shown are housing bottom 370a and lens 344a carried in upper housing 340a.

[000117] Yet another alternative construction of an indicator tool according to the present
invention is shown in FIG. 26 nested in a locator tool 500 defining an opening 502 in a floor 504.
Indicator tool 510 has a wheel assembly 512 which includes readout dial 514 with performance
setting indicia, metal yoke 516, first crown gear 522 fixed to an upper surface of yoke 516,
magnets 518 and 520 mounted on a lower surface of yoke 516, all rotatable on bearing 517
mounted on platform 524 of indicator housing lower portion 534. Relcase button 530 has an
enlarged head 531 at a lower end and has a second crown gear 532, serving as a catch when
button 530 is in a first position, mounted by press fit at a middle axle scction of button 530. An
upper end of button 530 has a narrowed key element 533 which is movable vertically within slot
537 defined by indicator housing upper portion 538. Rotation of button 530 is prevented by the
interaction of key clement 533 with the side walls of slot 537. Bearing 517 cnables translational,

thrust movement of button 530 as well as enabling rotation of wheel assembly 512.
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[000118] In this construction, the act of nesting indicator tool 510 into locator 500 causes a
portion of head 531 of release button 530 to contact a portion of locator floor 504, near opening
502. which overcomes the downward bias provided by coil spring 540 to move button 530 from
a first, normally locked position to a second, rotatable position as illustrated in FIG. 26. The act
5  of removing indicator tool 510 from locator tool 500 allows spring 540 to automatically drive
second, catch gear 532 downward to mesh with first gear 522 of wheel assembly 512. One of the
performance setting indicia on dial 514 is then readable through magnifying lens 528 to record
the actual setting of a valve unit.
[000119] An alternative adjuster tool 600 is shown in FIGS. 27A and 27B positioned over
10  skin SK of a patient P with an implanted shunt valve 10b having a valve unit 100, which is
similar in construction to shunt valve 10a with valve unit 100a as shown and described above
{ relative to FIG. 1A. A locator tool as described above has been omitted from these drawings,
and everything other than a portion of shunt valve 10b, at a scale of approximately 10X relative
to adjuster tool 600, has been omitted from FIG. 27B for clarity in discussing orientation of
15  magnetic polaritics and axes of magnetization.
[000120] Adjuster tool 600 has an upper housing 602 and a lower housing 604 with an
enlarged floor portion 606 to assist securing magnets 610 and 612 in position. Upper casing 602
has an integral directional arrow 620 for proper alignment with a locator tool and has a marker
622 which confirms directional alignment of upper casing 602 with lower casing 604 during
20  asscmbly.
[000121] Adjuster magnets 610 and 612 are connected by metal yoke 608 and cach has an
axis of magnetization 614 and 616, respectively, which arc substantially parallel in this
' construction as indicated with dashed lines. During adjustment of a valve unit according to the
present invention such as valve unit 100b, axes of magnetization 614 and 616 arc oriented to be
25  substantially parallel to axis of rotation 618 through axle 126b of rotor 120b. In this
construction, adjuster magnet 610 has a south pole S that is oriented to face rotor magnet 123b
and imaging reference ball 129b while north pole N of magnet 612 is oriented to face rotor
magnet 125b. Rotor120b is shown in a constrained condition in FIG. 27B, and is lifted to an
unconstrained condition when the lower surface of adjuster tool 600 approaches within three cm

30 (less than 1.25 inches) of the floor of a locator tool positioned on skin SK, FIG. 27A.
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[000122] Axis of magnetization 630 of rotor magnet 123b is shown having an angle 632
relative to axis of rotation 618, with north pole N facing radially outwardly relative to axis of
rotation 618. Rotor magnet 125b has a similar axis of magnetization, but with south pole S facing
radially outwardly away from axis of rotation 618. Angle 632 is approximately cighty degrees in
this construction. While an angle of ninety degrees from axis of rotation 618 for the axes of
magnetization for rotor magnets 123b and 125b may be most cffective for detection of actual
setting by an indicator tool according to the present invention, it has been found that offset
angles of seventy-five to eighty-five degrees, most preferably approximately eighty degrees, are
suitable for interaction with the adjustment tool 600. Further, having axes of magnetization other
than zero degrees and ninety degrees reduces the likclihood of simultancous de-magnetization of
both rotor magnets when exposed to a magnetic field greater than 3 Tesla or other large
clectromagnetic ficld. In other words, it is preferable for the axes of magnetization of the rotor
magnets to be offsct relative to each other instead of parallel to each other to resist de-
magnetization as well as to encourage binding of axle 126b when exposed to unintended
magnetic fields.

[000123] Instead of controlling opening pressure as described above, the rate of flow of a
bodily fluid can be controlled using adjustable performance settings to regulate passage of the
bodily fluid. A port 700, FIGS. 28 and 29, such as an inlet or an outlet for the bodily fluid in a
casing 702, has a valve mechanism of a spring arm unit positioned at the port. The valve
mechanism includes a movable valve member such as member 710. Only the distal portion of
valve member 710 is shown, terminating in distal end 720. A spring arm unit, otherwise
substantially similar to configurations described above, has a cam follower arm in shdable
contact with the cam surfaces of a rotor and has a resilient spring clement applying a closing
effect with the valve member 710 at the port 700 to establish a flow control setting as the
performance setting for the valve unit. Sufficient rotation of the rotor to change the cam surface
in contact with the cam follower alters the closing effect with which the valve member moves
relative to the port, such as by imparting a sliding action indicated by arrow 722, FIG. 29 as the
spring arm unit pivots, and thereby alters the performance setting of the valve unit in a lincar or
non-linear manner as desired.

[000124] In this construction, movable valve member 710 is integral with the resilient
spring element and defines a non-linear orifice 712 having a wide edge 714 and a narrow cdge
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716. A closed region 718 provides a substantially closed, minimal-flow setting. Fixed guides
730 and 732, FIG. 29, maintain the valve member 710 proximate to inner surface 734 of casing
702.

[000125] The distal end of another construction of a movable valve member 710a for
controlling flow is illustrated in side view in FIG. 30. An initial section 740 is lincar. Member
710a then increases in height beginning at point 742 until a maximum height is reached at point
744 to provide progressive restriction of a port as member 710a is moved in the direction of
arrow 748. A closed region 746 preferably is larger in height than the diameter of a port to be
closed, such as an inlet or an outlet to a housing.

[000126] In many circumstances, more accurate positioning of a tool set relative to an
implanted programmable valve or other adjustable device can be accomplished by determining
both the location and orientation of the implant. It is desirable to decrease rcliance on the
accuracy of a user while positioning the tool set and to increase the likelihood of accurate
indication of actual performance setting of the implant. Positioning tools and methods according
to the present invention guide a user towards appropriate positioning of tools to more accurately
indicate and adjust the setting of an adjustable implant such as a programmable shunt valve
device.

[000127] A positioning tool 800 according to the present invention is shown in FIGS. 31
and 31A having a body 802 defining a centrally located access hole 804, intended to be directly
positioned over the implant with bottom surface 801 resting against the skin of a patient, into
which fits an adjustment tool 810, FIGS. 33 and 33A, having a body 816 and a handle 818
suitable for gripping by a thumb and a finger of a user wearing gloves, or between two gloved
fingers of the user, to enable manipulation of adjustment tool 810 as described in more detail
below.

[000128] Preferably, mechanical interference between the dimensions of the hole 804 and
the adjustment tool 810, which in some constructions is enhanced by a rib, a ridge, or another
feature on the periphery of at least one of the hole 804 and body 816 of adjustment tool 810,
would limit the inward travel of the adjustment tool 810 to minimize or avoid protrusion beneath
the positioning tool 800. It is also desirable to maintain alignment of the adjustment tool 810 if
the implant were to protrude into the hole 804 to bring the patient's skin in contact with the
adjustment tool 810.
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[000129] The positioning tool 800 also defines a storage cavity 806 to hold the adjustment
tool 810 and, preferably, with a material such as nickel iron alloy to contain, that is, to absorb
and redirect, the magnetic flux cmanating from the magnets 812 and 814 within body 816 while
adjustment tool 810 is not being utilized. This storage, preferably with shiclding, is intended as a
safc place for the magnets 812 and 814, so that they do not interfere with the magnetic field
sensing capability of the positioning tool 800, which is described in more detail below. The
terms "magnet” and "magnets" as utilized herein include metals and alloys having properties of
attracting or repelling iron as well as electromechanical mechanisms for generating similar
magnetic fields.

[000130] Positioning tool 800 includes a display 803 in this construction to enable the user
to select the mode of operation and to provide visual feedback to the user. Also included is a
power button 805 and a selection button 807 to cnable the user to navigate the through menu
driven options. Internal circuitry and an energy source such as a battery are also contained
within body 802 in this construction. One technique for operating positioning tool 800 is
described below in relation to FIGS. 35-39.

[000131] An alternative positioning tool 820, FIGS. 32 and 32A includes a moveable bezel
822 with the numbers 1 through 8§ corresponding to the implant scttings, an indicator mark 824
on setting #2, and indications 826 of degrees on body 828 of tool 820, shown in FIG. 32 in five
degree increments from zero to twenty degrees. These could be used in the optimize tool
orientation method described below as an alternative procedure in relation to FIGS. 38-39, where
the 1 & 2™ RC (Rotational Construct, also referred to as a rotor) orientations have been found
and then utilized to calculate how far out of orientation the tool is, where this number is
delivered to the user so that the bezel 822 can be adjusted, such as by manual rotation, to achicve
proper oricntation. As one example, the user moves the bezel 822 so the mark 824 on the center
of setting 2 is at the 5 degrees mark on body 828. The body 828 further defines an access hole
830, an adjustment tool storage recess 832, a power button 834, a display 836, and a mode
sclection button 838 in this construction.

[000132] An adjustment tool 840, FIGS. 34-34A, includes an additional magnet 843,
located in handle 848 on the opposite end to magnets 842 and 844 within body 846, to facilitate
moving the RC during the process described below in relation to FIGS. 38-39 wherein the

adjustment tool 840 is inverted and rotated, while exposing the single pole magnetic field of
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magnet 843 to the implant. Recess 832 is sufficiently deep, as shown in FIG. 32A, to store
adjustment tool 840 and, preferably, contain (absorb and redirect) magnetic flux so as to shield
the magnetic ficld of adjustment tool 840 from other components of positioning tool 820.
[000133] Several techniques to optimize tool location and position are illustrated in FIGS.
35-39. FIGS. 35 and 36 are flow charts showing a technique 900 according to the present
invention to optimize tool location. A user estimates, step 902, the location of an implant such as
a programmable valve, such as by palpation, and places, step 904, a positioning tool according to
the present invention at the approximate location of the implant. The user orients the tool
relative to the approximated longitudinal axis of the valve, that is, in the direction of flow
through the implanted valve. Next the user selects and initiates active magnetic field detection,
step 906, utilizing the positioning tool, wherein the tool first confirms that sufficient field
strength is detected, step 908. If not, the logic returns to step 902, providing audio and/or visual
guidance to the user such as via displays 803 or 836, FIGS. 31 and 32, respectively. One type of
sensor array to accomplish magnetic field detection is described below in relation to FIG. 40.
[000134] Once sufficient field strength is confirmed in step 908, FIG. 35, in one
construction the logic proceeds, line 912 to circled A, to detect the location of the maximum
positive and negative poles, step 914, FIG. 36. The display actively provides visual and/or audio
feedback, step 916, with return to estimating the location of the implant as shown by circled B to
step 902, as the user moves the position of the tool until the tool senses that it is concentric with
the implant, line 918. An optional "position optimized?" step 920, shown in phantom, is
discussed below.

[000135] In one procedure, the tool next determines the implant setting by determining,
step 922, and comparing, step 924, the RC angle, that is, the angle between the user-
approximated direction of flow and the line that passes through the detected maximum positive
and negative peaks from the magnets in the RC, versus a lookup table that has ranges for each
implant setting based on perfect direction of flow.

[000136] FIG. 37 is a flow chart illustrating optimization of tool position, represented by
optional step 920, FIG. 36, such as by changing roll or pitch of the tool. The user first optimizes
the tool location, steps 902 to 916 as described above. The tool is then utilized, line 930 to
circled C proceeding to step 932, FIG. 37, to compare the magnitude of the maximum positive
and negative peaks, wherein the field from the identical implant magnets should be detected as
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identical, step 934, when the tool is placed parallel to the implant. The tool display would convey
to the user the detected imbalance in vector form, and this would actively change as the user
manipulates the roll and pitch of the tool, the logic returning via line 936 to circled B to step 902,
F1G. 35, with the goal to achieve no visual vector of imbalance, line 938 to circled E, FIG. 37,
proceeding to step 922, FIG. 36.

[000137] FIG. 38 is a flow chart showing dctails for optional optimization of tool
orientation, step 940, FIG. 37, such as by detecting yaw relative to a programmable implant
having "setting pockets", also referred to as "pockets", such as the first space or pocket
established between lock stops 170 and 172, FIG. 6A, for a first performance setting and the
second space or pocket established between lock stops 172 and 174, FIG. 6B, for a second
performance setting, wherein an RC such as a rotor can move within each pocket without
changing the performance setting. In this construction the user magnetically moves, step 950 in
FIG. 38, the implant RC to one end of the setting pocket, the tool detects the RC angle, step 952,
and then the user repeats the move, step 954, for the opposite end of that pocket for the same
setting, step 956. In one construction, the maximum angular range of RC movement within a
pocket is approximately 34 degrees for an implant having eight performance settings. One
specialized tool for accomplishing the "pocket check" range of RC movement is adjustment tool
840, FIGS. 34-34A, with additional "checking" single magnet 843 as described above. In other
words, while two magnets are preferred to lift the RC and shift it to a different pocket, only a
single "checking" magnet is needed for a "pocket check" to confirm the actual pocket that the RC
is occupying. Additionally, a "checking" magnet having an opposite polarity is desired to attract
the closest RC magnet instead of trying to repel the RC magnet during the pocket check. In
another construction, one or more "checking" magnets are located within a tool that
automatically and sequentially attracts the RC to the angular limits of the setting pocket.
[000138] In one procedure, the logic proceeds to circled F and to step 924, FIG. 36, with a
more accurate valve setting displayed, step 926. The angular range-of-movement window
described by the two arcuate ends of the pocket is information that, when compared to a lookup
table, step 924, would significantly incrcase the level of confidence of the reported implant
sctting. In other words, with only a single RC angle that is near the border between two settings,
an incorrect determination can more casily be made than in the casc where an RC window
(formed by two angles) is provided, that is smaller than the sctting window, so that simply the
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largest percent of the RC window that resides in any particular implant setting window
determines the Implant setting.
[000139] For example, if the tool detects a field that is 37 degrees relative to the assumed
longitudinal axis of the implant, it could be interpreted as either setting #2 or setting #3.
5  However, when the RC is moved to the extremes of rotational travel within a pocket, without
changing the performance setting of the implant, if the detected field ranges from 35 degrees to
62 degrees, the implant must be at setting #2. By comparison, if the detected ficld ranges from
15 degrees to 38 degrees, it must be at setting #3. Neither precise positioning of the tool nor
repositioning of the tool for the purpose of setting indication is necessary, unless gross miss-

10 positioning of the tool is detected.

[000140] In another construction, the logic proceeds from step 920, FIG. 36, dircctly to step
950, FIG. 38, as shown by the dash-circled C at the top of FIG. 38. In yet another construction,
the logic proceeds from step 956, FIG. 38, to step 932, FIG. 37, as shown by the dash-circled F
at the top of FIG. 37.

15 [000141] FIG. 39 is a flow chart showing optional further steps from step 956, FIG. 38, via
dash-circled letter G to step 960, FIG. 39, to optimize tool orientation by moving all or a portion
of a tool. In addition to greater confidence in the setting reading, this method can be used to
provide feedback to the user to correct the tool yaw. Improved tool yaw ensures that, during the
adjustment of the implant, the adjustment magnet properly de-couples with the RC when it is

20  positioned in the center of the pocket, so that it can drop in the correct setting pocket and enter
the ‘locked’ position immediately. The feedback, step 960, can be in a manner similar to the
Optimize Tool Location method of FIGS. 35-36, wherein the user rotates the tool, step 962, until,
for example, a visible seconds hand reaches 12 o‘clock position. After each rotation of the tool
or a portion thereof, such as by holding the bezel 822 in position while moving the tool body

25 828, FIG. 32, or by moving only the bezel as described below, the logic proceeds as shown by
circled D to step 950, FIG. 38. When the tool is correctly oriented, step 960, the logic proceeds
as shown by circled F to step 924, FIG. 36.

[000142] Alternatively the display provides a numerical output to the user that references
markings on the positioning tool and markings on a rotatable bezel. For example, if the tool is

30  intended to be oriented such that the longitudinal axis of the tool is aligned with the direction of

flow through the implant, then the setting #2 should be at approximately 6 o’clock. In Fig. 32,
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the moveable bezel 822 has a mark 824 for the center of setting #2, and the tool 820 has angular
increments 826. Here the display 836 can convey to the user that, based on the detected RC
window, the current orientation of the bezel should be rotated to align the mark at setting #2 with
some value in degrees on the Tool, to correct the yaw of the bezel, where the bezel will dictate
the position of the adjustment magnet upon completion of the implant setting change procedure.
[000143] FIG. 40 is a schematic diagram of three sensor arrays 1002, 1004 and 1006 for a
positioning tool 1000 according to the present invention, each array sensing three different axes
(a) X, Y, Z, (b) X, Y',Z' and (c) X", Y" and Z", respectively. In one construction, each array
1002, 1004 and 1006 has three Hall effect sensors, cach sensor arranged along an axis different
from that of the other sensors. In other constructions, each array has one, two, or differing
numbers of sensors. Working together, the sensor arrays preferably are able to detect the
magnetic field midpoint between the north and south poles of the RC (Rotational Construct) of
the implanted programmable valve, as well as the relative direction of the field, or axis of the
field, in three-dimensional space. This information is then utilized to dircct the user to best
position the locator and/or indicator tools relative to the implanted valve.

[000144] FIGS. 41A and 41B are examples of displayed mode and guidance to a user,
respectively, such as for the display screens shown in FIGS. 31 and 32. Screen 1010, FIG. 41A,
displays message 1013 stating "OPTIMIZE LOCATION" to indentify the selected mode, such as
the mode depicted in FIGS. 35-36. Screen 1014, FIG. 41B, displays a directional arrow 1016 to
guide the user to move the tool in the indicated direction. In one construction, arrow 1016 1s a
vector-type arrow in which the amount of distance to be traveled is depicted by the length or
other magnitude of arrow 1016.

[000145] FIGS. 42A-42C arc top views of alternative displays 1024 guiding a user
utilizing indicator tool 1020 which, in one construction, is positioned within a locator tool 1022.
The centered dot or small circle 1026a, FIG. 42A, depicts the desired centered, concentric
location over the implanted valve, as represented by dashed oval or lozenge-shaped image
1028a. Arrow 1026b, FIG. 42B, indicates movement needed to achieve centering over the
implanted valve, represented by image 1028b. Similarly, arrow 1026¢, FIG. 42C, provides
another example of the direction a user should move the indicator and/or locator tools to achieve

an optimum location relative to image 1028c.
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[000146] Magnetic detection of an implanted valve is limited both by the quality of the
sensing capabilities of the detection tool as well as by the proximity to the implanted valve that is
afforded to the sensors of the tool. Limiting how close the sensors can be positioned relative to
cach other and to the implanted valve can result in less than optimum setting indication and
adjustment. Additionally, exposure of sensors to a significant magnetic field can affect the
performance of the sensors, to the extent that additional steps must be performed to re-zero or re-
calibrate the sensors.

[000147] Several constructions of an improved positioning toolset according to the present
invention have an indicator tool which is also referred to as a detection tool, one or more locator
features such as a separate locator tool or integral locator elements, and an adjustment tool
which, in some constructions, also has locator elements. The detection tool electronically senses
the location of the implanted valve and provides feedback to the user to optimize the position of
the tool relative to the implanted valve. The detection tool is capable of detecting the valve
setting based on the direction of the magnetic field detected, instcad of relying on the orientation
of the tool as positioned by the user based on an estimate of valve orientation.

[000148] The locator feature utilizes the optimized location from the detection tool to
establish the same optimal position for subsequent placement of the adjustment tool. In one
construction, a detection tool 1030 according to the present invention, FIG. 43, having a liquid
crystal or light-emitting diode display 1032 within a rim 1034 above a body 1036, is placed into
opening 1042 of a separate locator tool 1040, FIG. 44, having markings 1044 on a rim 1045
above a body 1047, and a floor 1046 preferably having an implant-shaped cutout as described
above.

[000149] Detection tool 1030 nested within locator tool 1040 is placed upon the patient in
the vicinity of the implanted valve. A user is then prompted visually via display 1032 and/or by
audio commands generated by tool 1030 to move the position of the nested tools to achieve an
optimal location directly above the implanted valve, such as described above in relation to FIGS.
35-39. Once an optimum position is achicved, detection tool 1030 indicates the actual sctting of
the valve, and then detection tool 1030 is removed while locator tool 1040 is kept in position.
[000150] An adjustment tool 1050, FIG. 45, having a body 1052 containing one or more
magnets and having a handle 1054, is then nested within the locator tool 1040 and utilized as
described above to alter the valve setting as desired. Markings 1044 on rim 1045 guide the user
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during rotation of the adjustment tool 1050 to the desired setting. Confirmation of the valve
setting change can be performed by exchanging the adjustment tool 1050 with the detection tool
1030 while maintaining locator tool 1040 in the same position, or by removing both the locator
tool 1040 and the adjustment tool 1050 before returning detection tool 1030 to that position on
the patient.

[000151] Another construction of an improved toolsct according to the present invention
has a detection tool with integral external locator features, and an adjustment tool with similar
external locator features. Detection tool 1060, FIG. 46, has a display 1062 within a body 1064
and marking guides 1066 and 1068 which are placed in proximity to the skin of a patient. A
user follows prompts from detection tool 1060 to achicve an optimal location directly above an
implanted valve, and then display generates an audio and/or visual indication of current valve
setting. A standard pen or skin marker is then utilized by a user to create visible marks on the
patient using marking guides 1066 and 1068 for reference. Detection tool 1060 is then removed.
[000152] An adjustment tool 1070, FIG. 47, is then positioned on the patient to align
marking guides 1076 and 1078 on body 1072 with the visible marks on the patient. Adjustment
member 1050a with handle 1054a and internal magnets is then rotated within body 1072 to
change valve setting as desired with reference to markings 1074 on body 1072, which is held
stationary. Confirmation of correct valve setting can be performed by exchanging detection tool
1060 for adjustment tool 1070 using the visible marks on the patient for reference.

[000153] As will be readily apparent from the above description, independent detection and
adjustment tools according to one aspect of the present invention enables the detection tool to be
smaller, simpler, and gencrally isolated from magnets within the adjustment tool. This
climinates the need to re-zero sensors within the detection tool that would otherwise occur if the
detection tool was exposed to one or more magnetic ficlds of the adjustment tool. In some
constructions, sensors can be placed closer together within the detection tool to enable more
precise detection of the magnetic field of one or more magnets associated with the implant. In
certain constructions, instead of Hall effect sensors, onc or more sensor arrays are an array of
other types of magnet field sensors, including purpose-built sensors, capable of detecting the
three-dimensional orientation of a magnetic field. In a number of constructions, the array is a

solid statc component incorporating multiple single- or multi-plane magnetic field detectors.
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[000154] Thus, while there have been shown, described, and pointed out fundamental
novel features of the invention as applied to a preferred embodiment thercof, it will be
understood that various omissions, substitutions, and changes in the form and details of the
devices illustrated, and in their operation, may be made by those skilled in the art without
departing from the spirit and scope of the invention. For example, it is expressly intended that
all combinations of those elements and/or steps that perform substantially the same function, in
substantially the same way, to achieve the same results be within the scope of the mvention.
Substitutions of elements from one described embodiment to another are also fully intended and
contemplated. It is also to be understood that the drawings arc not necessarily drawn to scale,
but that they are merely conceptual in nature. It is the intention, therefore, to be limited only as
indicated by the scope of the claims appended hereto.

[000155] Every issued patent, pending patent application, publication, journal article, book

or any other reference cited herein is each incorporated by reference in their entirety.
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What is claimed is:

I A method of positioning a toolsct on the exterior of a patient relative to a magnetically
adjustable device implanted in the patient, the implanted device including a rotor having an axis
of rotation and at least one rotor magnet, the rotor having a range of arcuatc motion within each
of a plurality of selectable performance settings without altering a selected performance setting
for the implanted device, the method comprising:

estimating a location on the exterior of the patient above the implanted device;

moving the toolset to the estimated location;

detecting the location of at least one of @ maximum positive pole valuc and a maximum
negative pole value of the rotor magnet at a current performance setting;

moving the toolset relative to the at least one detected maximum pole value;,

moving the rotor in a first arcuate direction and detecting a first limit of travel without
altering the current performance setting;

moving the rotor in a sccond, opposite direction and detecting a second limit of travel
without altering the current performance setting;

comparing the first and second limits of travel with known values for the plurality of
sclectable performance settings; and

indicating the current performance setting of the implanted device.
2. The method of claim 1 wherein the rotor is disposed at a first location in a casing of the
implanted device and has an axle which turns about the axis of rotation, the rotor defining a
plurality of radially flat cam surfaces, each cam surface occupying an arc about the axis of
rotation.
3. A method of positioning a toolsct on the exterior of a patient relative to a magnetically
adjustable valve unit implanted in the patient, the implanted valve unit including a rotor having
an axis of rotation and at least two rotor magnets, the rotor having a range of arcuatc motion
within each of a plurality of sclectable performance settings in which the rotor is constrainable
without altering a selected performance setting for the implanted valve unit, the method
comprising:

estimating a location on the exterior of the patient above the implanted valve unit;
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moving the toolset to the estimated location,

detecting the location of at lcast one maximum positive pole value and at least one
maximum negative pole value of the rotor magnets at a current performance setting;

moving the toolset relative to the at least two detected maximum pole values;

moving the rotor in a first arcuate direction and detecting a first limit of travel without
altering the current performance setting;

moving the rotor in a sccond, opposite dircction and detecting a second limit of travel
without altering the current performance setting;

comparing the first and second limits of travel with known values for the plurality of
selectable performance settings; and

indicating the current performance setting of the implanted valve unit.
4, The method of claim 3 wherein the rotor is disposed at a first location in a casing of the
implanted device and has an axle which turns about the axis of rotation, the rotor defining a
plurality of radially flat cam surfaces, each cam surface occupying an arc about the axis of
rotation.
5. The method of claim 4 wherein the radially flat cam surfaces are positioned about the
rotor in a successive arrangement from an innermost cam surface to an outermost cam surface
such that a radial distance from the axis of rotation for each successive cam surface is larger than
the radial distance of each preceding cam surface until a greatest radial distance is defined at the
outermost cam surface.
6. The method of claim 4 wherein the rotor is also movable along the axis of rotation from a
constrained condition, in which the rotor is constrained to rotate in an arc no greater than the arc
of the cam surface in contact with a cam follower for the current performance setting, to an
unconstrained condition.
W The method of claim 3 wherein cach rotor magnet has an axis of magnetization that is
transverse to the axis of rotation.
8. The method of claim 7 wherein the magnets are spaced on opposite sides of the rotor and
each magnet has an axis of magnetization that is arranged to lic between forty-five degrees to
ninety degrees relative to the axis of rotation.
9. The method of claim 6 wherein the casing defines a plurality of lock stops and the rotor
defines at lcast one tooth which is engagable with at least one lock stop when the rotor is in the
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constrained condition and which does not engage the lock stops when the rotor is in the
unconstrained condition.
10.  The method of claim 6 further including positioning a setting adjuster tool, having
magnets which have sufficient attractive strength with the rotor magnets to lift the rotor from the
constrained condition to the unconstrained condition, in proximity with the valve unit external to
the patient, to enable adjustment of the rotor from an actual setting to another setting.
1. The method of claim 10 wherein the adjuster magnets have at least one axis of
magnetization that is alignable substantially in parallel with the axis of rotation of the rotor.
12. A positioning toolset suitable for indicating and adjusting the current performance setting
of a magnetically adjustable device implanted in a patient, the implanted device having at least
one magnet aligned with the current performance setting of the device, the toolset comprising:

an indicator tool with at least one sensor that detects the location of the implanted device
and determines the current performance setting of the implanted device, the indicator tool being
capable of guiding a user to move the indicator tool to an optimum position relative to the
implanted device and including at least one locating feature to designate the optimum position of
the indicator tool; and

an adjustment tool having at least one adjustor magnet and at least one locating feature to
align the adjustment tool with the optimum position of the indicator tool, the adjustor magnet
being movable relative to the at least one locating feature to change the performance setting of
the implanted device.
13.  The toolset of claim 12 wherein the at lcast one locating feature of the indicator tool is
independent from the at least one locating feature of the adjustment tool.
14.  The toolset of claim 13 wherein at least one of the locating features of the indicator tool
and the adjustment tool is a marking guide capable of assisting a user in placing and aligning a

reference mark on a patient.
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Abstract

A method and toolset capable of remotely moving a rotor of an implanted device in a first
arcuatc direction and detecting a first limit of travel, moving the rotor in a second, opposite
direction and detecting a second limit of travel without altering the current performance setting
of the implanted device, comparing the first and second limits of travel with known values for a
plurality of selectable performance settings, and indicating the current performance setting of the

implanted device.
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| hereby revoke all previous powers of attorney given in the application identified in the attached transmittal letter.

E] | hereby appoint Practitioner(s) associated with the following Customer Number as my/our attorney(s) or agent(s), and to
transact all business in the United States Patent and Trademark Office connected therewith for the application referenced
in the attached transmittal letter (form PTO/AIA/82A or equivalent):

OR

D | hereby appoint Practitioner(s) named below as my/our attorney(s) or agent(s), and to transact all business in the
United States Patent and Trademark Office connected therewith for the application referenced in the attached
transmittal letter (form PTO/AIA/82A or equivalent):

Number Number

. =

Please recognize or change the correspondence address for the application identified in the attached

transmittal letter to:

|E| The address associated with the above-mentioned Customer Number.

OR
D The address associated with Customer Number:

OR

Firm or
Individual Name

Address

City [ state | [ Zip]
Country
Telephone [ Email |
| am the Applicant:

|:] Inventor or Joint Inventor

DLegal Representative of a Deceased or Legally Incapacitated Inventor

EAssignee or Person to Whom the Inventor is Under an Obligation to Assign
Person Who Otherwise Shows Sufficient Proprietary Interest (e.g., a petition under 37 CFR 1.46(b)(2) was
granted in the application or is concurrently being filed with this document)
SIGNATURE of Applicant for Patent
Signature /Brian S. Tomko/ Date June 28,2013
| Name Brian S. Tomko Telephone | 732-524-1239
Title and Company | Assistant Secretary, DePuy Syrihes Products, LLC

NOTE: Signature - This form must be signed by the applicant in accordance with 37 CFR 1.33. See 37 CFR 1.4 for signature requirements and
certifications. Submit multiple forms for more than one signature, see below *.

— Registration - Registration

I
I:' *Total of forms are submitted.

This collection of information is required by 37 CFR 1.31, 1.32 and 1.33. The information is required to oblain 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 take 3 minutes to complete,
including gathering, preparing, and submitting the completed application form lo the USPTQ. Time will vary depending upon the individual case. Any comments on
the amount of time you require lo complete this form andfor suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, U.S. Department of Commerce, 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.

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2. k}(]__?
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection

with your submission of the attached form related to a patent application or patent. Accordingly,
pursuant to the requirements of the Act, please be advised that: (1) the general authority for the
collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary;
and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark

Office is to process and/or examine your submission related to a patent application or patent. If you do
not furnish the requested information, the U.S. Patent and Trademark Office may not be able to
process and/or examine your submission, which may result in termination of proceedings or
abandonment of the application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

4

The information on this form will be treated confidentially to the extent allowed under the
Freedom of Information Act (5 U.S.C. 552) and the Privacy Act (5 U.S.C 552a). Records from
this system of records may be disclosed to the Department of Justice to determine whether
disclosure of these records is required by the Freedom of Information Act.

A record from this system of records may be disclosed, as a routine use, in the course of
presenting evidence to a court, magistrate, or administrative tribunal, including disclosures to

opposing counsel in the course of settlement negotiations.
A record in this system of records may be disclosed, as a routine use, to a Member of

Congress submitting a request involving an individual, to whom the record pertains, when the
individual has requested assistance from the Member with respect to the subject matter of the
record.

A record in this system of records may be disclosed, as a routine use, to a contractor of the
Agency having need for the information in order to perform a contract. Recipients of
information shall be required to comply with the requirements of the Privacy Act of 1974, as
amended, pursuant to 5 U.S.C. 552a(m).

A record related to an International Application filed under the Patent Cooperation Treaty in
this system of records may be disclosed, as a routine use, to the International Bureau of the

World Intellectual Property Organization, pursuant to the Patent Cooperation Treaty.
A record in this system of records may be disclosed, as a routine use, to another federal

agency for purposes of National Security review (35 U.S.C. 181) and for review pursuant to

the Atomic Energy Act (42 U.S.C. 218(c)).
A record from this system of records may be disclosed, as a routine use, to the Administrator,

General Services, or his/her designee, during an inspection of records conducted by GSA as
part of that agency's responsibility to recommend improvements in records management
practices and programs, under authority of 44 U.S.C. 2904 and 2906. Such disclosure shall
be made in accordance with the GSA regulations governing inspection of records for this
purpose, and any other relevant (i.e., GSA or Commerce) directive. Such disclosure shall not
be used to make determinations about individuals.

A record from this system of records may be disclosed, as a routine use, to the public after
either publication of the application pursuant to 35 U.S.C. 122(b) or issuance of a patent
pursuant to 35 U.S.C. 151. Further, a record may be disclosed, subject to the limitations of 37
CFR 1.14, as a routine use, to the public if the record was filed in an application which

became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public inspection or an
issued patent.

A record from this system of records may be disclosed, as a routine use, to a Federal, State,
or local law enforcement agency, if the USPTO becomes aware of a violation or potential
violation of law or regulation.
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Approved for use through 01/31/2014. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1895, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

Attorney Docket Number | COD5223USCIP1

Application Data Sheet 37 CFR 1.76 —
Application Number

Title of Invention | METHOD AND TOOLS FOR IMPLANTED DEVICE

The application data sheet is part of the provisional or nonprovisional application for which it is being submitted. The following form contains the
bibliographic data arranged in a format specified by the United States Patent and Trademark Cffice as outlined in 37 CFR 1.76.

This document may be completed electronically and submitted to the Office in electronic format using the Electronic Filing System (EFS) or the
document may be printed and included in a paper filed application.

Secrecy Order 37 CFR 5.2

Portions or all of the application associated with this Application Data Sheet may fall under a Secrecy Order pursuant to
[] 37 CFR 5.2 (Paper filers only. Applications that fall under Secrecy Order may not be filed electronically.)

Inventor Information:

Inventor 1
Legal Name
Prefix| Given Name Middle Name Family Name Suffix
STEPHEN = WILSON
Residence Information (Select One) (¢ US Residency () Non US Residency (0) Active US Military Service
City | NORTH EASTON State/Province | MA | Country of Residence | | US

Mailing Address of Inventor:

Address 1 c/o DEPUY SYNTHES PRODUCTS, LLC

Address 2 325 Paramount Drive

City Raynham | State/Province MA
Postal Code | 02767 | Country 1 | US

All Inventors Must Be Listed - Additional Inventor Information blocks may be
generated within this form by selecting the Add button.

Correspondence Information:

' Enter either Customer Number or complete the Correspondence Information section below.
For further information see 37 CFR 1.33(a).

[] An Address is being provided for the correspondence Information of this application.

Customer Number

201777

Email Address

JNJUSPATENT@CORUS.INJ.COM

[ Add Email |

|[Remove Email

Application Information:

Title of the Invention

METHOD AND TOOLS FOR IMPLANTED DEVICE

Attorney Docket Number| COD5223USCIP1 Small Entity Status Claimed [ |
Application Type Nonprovisional

Subject Matter Utility

Suggested Class (if any) ‘Sub Class (if any) ‘

Suggested Technology Center (if any)

Total Number of Drawing Sheets (if any)

25

Suggested Figure for Publication (if any)

35

EFS Web 2.2.3

; __) e K
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PTO/AIA/14 (08-12)
Approved for use through 01/31/2014. OMB 0851-0032

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

Attorney Docket Number | COD5223USCIP1

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | METHOD AND TOOLS FOR IMPLANTED DEVICE

Publication Information:

[] Request Early Publication (Fee required at time of Request 37 CFR 1.219)

Request Not to Publish. 1 hereby request that the attached application not be published under

35 U.S.C. 122(b) and certify that the invention disclosed in the attached application has not and will not be the
subject of an application filed in another country, or under a multilateral international agreement, that requires

publication at eighteen months after filing.

Representative Information:

Representative information should be provided for all practitioners having a power of attomey in the application. Providing
this information in the Application Data Sheet does not constitute a power of attorney in the application {see 37 CFR 1.32).

‘ither enter Customer Number or complete the Representative Name section below. If both sections are completed the customer
Number will be used for the Representative Information during processing.

Please Select One: (e) Customer Number (O US Patent Practitioner | (O Limited Recognition (37 CFR 11.9)

Customer Number 2T

Domestic Benefit/National Stage Information:

This section allows for the applicant to either claim benefit under 35 U.S.C. 119(e), 120, 121, or 365(c) or indicate
National Stage entry from a PCT application. Providing this information in the application data sheet constitutes the
specific reference required by 35 U.S.C. 119(e) or 120, and 37 CFR 1.78.

Prior Application Status | Pending Remove
Application Number Continuity Type Prior Application Number | Filing Date (YYYY-MM-DD)
Continuation in part of 13/705009 2012-12-04
Prior Application Status | Patented Remove
Application . Prior Application Filing Date Issue Date
Number Continuity Type N (YYYY-MM-DD) Patent Number (YYYY-MM-DD)
13/705009 Division of 12/858183 2010-08-17 8322365 2012-12-04
Additional Domestic Benefit/National Stage Data may be generated within this form
by selecting the Add button.

Foreign Priority Information:

This section allows for the applicant to claim benefit of foreign priority and to identify any prior foreign application for which priority is
not claimed. Providing this information in the application data sheet constitutes the claim for priority as required by 35 U.8.C. 119(b)
and 37 CFR 1.55(a).

| Remove |
Application Number Country i Filing Date (YYYY-MM-DD) Priority Claimed
® Yes (O No
Additional Foreign Priority Data may be generated within this form by selecting the
Add button. -m ot

EFS Web 223
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PTO/AIA14 (08-12)

Approved for use through 01/31/2014, OMB 0851-0032

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

Attorney Docket Number | COD5223USCIP1
Application Number

Application Data Sheet 37 CFR 1.76

Title of Invention | METHOD AND TOOLS FOR IMPLANTED DEVICE

Authorization to Permit Access:

Authorization to Permit Access to the Instant Application by the Participating Offices

If checked. the undersigned hereby grants the USPTO authority to provide the European Patent Office (EPO),

the Japan Patent Office (JPQ), the Korean Intellectual Property Office (KIPO), the World Intellectual Property Office (WIPO),
and any other intellectual property offices in which a foreign application claiming priority to the instant patent application

is filed access to the instant patent application. See 37 CFR 1.14(c) and (h). This box should not be checked if the applicant
does not wish the EPO, JPO, KIPO, WIPO, or other intellectual property office in which a foreign application claiming priority
to the instant patent application is filed to have access to the instant patent application.

accordance with 37 CFR 1.14(h)(3), access will be provided to a copy of the instant patent application with respect
to: 1) the instant patent application-as-filed; 2) any foreign application to which the instant patent application
claims priority under 35 U.S.C. 119(a)-(d) if a copy of the foreign application that satisfies the certified copy requirement of
37 CFR 1.55 has been filed in the instant patent application; and 3) any U.S. application-as-filed from which benefit is
sought in the instant patent application.

In accordance with 37 CFR 1.14(c), access may be provided to information conceming the date of filing this Authorization.

Applicant Information:

Providing assignment information in this section does not substitute for compliance with any requirement of part 3 of Title 37 of CFR
to have an assignment recorded by the Office.

Applicant 1

If the applicant is the inventor (or the remaining joint inventor or inventors under 37 CFR 1.45), this section should not be completed.

\e information to be provided in this section is the name and address of the legal representative who is the applicant under 37 CFR
_43: or the name and address of the assignee, person to whom the inventor is under an obligation to assign the invention, or person
who otherwise shows sufficient proprietary interest in the matter who is the applicant under 37 CFR 1.46. If the applicant is an
applicant under 37 CFR 1.46 (assignee, person to whom the inventor is obligated to assign, or person who otherwise shows sufficient
proprietary interest) together with one or more joint inventors, then the joint inventor or inventors who are also the applicant should be
identified in this section.

Remove

@ Assignee O Legal Representative under 35U S C 117

& Person to whom the inventor is obligated to assign. (O Person who shows sufficient proprietary interest

If applicant is the legal representative, indicate the authority to file the patent application, the inventor is:

Name of the Deceased or Legally Incapacitated Inventor :

If the Assignee is an Organization check here.

Organization Name | pepyy SYNTHES PRODUCTS, LLC

EFS Web 223 : ) /=K
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PTO/AIA/14 (0B-12)

Approved for use through 01/31/2014. OMB 0851-0032

U.S, Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OME control number.

Attorney Docket Number | COD5223USCIP1
Application Number

Application Data Sheet 37 CFR 1.76

Title of Invention | METHOD AND TOOLS FOR IMPLANTED DEVICE

Mailing Address Information:

Address 1 325 Paramount Drive

Address 2

City Raynham State/Province MA

Country i| US Postal Code 02767

Phone Number Fax Number 732-524-2808

Email Address JNJUSPATENT@CORUS.JNJ.COM
Additional Applicant Data may be generated within this form by selecting the Add button.
Signature: Remove

NOTE: This form must be signed in accordance with 37 CFR 1.33. See 37 CFR 1.4 for signature requirements and
certifications

Signature |/Brian S. Tomko/ Date (YYYY-MM-DD)| 2013-06-28
First Name | Brian S. Last Name | Tomko Registration Number | 41349
Additional Signature may be generated within this form by selecting the Add button.

This collection of information is required by 37 CFR 1.76. 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 23 minutes to complete, including gathering, preparing, and submitting the completed application data
sheet 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, 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.

EFSWeb223
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the attached form related to
a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be advised that: (1) the general authority for the collection
of this information is 35 U.S.C. 2(b)(2); (2) fumishing of the information solicited is voluntary; and (3) the principal purpose for which the information is
used by the U.S. Patent and Trademark Office is to process and/or examine your submission related to a patent application or patent. If you do not
fumish the requested information, the U.S. Patent and Trademark Office may not be able to process and/or examine your submission, which may
result in termination of proceedings or abandonment of the application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

1. The information on this form will be treated confidentially to the extent allowed under the Freedom of Information Act (5 U.S.C. 552)
and the Privacy Act (5 U.S.C. 552a). Records from this system of records may be disclosed to the Department of Justice to determine
whether the Freedom of Information Act requires disclosure of these records.

2. A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence to a court, magistrate, or
administrative tribunal, including disclosures to opposing counsel in the course of settlement negotiations.

3. A record in this system of records may be disciosed, as a routine use, to a Member of Congress submitting a request involving an
individual, to whom the record pertains, when the individual has requested assistance from the Member with respect to the subject matter of
the record.

4. A record in this system of records may be disclosed, as a routine use, to a conlractor of the Agency having need for the information in
order to perform a contract. Recipients of information shall be required to comply with the requirements of the Privacy Act of 1974, as
amended, pursuant to 5 U.S.C. 552a(m).

5. A record related to an International Application filed under the Patent Cooperation Treaty in this system of records may be disclosed,
as a routine use, to the International Bureau of the World Intellectual Property Organization, pursuant to the Patent Cooperation Treaty.

6. A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes of National Security
review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act (42 U.5.C. 218(c)).

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or his/her designee,
during an inspection of records conducted by GSA as part of that agency’s responsibility to recommend improvements in records
management practices and programs, under authority of 44 U.S.C. 2804 and 2906. Such disclosure shall be made in accordance with the
GSA regulations governing inspection of records for this purpose, and any other relevant (i.e., GSA or Commerce) directive. Such
disclosure shall not be used to make determinations about individuals.

8. A record from this system of records may be disclosed, as a routine use, to the public after either publication of the application pursuan
to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record may be disclosed, subject to the limitations of 37
CFR 1.14, as a routine use, to the public if the record was filed in an application which became abandoned or in which the proceedings were
terminated and which application is referenced by either a published application, an application open to public inspections or an issued
patent.

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law enforcement agency, if the
USPTO becomes aware of a violation or potential violation of law or regulation.
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