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ABSTRACT

A method of operating a remote medical navigation system
using ultrasound, employs ultrasound imaging from a medi-
cal device to supplement or to replace conventional x-ray
imaging of the operating region during navigation.
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OPERATION OF A REMOTE MEDICAL
NAVIGATION SYSTEM USING ULTRASOUND
IMAGE

CROSS-REFERENCE TO RELATED
APPLICATIONS

[0001] This application claims the benefit of U.S. Provi-
sional Patent Application Ser. No. 60/697,321, filed Jul. 7,
2005, Ser. No. 60/697,823 filed Jul. 8, 2005, and Ser. No.
60/698,522 filed Jul. 12, 2005, the entire disclosures of
which are incorporated herein by reference.

BACKGROUND OF THE INVENTION

[0002] This invention relates to the operation of remote
medical navigation systems, and in particular to the opera-
tion of such systems using ultrasound imaging, preferably
with reduced reliance on x-ray imaging.

[0003] Remote navigation systems have been developed
that permit the distal end of a medical device disposed in a
subject’s body to be remotely controlled so that the device
can be navigated through the body, for example through a
subject’s vasculature. Such systems include magnetic navi-
gation systems which use one or more external source
magnets (either permanent magnets of electromagnets) to
create a magnetic field in a direction that causes magneti-
cally responsive elements on the medical device to align in
a desired direction. Such systems also include mechanical
systems which use push wires and pull wires, or gears, or
other elements to orient a medical device directly or to orient
a guide that orients the medical device.

[0004] While remote medical navigation systems are mak-
ing navigation of medical devices through the body faster
and easier and are finding an increasing number of applica-
tions, physicians are accustomed to watching the procedure
on fluoroscopic images in order to control the medical
device. This can result in significant exposures to subjects
and even greater exposures to physicians and healthcare
practitioners who might participate in several procedures per
day.

[0005] Another significant advantage of some of the
embodiments of the present invention derives from remov-
ing live fluoroscopy in favor of ultrasound guidance during
a magnetic navigation, which allows the field source mag-
nets to be much closer to the subject, since ultrasound
equipment is smaller and space for x-ray equipment and
beams need not be interfered with. The much closer navi-
gation source magnets can be drastically reduced in size and
cost. In addition, suite and equipment shielding will be
greatly reduced in complexity and expense, as will floor
support needed for the large source magnets such as the
Niobe magnet (available from Stereotaxis, Inc., St. Louis,
Mo.). Even when fluoroscopy is used in an aiding fashion,
it can be removed during the magnetic navigation to retain
some or all of these advantages.

SUMMARY OF THE INVENTION

[0006] The present invention relates to the control of
remote medical navigation systems, and in particular to the
control of remote medical navigation systems using ultra-
sound imaging. The use of ultrasound can help improve
control of the medical navigation, and in at least some

Feb. 15,2007

instances may reduce or eliminate the need for x-ray imag-
ing during navigation, especially during magnetic naviga-
tion.

[0007] In accordance with one aspect, embodiments of the
invention provide a method of operating a remote navigation
system that orients the distal end of a medical device in an
operating region in a subject using external ultrasound
imaging. The methods of these embodiments comprise ultra-
sonically imaging the operating region; registering the ultra-
sonic imaging system relative to the remote navigation
system; displaying an image of the operating region
obtained from the ultrasonic imaging; indicating a desired
direction of movement on the displayed image; controlling
the remote navigation system to orient the distal end of the
medical device in the desired direction of movement.

[0008] Inaccordance with another aspect of this invention,
embodiments of the invention provide a method of operating
a remote navigation system that orients the distal end of a
medical device in an operating region in a subject using
external ultrasound imaging. The methods of these embodi-
ments comprise ultrasonically imaging the operating region;
registering the ultrasonic imaging system relative to the
remote navigation system; displaying an image of the oper-
ating region obtained from the ultrasonic imaging; indicat-
ing a desired destination for the distal end of the medical
device; and controlling the remote navigation system to
orient the distal end of the medical device in a direction to
reach the desired destination.

[0009] Inaccordance with another aspect of this invention,
embodiments of the invention provide a remote medical
navigation system for remotely orienting the distal end of a
medical device in an operating region in a subject. The
systems of these embodiments comprise a subject support;
and a pair of generally opposed magnet units disposed on
opposite sides of a subject on the support. Each magnet unit
comprises a magnet and a support for moving the magnet to
selectively change the direction of a magnet field applied at
an operating point between the magnet units. At least one of
the subject support and the pair of magnet units is movable
to change the location of the operating point in a subject on
the subject support.

[0010] Inaccordance with another aspect of this invention,
embodiments of the invention provide a remote medical
navigation system for remotely orienting the distal end of a
medical device in an operating region in a subject. The
systems of these embodiments comprise a subject support;
and three or more of generally disposed magnet units located
about a subject and in a plane. Each magnet unit comprises
a magnet and a support for moving the magnet to selectively
change the direction of a magnet field applied at an operating
point between the magnet units. At least one of the subject
support and the set of magnet units is movable to change the
location of the operating point in a subject on the subject
support.

[0011] Inaccordance with another aspect of this invention,
embodiments of the invention provide a remote medical
navigation system for remotely orienting the distal end of a
medical device in an operating region in a subject. The
systems of these embodiments comprise a subject support;
and at least two magnet units located about a subject,
preferably not in a plane. Each magnet unit comprises a
magnet and a support for moving the magnet to selectively
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change the direction of a magnet field applied at an operating
point generally between the magnet units. At least one of the
subject support and the set of magnet units is movable to
change the location of the operating point in a subject on the
subject support.

[0012] Inaccordance with another aspect of this invention,
embodiments of the invention provide a remote medical
navigation system for remotely orienting the distal end of a
medical device in an operating region in a subject. The
systems of these embodiments comprise a subject support;
and a pair of generally opposed magnet units disposed on
opposite sides of a subject on the support. Each magnet unit
comprises a magnet and a support for moving the magnet to
selectively change the direction of a magnet field applied at
an operating point between the magnet units, one of the pair
of magnet units being disposed above the subject support,
and the other of the pair of magnet units being disposed
below the subject support. A display is provided on the on
the magnet unit disposed above the subject support for
displaying an image of the subject on the subject support.

[0013] Inaccordance with another aspect of this invention,
embodiments of the invention provide a method of navigat-
ing the distal end of a medical device through a body lumen.
The method of these embodiments comprises ultrasonically
imaging the portion of the body lumen surrounding the distal
end of the medical device; and comparing the image of the
portion of the body lumen with a preoperative three dimen-
sional reconstruction of the body lumen to locate the distal
end of the medical device relative to the preoperative
reconstruction. The method more preferably comprises cre-
ating a three-dimensional reconstruction of the body lumen;
ultrasonically imaging the portion of the body lumen sur-
rounding the distal end of the medical device; comparing the
image of the portion of the body lumen with a three
dimensional reconstruction of the body lumen to locate the
distal end of the medical device relative to the preoperative
reconstruction; orienting the distal end of the medical device
and advancing the medical device; and, advancing the
medical device in the body lumen.

[0014] Inaccordance with another aspect of this invention,
embodiments of the invention provide a method of navigat-
ing the distal end of a medical device through a body lumen.
The method of these embodiments comprises ultrasonically
imaging the portion of the body lumen surrounding the distal
end of the medical device; displaying an image of the
portion of the body lumen surrounding the distal end of the
medical device; orienting the displayed image by comparing
the image of the portion of the body lumen with a three
dimensional reconstruction of the body lumen to locate the
distal end of the medical device relative to the preoperative
reconstruction.

[0015] Inaccordance with another aspect of this invention,
embodiments of the invention provide a method of navigat-
ing the distal end of a medical device through a body lumen.
The method of these embodiments comprises ultrasonically
imaging the portion of the body lumen surrounding the distal
end of the medical device; displaying an image of the
portion of the body lumen surrounding the distal end of the
medical device; orienting the displayed image by comparing
the image of the portion of the body lumen with a three
dimensional reconstruction of the body lumen to locate the
distal end of the medical device relative to the preoperative
reconstruction.
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[0016] Another aspect of this invention provides means of
aligning or registering internally acquired ultrasound images
to a remote navigation system, and using such alignment or
registration information to intuitively control a remotely
operated medical device within the anatomical region of
interest. This is accomplished by identifying the ultrasound
catheter and one or more anatomical features or other
devices in a pair of Fluoroscopic views as described below.

[0017] Another aspect of this invention is the fusion of
registered ultrasound image data with other intra-operative
x-ray data or pre-operatively or intra-operatively acquired
3D image data, and the use of such fused data to drive a
remotely controlled medical device to a desired anatomical
target.

[0018] Another aspect of the present invention is the use
of a (spatially) localized ultrasound imaging catheter, with
the ultrasound imaging system integrated with a remote
navigation system. In this case, the ultrasound catheter
provides a 3D reconstruction of the anatomy of interest that
could include a remotely navigated medical device. The 3D
image is displayed in cut-away or endoscopic form such that
the device is clearly visible and is registered with the remote
navigation system as described above. A 3D wand or stylus
device, possibly incorporating haptic feedback, is used to
control the movements of the remotely navigated medical
device in intuitive fashion. Thus, since the ultrasound and
remote navigation systems have been registered or aligned,
movements of the wand can be directly converted to suitable
changes of control variables such that the medical device
moves in spatial concordance with the movements of the
wand.

[0019] Another aspect of the present invention is the
control of the orientation of an ultrasound imaging catheter
used to image a medical device within an anatomical region
of interest, such that as the medical device moves, it con-
tinues to stay within the field of view of the ultrasound
imaging catheter.

[0020] Thus various embodiments of the methods and
systems of this invention provide for the operation of remote
medical navigation systems using ultrasound to enhance
conventional x-ray imaging or in some cases replace x-ray
imaging. Selected embodiments of the methods and systems
of the present invention provide for fast and accurate navi-
gation with or without x-ray imaging. These and other
features and advantages will be in part apparent and in part
pointed out hereinafter.

BRIEF DESCRIPTION OF THE DRAWINGS

[0021] FIG. 1 is a perspective view of a procedure suite in
accordance with a first preferred embodiment, including a
remote navigation system, x-ray imaging system, and ultra-
sound imaging system constructed according to the prin-
ciples of this invention;

[0022] FIG. 2 is a perspective view of the procedure suite
of'the first embodiment, with the subject support removed to
show the other components in the suite;

[0023] FIG. 3 is a perspective view of the procedure suite
of the first embodiment, with the subject support removed to
show the other components in the suite;

[0024] FIG. 4A is a perspective view of the procedure
suite of the first embodiment, with the x-ray imaging system
shown in position to image the operating region in the
subject;
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[0025] FIG. 4B is a perspective view of the procedure
suite of the first embodiment, with the remote navigation
system shown in position to navigate a medical device in the
operating region in the subject;

[0026] FIG. 5 is a perspective view of a procedure suite in
accordance with a second preferred embodiment, including
a remote navigation system and an ultrasound imaging
system,

[0027] FIG. 6 is a perspective view of the procedure suite
of the second preferred embodiment, showing a subject on
the subject support;

[0028] FIG. 7 is an enlarged perspective view of the
procedure suite of the second preferred embodiment, from a
different view point than FIG. 6;

[0029] FIG. 8 is a perspective view of the procedure suite
of the second preferred embodiment showing a subject, but
with the subject support removed to show the other com-
ponents of the suite;

[0030] FIG. 9 is an enlarged perspective view of the
procedure suite of the second preferred embodiment, from a
different view point than FIG. 8;

[0031] FIG. 10 is perspective view of an alternate con-
struction of the procedure suite of the second embodiment,
showing a ceiling mounted remote navigation system
instead of a floor mounted remote navigation system;

[0032] FIG. 11 is a perspective view of the alternate
construction of the procedure suite of the second embodi-
ment shown in FIG. 10, further showing a subject on a
subject support;

[0033] FIG. 12 is an enlarged perspective view of the
procedure suite of the alternate construction of the second
preferred embodiment, from a different view point than FIG.
11;

[0034] FIG. 13 is perspective view of an integrated remote
navigation system and display useful in the various embodi-
ments of the invention;

[0035] FIG. 14 is a perspective view of an integrated
remote navigation system incorporating a projection system
for protection information onto a subject on the subject
support;

[0036] FIG. 15 is a schematic diagram of a user interface
for controlling a remote navigation system in accordance
with some preferred embodiments of this invention, show-
ing a computer interface screen side by side with an ultra-
sound imaging screen and a coordinated input wand for
operating the remote navigation system;

[0037] FIGS. 16A-16C are schematic diagrams showing
one possible implementation of a remote control for a
remote navigation system;

[0038] FIG. 17 is a diagram of a possible user interface
screen, illustrating the possible fusion of ultrasound imaging
with the displays for operating the remote navigation sys-
tem;

[0039] FIG. 18 is a diagram of another possible interface
screen illustrating the possible fusion of 3-D ultrasound
imaging with the displays for operating the remote naviga-
tion system.
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[0040] FIG. 19 is a perspective view of a procedure suite,
showing an arrangement which allows a movable remote
navigation system to be positioned to allow fluoroscopic
imaging;

[0041] FIG. 20 is a perspective view of the procedure suite
shown in FIG. 19 from a different view point;

[0042] FIG. 21 is a top plan view of the procedure suite
shown in FIG. 19;

[0043] FIG. 22 is perspective view of the procedure suite
shown in FIG. 19, showing the fluoroscopic imaging system
positioned to provide a 60° LAO image;

[0044] FIG. 23 is a perspective view of the procedure suite
shown in FIG.19, showing the fluoroscopic imaging system
positioned to provide a 70° LAO image;

[0045] FIG. 24 is a perspective view of the procedure suite
shown in FIG. 19, showing the fluoroscopic imaging system
positioned to provide a 80° LAO image;

[0046] FIG. 25 is a perspective view of the procedure suite
shown in FIG. 19, showing the fluoroscopic imaging system
positioned to provide a 90° LAO image;

[0047] FIG. 26A is a perspective view of above of the
procedure suite shown in FIG. 19, illustrating the position of
the navigation system and the imaging system immediately
after the end of the procedure;

[0048] FIG. 26B is a perspective view of the procedure
suite after removal of the subject from the subject support;

[0049] FIG. 26C is a perspective view of the procedure
suite showing the subject support rotated to provide clear-
ance for moving the navigation system;

[0050] FIG. 26D is a perspective view of the procedure
suite showing the subject support rotated 90 from its pro-
cedure orientation;

[0051] FIG. 26E is a perspective view of the procedure
suite showing the remote navigation system moved toward
the subject support to clear the imaging apparatus;

[0052] FIG. 26F is a perspective view of the procedure
suite showing the magnet moving parallel to the subject
support away from the imaging system;

[0053] FIG. 26G is a perspective view of the procedure
suite showing the remote navigation system moved away
from the imaging system;

[0054] FIG. 26H is a perspective view of the procedure
suite showing the remote navigation system moved to a safe
parked position;

[0055] FIG. 261 is a perspective view of the procedure
suite showing the subject support being rotated back into
operating position;

[0056] FIG. 267J is a perspective view of the procedure
suite showing the subject support back into operating posi-
tion;

[0057] FIG. 26K is a perspective view of the procedure
suite showing the suite ready for a procedure without the
remote navigation system.

[0058] Corresponding reference numerals indicate corre-
sponding parts throughout the several views of the drawings.
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DETAILED DESCRIPTION OF THE
PREFERRED EMBODIMENTS

[0059] A procedure suite in accordance with a first
embodiment of this invention is shown in FIGS. 1 and 2. As
shown in FIGS. 1 and 2 the suite comprises a subject support
20, a remote navigation system 22 for remotely orienting the
distal end of a medical device in an operating region in a
subject on the subject support; an ultrasound imaging system
24 for ultrasonically imaging the operating region in a
subject on the subject support; and an x-ray imaging system
26 for imaging the operating region in a subject on the
subject support.

[0060] The subject support 22 preferably comprises a bed
30, and a base 32 for movably supporting the bed. In one
version of the preferred embodiment the base supports the
bed for movement in three mutually perpendicular direc-
tions, e.g. axially, transversely, and vertically. This allows a
physician or other health care worker to control the position
of the operating point of the remote navigation system 22
relative to the subject, and preferably also allows the phy-
sician or other health care worker to move the subject
between the x-ray imaging system 26 and the remote navi-
gation system 22. In another version of the preferred
embodiment, the base 32 supports the bed 30 for rotation
about a generally vertical axis so that the subject can be
pivoted between the imaging system and the remote navi-
gation system. A plurality of controls 34 can be provided
adjacent the bed, so that the attending physician or other
health care worker can conveniently control the procedure
suite and its various components.

[0061] The remote navigation system 22 is adapted for
remotely orienting the distal end of a medical device dis-
posed in an operating region in a subject on the subject
support 20. In this preferred embedment the remote navi-
gation system 22 is a remote magnetic navigation system,
having at least first and second source magnet units 40 and
42 capable of creating a magnetic field in any direction in the
operating region in the subject on the support 20. While
shown and described with two magnet units, the invention is
not so limited, and more than two magnet units, e.g., three
units spaced 120° apart or in some other configuration, or
any other number or arrangement of magnet units can be
used as appropriate. The magnet units 40 and 42 preferably
comprise compound permanent magnets which when
rotated and pivoted can project a magnetic field at an
operating point between them of sufficient strength to orient
one or more magnetically responsive elements on the distal
end of the medical device. These magnetically responsive
elements can be made of a permanent magnetic material or
a permeable magnetic material, or even electromagnetic
coils.

[0062] As shown the Figures, magnet units 40 and 42 are
preferably disposed on opposite sides of the subject, and in
this first preferred embodiment are disposed above and
below the subject. The magnet units 40 and 42 are preferably
mounted on a C-shaped frame 44 for maintaining the
relative spacing and orientation of the units. The C-shaped
frame 44 can be suspected on from a bracket 46 carried on
a cart 48 on ceiling tracks 50 and 52. This allows the remote
navigation system 22 to be moved toward and away from the
subject instead of or in addition to the motion provided by
the subject support 20.
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[0063] The remote navigation system 22 preferably
includes at least a display 54 mounted adjacent the magnet
unit 40. The display 54 may be a simple lcd or similar flat
panel display for displaying information from the computer
controlling the remote navigation system, and/or other infor-
mation such as from the ultrasonic imaging system 24 or the
x-ray imaging system 26. The display 54 may be a touch
screen display to facilitate inputs to control the remote
navigation system 22, and to manipulate the images dis-
played on the display. At least one speaker (not shown) can
be integrated with the display 5S4 or it can be mounted
separately. Similarly a microphone (not shown) can be
integrated with the display 54, or it can be mounted sepa-
rately. The microphone can be used to orally control the
remote navigation system 22, and/or as part of a communi-
cation (e.g. telephone or intercom) system.

[0064] While in these preferred embodiments the remote
navigation system 22 is a magnetic navigation system, the
invention is not so limited and the remote navigation system
could be a mechanical system, such as one employing pull
wires or push wires, or combinations thereof, or gears, or
other elements, or the remote navigation could be some
other system for remotely orienting the distal tip of the
medical device.

[0065] The external ultrasound imaging system 24 is pref-
erably mounted on a wheeled cart 60 and includes a com-
puter 62 with a display 64 and an input device such as a
keyboard 66. One or more ultrasound transducers 68 are
provided to ultrasonically image the operating region of a
subject on the support 20. In addition one or more inputs (not
shown) can be provided for connecting to ultrasonic cath-
eters for internal ultrasonic imaging of the operating region
in the subject.

[0066] The x-ray imaging system 26 is preferably a con-
ventional X-ray imaging system comprising at least one
x-ray source 70 and at least one x-ray receiver 72, mounted
on a C-arm 74. The C-arm 74 is preferably a conventional
C-arm that allows the C-arm to pivot about a generally
horizontal axis to allow the physician or other health care
professional to change the imaging angle. Other conven-
tional movements to provide additional imaging angles can
also be provided, as is known. In addition the entire C-arm
74 may pivot about a generally vertical axis to accommodate
the remote navigation system 22 so that the x-ray imaging
system 26 and the remote navigation system 22 can move to
the subject, instead of moving the subject between the x-ray
imaging and remote navigation system. (Compare FIGS. 4A
and 4B). However the x-ray imaging system 26 and the
remote navigation system 22 could be stationery, and the
subject support 20 could move the subject between the two
systems.

[0067] In accordance with one embodiment of the meth-
ods of this invention, a medical device such as an ultrasound
catheter 90 having ultrasonic imaging transducer 92 (FIG. 1)
thereon is introduced into the operating region, e.g., the
subject’s heart. (The ultrasound transducer can be forward
looking, it can be side looking, or it can be a combination of
forward looking and side looking.) This can be done con-
ventionally via a puncture in the subject’s femoral artery,
and the distal end of the medical device is navigated to the
operating region. In this preferred embodiment, where the
remote navigation system 22 is a magnetic remote naviga-



US 2007/0038065 Al

tion system, the medical device also includes one or more
magnetically responsive elements so that the magnetic navi-
gation system can orient the distal end of the medical device
through the application of a magnetic field.

[0068] Images from the ultrasound imaging from the distal
end of the device 90 can be displayed, for example on the
display 54 or the display 64. The physician or other health
care professional can use the displayed image to make
navigation decisions, or more preferably to control the
remote navigation system to orient the distal end of the
medical device. For example when navigating the medical
device through a branching vessel, the device is advanced
and its ultrasound images are used to detect the opening of
the branch. Once the opening of the branch has been located,
the remote navigation system 22 is operated to orient the
distal end of the medical device toward the opening of the
selected branch, so that the advancement of the device
moves the device down the selected branch.

[0069] The remote navigation system 22 can be controlled
using a preoperative image of the operating region, or more
preferably a reconstruction of the operating region derived
from preoperative imaging. By using a preoperative image
or reconstruction and tracking the device length, it is pos-
sible to know (within acceptable error) the position of the
distal end of the medical device relative to the preoperative
image or reconstruction. The range of possible locations of
the distal end can be computed and an indicator used to
display the possible positions of the distal end on the
preoperative image or reconstruction. This indicator can
help the physician or other health care professional interpret
the ultrasound images from the device. For example, when
there is only one branch opening in the preoperative image
or reconstruction in the vicinity of the indicator, the physi-
cian can be confident that an opening shown in the ultra-
sound image corresponds to the opening shown in the
preoperative image or reconstruction. The physician can
control the remote navigation system 22 by indicating the
desired direction on the preoperative image or reconstruc-
tion, so long as the preoperative image is registered with the
remote navigation system, because the ultrasound images
have confirmed the location of the device in the preoperative
image.

[0070] Alternatively the ultrasound image can be tempo-
rarily registered to the remote navigation system 22 by
operating the navigation system to move the distal end of the
medical device, and marking the direction of movement on
the ultrasound image. A computer can then develop a
transformation between directions on the ultrasound image
and the remote navigation system, so that the physician can
indicate directions to the remote navigation system directly
on the ultrasonic images showing the branch opening, facili-
tating the navigation through the opening.

[0071] In another alternative, the ultrasound catheter
images can be registered to the preoperative images as the
device traverses the body lumen. Bends and openings in the
body lumen provide natural landmarks, which together with
rough distance information provided by tracking the length
of advancement of the medical device, permit registration
between these ultrasonic images and the preoperative image
or reconstruction, thereby allowing the images to be used in
the control of the remote navigation system.

[0072] In another alternative, the ultrasound catheter
images can be registered to the preoperative images or
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directly to the remote navigation system 22 using magnetic
localization of the distal tip of the medical device, which can
provide position and orientation information of the distal tip
so that the images from the distal tip can be used by the
physician to control the remote navigation system.

[0073] In another alternative, the ultrasound catheter
images can be registered to the preoperative images or
directly to the remote navigation system using external
ultrasound imaging of the operating region. An external
ultrasound transducer 68 from the ultrasonic imaging unit 24
can be registered relative to the remote navigation system
directly or registered to the remote navigation system via
registration to the procedure suite. The external transducer
68 can have a mechanical linkage that directly tracks its
position and orientation or a localization system (such as an
optical localization system) can be used to determine the
position and orientation of the external transducer. The
external transducer 68 can then be used to locate the position
and orientation of medical device in the operating region in
the subject. Once the position and orientation of the medical
device relative to the external transducer 68 and the position
and orientation of the external transducer relative to the
remote navigation system are known, the images from the
ultrasound catheter can be used to operate the remote
navigation system 22.

[0074] Instill another alternative the x-ray imaging system
26 can be used to assist manual navigation of the medical
device to the procedure site. Once at the procedure site, the
X-ray imaging system can be utilized to localize the distal
end of the medical device relative to anatomical landmarks
or specially placed fiducial makers (which facilitate regis-
tration of the medical device with the preoperative image,
and thus the remote navigation system). The x-ray imaging
system 26 may already be registered with the remote navi-
gation system 22, and thus when the x-ray imaging system
is used to localize the distal tip of the medical device, the tip
is also localized in the frame of reference of the remote
navigation system.

[0075] In still another alternative, a preoperative image is
made. This image is preferably an MR image, but could
alternatively be a CT image, or multiplane x-ray image, or
other image. The preoperative image may be processed to
make a three dimensional reconstruction of the body lumen.
Through further image processing a reconstruction of the
internal surface of the body lumen can be made. Then
ultrasound images of the interior of the lumen from the
ultrasound catheter can then be compared with the recon-
structed image of the interior of the lumen to find the best fit
and thereby determine the location and orientation of the
medical device. The extended length of the medical device
and the preoperative model can be used to predict a range of
possible locations, thereby simplifying the comparison,
which need only be done over this range. Through any of a
variety of methods, including, for example one or more cost
functions, the best match between the actual image of the
interior of the lumen made by the ultrasound catheter and the
reconstruction of the lumen from preoperative imaging can
be made to localize the medical device. With the ultrasound
catheter thus localized, the images from the ultrasound
catheter can be registered to the remote navigation system
and used to control the remote navigation system. Depend-
ing on the registration, directions indicated on the image can
indicate directions to the remote navigation system and/or



US 2007/0038065 Al

locations on the image can indicate particular locations to
the remote navigation system.

[0076] In one preferred embodiment, the Ultrasound
image obtained from an Ultrasound imaging catheter is
aligned with the remote navigation system as follows. The
remote navigation system is integrated with an X-ray imag-
ing system. The distal portion of the Ultrasound imaging
catheter is marked as two points in a pair of X-ray images
corresponding to two X-ray views. Additionally, a third
point is marked in the pair of X-ray views that could be
either an anatomical feature or the tip of a second device
(such as a remotely operated ablation catheter, for example).
This third point is also visible within the display of the
ultrasound catheter imaging system. The remote navigation
system display includes a pane corresponding to the ultra-
sound imaging plane, displayed as a circle. The approximate
orientation of the selected third point within this plane, as
seen on the ultrasound catheter image, is marked on this
circle by the user. Since an ordered set of 3 non-collinear
points suffice to uniquely determine a spatial orientation in
three dimensions, a rotation matrix (approximately) relating
the Cartesian frame of the remote navigation system to that
of the ultrasound catheter image display plane can thereby
be determined, in effect aligning the two systems. This
alignment information can be used for intuitive user control
of the remotely navigated medical device.

[0077] For example, as illustrated in FIGS. 15 and 16A-
16C, a three dimensional wand or stylus can be used to
intuitively control the orientation of the medical device.
Thus, with reference to the plane of the ultrasound catheter
imaging display, inward-outward (i.e., towards the user or
away from the user) movements of the wand can be made to
correspond to substantially into-plane or out-of-plane move-
ments of the medical device, while lateral movement of the
stylus would correspond to appropriately coordinated lateral
movements of the remotely controlled medical device as
seen on the ultrasound catheter imaging display.

[0078] Inanother preferred embodiment illustrated in FIG.
17, the ultrasound catheter and remote navigation systems
are integrated. In particular, the ultrasound catheter image is
integrated into the display of the remote navigation system.
The above steps can be repeated, except that now the actual
location of the third point (anatomical feature or tip of
second medical device) is marked directly on the ultrasound
image in the display of the remote navigation system. This
provides sufficient information to effect a registration of the
Cartesian frame of the remote navigation system with that of
the ultrasound catheter image. Further, the ultrasound image
(plane) can now be displayed in fused fashion with either an
intra-operatively acquired x-ray image or with a pre-opera-
tively acquired 3D image (such as a CT or MR scan).
Desired anatomical target points to which it is desired to
navigate the medical device can be marked directly in the
fused image plane, or elsewhere either in the X-ray image or
3D image using the ultrasound image plane as a visual
reference.

[0079] In another preferred embodiment, the ultrasound
catheter and remote navigation systems are integrated. Three
dimensional (pre-operative) image data on the remote navi-
gation system is fused with the ultrasound catheter image
data on the display of the remote navigation system. The
transparency of the 3D pre-operative image data is suitably
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adjusted so that it adds extra detail to the ultrasound catheter
image. In this manner, the ultrasound image is placed in
anatomical context. Details that may be incompletely seen
or not visible in the ultrasound image by itself now provide
a context in the fused image so that a remotely navigated
medical device can be suitably steered.

[0080] Instill another preferred embodiment, illustrated in
FIG. 18, the ultrasound catheter imaging system is inte-
grated with the remote navigation system. The Ultrasound
catheter is used to image (among others) a remotely navi-
gated medical device. In general, the remotely navigated
device could move outside the imaging plane of the Ultra-
sound catheter. In this case, the movements of the remotely
navigated medical device can be tracked, either by image
processing of the ultrasound image or by monitoring applied
control variables of the remote navigation system. The
orientation of the Ultrasound catheter is then modified
suitably, either by robotic means or manual means, such that
the remotely navigated catheter is always well-centered
within the observed Ultrasound field of view. In the latter
case, the remote navigation system displays a message
indicating to the user whether the Ultrasound catheter should
be torqued clockwise or counter-clockwise. Alternatively,
depending on the current viewing orientation of the Ultra-
sound catheter, the remotely navigated medical device can
be moved into its field of view by applying a suitable control
variable. Subsequently the medical device and the Ultra-
sound catheter viewing orientation can be moved in corre-
sponding fashion such that the remotely navigated medical
device always stays within the field of view of the Ultra-
sound catheter.

[0081] Upon registration of the medical device with the
remote navigation system 22 as described above, the device
can be navigated using only the ultrasound images from the
medical device, without any external real time imaging of
the operating region. The preoperative image or reconstruc-
tion can also be displayed, with an indicator of possible
position (based on extended device length) or actual position
(based upon comparison between the device imaging and the
preoperative imaging or other localization) to help orient the
physician in the anatomy. Real-time ultrasonic imaging from
the ultrasonic imaging system 24 can also be used to display
an image of the device in the operating region to help orient
the physician. However continual x-ray imaging, while
helpful, is not necessary to successful navigation.

[0082] In the preferred embodiment of the procedure suite
the subject support 20 and the navigation system 22 are
constructed so that at least one of the support 20 and the
navigation system is movable to change the location of the
operating point of the navigation system relative to a subject
on the subject support. In a first alternate construction, only
the navigation system 22 moves to change the location of the
operating point in the subject. In a second alternative con-
struction, only the subject support 20 moves to change the
location of the operating point in the subject. In a third
alternative construction, both the navigation system and the
subject support move to change the location of the operating
point in the subject. By changing the location of the oper-
ating point in the subject, and in particular by keeping the
operating point close to the current location of the magneti-
cally responsive medical device, the magnets in the magnet
units 42 and 44 can be made smaller and lighter, and still
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create a magnetic field in a desired direction of sufficient
strength to orient the distal end of the device.

[0083] Device localization can be used to track the current
position of the distal end of the medical device, and a control
can automatically move at least one of the subject support or
the remote navigation system 22 to automatically maintain
the operating point of the remote navigation system in the
vicinity of the distal end of the device. Magnetic localization
systems, image processing systems, or any other system for
effectively locating the distal end of the device can be used.

[0084] As shown best in FIG. 13. the remote navigation
system 22 can also be mounted on the floor, rather than
being suspended from the ceiling.

[0085] In another preferred embodiment, the ultrasound
catheter provides a 3D reconstruction of the anatomy of
interest that could include a remotely navigated medical
device. The 3D image is displayed in cut-away or endo-
scopic form such that the device is clearly visible and is
registered with the remote navigation system as described
above. A 3D wand or stylus device, possibly incorporating
haptic feedback, is used to control the movements of the
remotely navigated medical device in intuitive fashion.
Thus, since the ultrasound catheter and remote navigation
systems have been registered or aligned, movements of the
wand can be directly converted to suitable changes of
control variables such that the medical device moves in
spatial concordance with the movements of the wand.

[0086] As shown in FIG. 14, in a third embodiment of this
invention, an alternate embodiment of a remote navigation
system 22' includes at least one projector 100 that projects
an indicator 102 of the location of the operating point onto
the surface of a image of the operating region is used, the
medical device is preferably designed so that it is visible in
the image projected image. If a preoperative image or an
image of idealized anatomy is used, then a representation of
the medical device can be superimposed or otherwise com-
bined with the image. For example in the case of the
magnetically guided medical device knowledge of the
applied magnetic field and device length can be used to
predict the location of the distal tip and the configuration of
the distal end portion. Similarly with other navigation sys-
tems, knowledge of the applied control variables often
makes it possible to predict the location of the distal tip and
the configuration of the end portion. Alternatively device
localization or image processing may make it possible to
superimpose an image of the device onto the preoperative or
idealized image, to help the physician visualize the proce-
dure. This composite is than projected on the subject so that
the physician can visualize the operating region and see the
orientation of the medical devices.

[0087] In each of the preferred embodiments, the entire
suite is preferably under the control of a computer (not
shown) that runs interface software for taking inputs from
the physician from either the controls 36 on the support, the
monitor 54 or the computer 62, and translates them to
instructions for the remote navigation system 22, the subject
support 20 and the ultrasound and x-ray systems 24 and 26.
If a localization system is used to localize either the medical
device, reference catheters, or the ultrasound transducers 68,
it too can be controlled by, and input data to, the computer.

[0088] In some instances it may be desirable to have a
portable remote navigation system that can be moved into
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and out of the procedure suite, or which can be moved
among a plurality of procedure suites. This allows a proce-
dure suite to be used for procedures with and without the
assistance of a remote navigation system; it allows the
remote navigation system to be selectively used with an
imaging system; and it allows a single remote navigation
system to be shared among a plurality of procedure suites.
One implementation of such a system is illustrated in FIGS.
19-26, where the procedure suite comprises a subject sup-
port 20, a remote navigation system 22 for remotely orient-
ing the distal end of a medical device in an operating region
in a subject on the subject support; and an x-ray imaging
system 26 for imaging the operating region in a subject on
the subject support. Additional imaging systems, such as
ultrasound imaging systems like subject on the subject
support. In first construction, the indicator 102 indicates an
axis between the magnet units on which the operating point
lies. In a second construction, the indicator 102 is a ring 104
surrounding an axis between the magnet units on which the
operating point lies. This ring can be made of a plurality of
discrete markers, or can be a continuous ring. The indicators
help the physician position the operating point in the subject.

[0089] The system 22' preferably also comprises a camera
106 for making an image of the surface of subject on the
subject support 20, which image can be displayed on the
monitor 54. The camera can also capture the image of the
indicator for indicating the location of the operating so that
the physician can see the location of the operating point
relative to the subject on the monitor. The monitor 54 can be
part of a control interface, on which the physician can
indicate the desired location of the operating point on the
displayed image of the subject, and at least one of the subject
support 20 or remote navigation system 22 moves relative to
bring the operating point to the selected location relative to
the subject.

[0090] The system 22' preferably also includes a projector
108 for projecting an image 110 onto the surface of the
subject on the subject support 22. This image 110 may be a
preoperative or live image of the operating region, an image
of idealized anatomy; actual or reconstructed image of the
medial device being navigated inside the body, information
about the status of the navigation system, information about
subject’s status, etc. This projection may be viewed directly
by a physician observing the subject. Alternatively, this
projection may be viewed on the monitor which picks up the
projection as part of the image of the subject. This allows the
physician to better understand the spatial and directional
relationships of the subject anatomy and the position and
orientation of the medical device.

[0091] The projection 110 on the subject is preferably one
that helps the physician orient the medical device in the
subject’s anatomy, and therefore can include a preoperative
image of the operating region, and an image of idealized
anatomy of the operating region, or a current image of the
operating anatomy from any available imaging source
including x-ray or fluoroscopic imaging or ultrasound imag-
ing. If a real time system 24 described above can be used
instead of, or in conjunction with x-ray imaging system 26.

[0092] The subject support 22, as described above, com-
prises a bed 30, and a base 32 for movably supporting the
bed. In one version of the preferred embodiment the base
supports the bed for movement in three mutually perpen-
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dicular directions, e.g. axially, transversely, and vertically.
This allows a physician or other health care worker to
control the position of the operating point of the remote
navigation system 22 relative to the subject, and preferably
also allows the physician or other health care worker to
move the support so that the navigation system 22 can be
moved relative to the x-ray imaging system 26.

[0093] In another, preferred version of the preferred
embodiment, the base 132 supports the bed 130 for rotation
about a generally vertical axis so that the subject can be
pivoted between the imaging system and the remote navi-
gation system. A plurality of controls 34 can be provided
adjacent the bed, so that the attending physician or other
health care worker can conveniently control the procedure
suite and its various components.

[0094] The remote navigation system 22 is adapted for
remotely orienting the distal end of a medical device dis-
posed in an operating region in a subject on the subject
support 20. In this preferred embodiment the remote navi-
gation system 22 is a remote magnetic navigation system,
having at least first and second source magnet units 40 and
42 capable of creating a magnetic field in any direction in the
operating region in the subject on the support 20. As
discussed above, while the preferred embodiments is shown
and described with two magnet units, the invention is not so
limited, and more than two magnet units, e.g., three units
spaced 120° apart or in some other configuration, or any
other number or arrangement of magnet units can be used as
appropriate. The magnet units 40 and 42 project a magnetic
field at an operating point between them of sufficient
strength to orient one or more magnetically responsive
elements on the distal end of the medical device.

[0095] As shown the FIGS. 19-26, the magnet units 40 and
42 are preferably disposed above and below the subject. The
magnet units 40 and 42 are mounted on a C-shaped frame 44
for maintaining the relative spacing and orientation of the
units. The C-shaped frame 44 is positioned between the
subject’s head and neck on one side, so that the magnet units
40 and 42 can be disposed above and below an operating
region in the subject’s chest, while leaving the subject’s
sides unobstructed for access by the x-ray imaging system
26. As shown in FIGS. 19-26, the C-shaped frame is
preferably mounted on a wheeled support 56, which can roll
in a track (not shown) in the floor. While a track is not
essential, it makes it easier to move the remote navigation
unit, and to control the motion and position of remote
navigation system 22 as it is being moved. (Alternatively, as
described above, the remote navigation system 22 can be
suspended from a bracket carried on a cart on ceiling tracks.
While an overhead system would be satisfactory for moving
the system 22 within the suite, it would generally be less
desirable to extend ceiling tracks between suites.

[0096] The remote navigation system 22 includes at least
a display 54 mounted adjacent the magnet unit 140. The
display 54 may be a simple Icd or similar flat panel display
for displaying information from the computer controlling the
remote navigation system, and/or other information such as

Feb. 15,2007

from the ultrasonic imaging system 24 or the x-ray imaging
system 26. The display 54 may be a touch screen display to
facilitate inputs to control the remote navigation system 22,
and to manipulate the images displayed on the display. A
speaker and/r a microphone may be integrated with the
display as described above.

[0097] The external ultrasound imaging system 24 is pref-
erably mounted on a wheeled cart 60 and includes a com-
puter 62 with a display 64 and an input device such as a
keyboard 66. One or more ultrasound transducers 68 are
provided to ultrasonically image the operating region of a
subject on the support 20. In addition one or more inputs (not
shown) can be provided for connecting to ultrasonic cath-
eters for internal ultrasonic imaging of the operating region
in the subject.

[0098] The x-ray imaging system 26 is preferably a con-
ventional x-ray imaging system comprising at least one
x-ray source 70 and at least one x-ray receiver 72, mounted
on a C-arm 74. The C-arm 74 is preferably a conventional
C-arm that allows the C-arm to pivot about a generally
horizontal axis to allow the physician or other health care
professional to change the imaging angle. Other conven-
tional movements to provide additional imaging angles can
also be provided, as is known.

[0099] With the positioning and arrangement of the
remote navigation system 22 and the x-ray imaging system
26, x-ray imaging can be used during the procedure if
desired, to conduct the procedure or to simply periodically
check on the progress of the procedure being conducting
using some other imaging system, such as ultrasound. This
arrangement also allows the navigation system 22 to be
removed from the vicinity of the subject support 20, so that
the x-ray imaging system 26 can be used conventionally, and
even permits the navigation system 22 to be moved for use
in other procedure suites.

[0100] FIG. 22-25 illustrate the range of imaging possible
with this configuration of the procedure suite, FIG. 22
showing 60° LAO imaging, FIG. 23 showing 70° LAO
imaging, FIG. 24 showing 80° LAO imaging, and FIG. 25
showing 90° LAO imaging. With some manipulation it is
also possible to provide RAO imaging. To this end, navi-
gation system 22 may be designed to temporarily tilt, or it
may be designed with a permanent tilt to reduce interference
and increase the clearance for the x-ray imaging system 26.
There are competing considerations in the tilting of the
navigation system, because this tends to increase the dis-
tance between the magnet units 40 and 42, which requires
larger magnets in the units to provide the same field strength.

[0101] FIG. 26 illustrates one possible method of moving
the navigation system into and out of position relative to a
standard x-ray imaging system. FIG. 26A illustrates the
configuration of the procedure suite immediately after a
procedure is completed. As shown in FIG. 26B, the subject
is removed from the subject support 20. As shown in FIG.
26C, the subject support is rotated (this is a motion typically
provided by subject supports in an imaging system). The
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rotation continues until the subject support has rotated 90°
from its procedure position, shown in FIG. 26D. As shown
in FIG. FIG. 26E, the remote navigation system 22 is moved
toward the subject support 22 to clear the imaging apparatus.
As shown in FIGS. 26F and 26G the remote navigation
system 22 is moved parallel to the subject support 20 away
from the imaging system, until as shown in FIG. 26H, it is
clear of the subject support 20. Then, as shown in FIGS. 261,
26J, and 26K, the subject support is rotated back into its
operative position, so that the imaging system can be used
conventionally.

What is claimed is:

1.-2. (canceled)

3. A method of operating a remote navigation system that
moves the distal end of a medical device in an operating
region in a subject using as reference internally acquired
ultrasound imaging with an ultrasound imaging catheter and
system, the method comprising: ultrasonically imaging the
operating region; registering the ultrasonic imaging system
relative to the remote navigation system by marking two
points in the distal portion of the ultrasound catheter on a
pair of X-ray images, as well as an additional third point in
the pair of X-ray images, marking similar points in the
ultrasound image, and thence determining a spatial mapping
between the remote navigation system and the ultrasound
imaging system; fusing the ultrasound image plane with
three dimensional pre-operative data on the remote naviga-
tion system; marking a target location on the fused image
plane; and

using computer-controlled remote navigation to orient the
distal end of the medical device in a desired direction
of movement with reference to the ultrasound image
display, to navigate the medical device to the selected
target location.

4. A method of operating a remote navigation system that
moves the distal end of a medical device in an operating
region in a subject using as reference internally acquired
ultrasound imaging with a localized ultrasound imaging
catheter and system, the method comprising: ultrasonically
imaging the operating region; registering the ultrasonic
imaging system relative to the remote navigation system by
using localization information corresponding to the ultra-
sound imaging catheter, and thence determining a spatial
mapping between the remote navigation system and the
ultrasound imaging system; fusing the ultrasound image
plane with three dimensional pre-operative data on the
remote navigation system; marking a target location on the
fused image plane; and

using computer-controlled remote navigation to orient the
distal end of the medical device in a desired direction
of movement with reference to the ultrasound image
display, to navigate the medical device to the selected
target location.

5. The method of claim 4 where the ultrasound imaging
system provides a three dimensional reconstruction of the
anatomy of interest, including a cut-away view to display the
remotely navigated medical device.

6. The method of claim 5, where a three dimensional
stylus is used to provide control inputs to the remote
navigation system in order to suitably orient the medical
device.
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7. The method of claim 6, where user movements of the
stylus are mapped with reference to the reconstructed ultra-
sound image.

8.-54. (canceled)

55. A remote medical navigation system for remotely
orienting the distal end of a medical device in an operating
region in a subject, the system comprising:

a subject support; and

a pair of generally opposed magnet units disposed on
opposite sides of a subject on the support, each magnet
unit comprising a magnet and a support for moving the
magnet to selectively change the direction of a magnet
field applied at an operating point between the magnet
units, one of the pair of magnet units being disposed
above the subject support, and the other of the pair of
magnet units being disposed below the subject support;
and

a display on the magnet unit disposed above the subject
support for displaying an image of the subject on the
subject support.

56. The remote medical navigation system according to
claim 55 wherein the image of the subject is a composite of
an image of the exterior of the subject and an image of the
operating region inside the subject.

57. The remote medical navigation system according to
claim 55 wherein the image of the operating region includes
a preoperative image of the operating region.

58. The remote medical navigation system according to
claim 55 wherein the image of the operating region includes
an image of idealized anatomy of the operating region.

59. The remote medical navigation system according to
claim 55 wherein the image of the operating region includes
an actual image of the operating region.

60. The remote medical navigation system according to
claim 59 wherein the actual image of the operating region is
an ultrasound image of the operating region.

61. The remote medical navigation system according to
claim 59 wherein the image of the operating region includes
a constructed image of the distal end of the medical device.

62. The remote medical navigation system according to
claim 59 wherein the image of the operating region includes
an actual image of the distal end of the medical device.

63. The remote medical navigation system according to
claim 55 further comprising a projector that projects an
indicator of the location of the operating point onto the
surface of a subject on the subject support.

64. The remote medical navigation system according to
claim 63 wherein the indicator indicates an axis between the
magnet units on which the operating point lies.

65.-81. (canceled)

82. A method of navigating the distal end of a medical
device through a body lumen, the method comprising:

ultrasonically imaging the portion of the body lumen
surrounding the distal end of the medical device;

displaying an image of the portion of the body lumen
surrounding the distal end of the medical device;

orienting the displayed image by comparing the image of
the portion of the body lumen with a three dimensional
reconstruction of the body lumen to locate the distal
end of the medical device relative to the preoperative
reconstruction.
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83. The method according to claim 82 further comprising
using the extended length of the medical device to facilitate
the comparison between the comparing the image of the
portion of the body lumen with a three dimensional recon-
struction of the body lumen.

84. The method according to claim 83 wherein the
extended length of the medical device is used to identify
locations in the three dimensional reconstruction for com-
parison with the image of the portion of the body lumen.

85. The method according to claim 84 further comprising
displaying the current location of the distal end of the
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medical device in a three-dimensional model of the body
lumen.

86. The method according to claim 84 further comprising
accepting input of a selected direction of orientation by
clicking on the displayed image of the portion of the body
lumen surrounding the distal end of the medical device, and
orienting the distal end of the medical device in the selected
direction.

87.-91. (canceled)
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