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Description

[0001] The presentinvention concerns a miniature ac-
tuator which is useful in intravascular imaging devices
including intravascular ultrasound (IVUS), and optical co-
herence tomography (OCT). The miniature actuator
mechanism and ultrasound or OCT imaging device is
embedded in an elongate member such as an intravas-
cular guide wire or catheter to provide imaging guidance
in various interventional applications. Also disclosed is a
reflector-based ultrasound imaging device created to
minimize the overall scale of the imaging device, as well
as ultrasound transducers having multiple transducer
crystals to increase the field of view of the device while
maintaining its small size.

[0002] Coronary artery disease is very serious and of-
ten requires an emergency operation to save lives. The
main cause of coronary artery disease is the accumula-
tion of plaques inside artery, which eventually occludes
blood vessels. Several solutions are available, e.g., bal-
loon angioplasty, rotational atherectomy, and intravas-
cular stents, to open up the clogged section, which is
called stenosis. Traditionally, during the operation, sur-
geons rely on X-ray fluoroscopic images that are basi-
cally planary images showing the external shape of the
silhouette of the lumen of blood vessels. Unfortunately,
with X-ray fluoroscopic images, there is a great deal of
uncertainty about the exact extent and orientation of the
atherosclerotic lesions responsible for the occlusion,
making it difficult to find the exact location of the stenosis.
In addition, though it is known that restenosis can occur
at the same place, it is difficult to check the condition
inside the vessels after surgery. Similarly, intravascular
imaging would prove valuable during interventional pro-
cedures as an aid to navigation and for intraoperative
feedback. For example, the precise placement and ap-
propriate expansion of stents would benefit from concur-
rent intravascular imaging. Existing intravascular imag-
ing devices are too large and insufficiently flexible to be
placed simultaneously with other devices.

[0003] In order to resolve these issues, an ultrasonic
transducer device has been utilized for endovascular in-
tervention to visualize the inside of the blood vessels. To
date, the current technology is mostly based on one or
more stationary ultrasound transducers or rotating a sin-
gle transducer in parallel to the blood vessels by means
of a rotating shaft which extends through the length of
the catheter to a motor or other rotary device located
outside the patient. These devices have limitations in in-
corporating other interventional devices into a combina-
tion device for therapeutic aspects. They require a large
space inside catheter such that there is not enough room
to accommodate other interventional devices. Also due
to the nature of the rotating shaft, the distal end of the
catheter is very stiff and it is hard to go through tortuous
arteries. The high speed rotating shaft also contributes
to distorted non-uniform images when imaging a tortuous
path in the vasculature. OCT has also been utilized to
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visualize the intravascular space based on differential
reflectance, butlike the existing ultrasound devices, most
rely on a rotating fiber optic which extends along the
length of the device. This approach also has problems,
including for example the manipulation, spinning and
scanning motion required with respect to a delicate glass
or polycarbonate optical fiber; the actuator mechanism
located outside the patient and tip located inside the pa-
tient are significantly distant from one another, leading
toinefficiencies and control issues arising from the torque
created by a long, spinning member; and remote me-
chanical manipulation and a long spinning element distort
the image due to non-uniform rotational distortion. Given
the numerous difficulties with current intravascular imag-
ing devices, there is a need for improved intravascular
imaging devices.

[0004] US 6592 526 B1 discloses an side-looking in-
travascular ultrasound apparatus comprising an elon-
gate member having a proximal end and a distal end,
wherein a portion of said distal end is transparent to ul-
trasound energy, an ultrasound transducer disposed in
said distal end and oriented to transmit ultrasound energy
through said ultrasound energy transparent portion of
said distal end at an angle of about 90° relative to a lon-
gitudinal axis of said elongate member and an actuator
mechanism means for providing cyclical motion to said
ultrasound transducer disposed in said distal end. The
actuator mechanism means comprises a distal tip and a
pair of opposing nitinol actuators disposed circumferen-
tially around the distal end of the elongate member, the
actuators comprising a nitinol element, a mount top, a
mount bottom and two connections, one for connecting
the mount bottom to the elongate member and one for
connecting the mount top to the distal tip. The nitinol el-
ement of the first nitinol actuator form a first SMA actu-
ator, the nitinol element of the second nitinol actuator a
deformable component, the distal tip a movable element,
the mount bottom of the nitinol element of the first nitinol
actuator a first anchor and the mount bottom of the nitinol
element of the second nitinol actuator a second anchor.
The first SMA actuator is connected to the first anchor
and the movable element, the deformable component is
connected to the second anchor and the movable ele-
ment and the anchor elements are secured relative to
the elongate member.

[0005] The presentinvention is directed to a side-look-
ing intravascular ultraground / optical coherence tomog-
raphy apparatus according to the independent claims.
[0006] Oneembodimentoftheinventionis a side-look-
ing intravascular ultrasound apparatus comprising an
elongate member having a proximal end and a distal end,
where at least a portion of the distal end is at least trans-
parent to ultrasound energy; an actuator mechanism dis-
posed in the distal end, the actuator mechanism com-
prising a first anchor, a second anchor, at least one mov-
able element, a first SMA actuator connected to the first
anchor and a movable element, and a deformable com-
ponent connected to the second anchor and at least one
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movable element, where the anchor elements are se-
curedrelative to the elongate member, and an ultrasound
transducer connected to the movable element, the trans-
ducer oriented to transmit ultrasound energy through the
ultrasound transparent portion of the distal end at an an-
gle of between about 15° to about 165° relative to a lon-
gitudinal axis of the elongate member, where the first
SMA actuator has an activated and a deactivated state;
and where the movable element and transducer move in
a first direction relative to the elongate member upon
activation of the first SMA actuator. In another embodi-
ment of the apparatus, the deformable component com-
prises a second SMA actuator, where the second actu-
ator has an activated and a deactivated state; and where
activation of the second SMA actuator following deacti-
vation of the first SMA actuator moves the movable ele-
ment and transducer relative to the elongate member in
a second direction of movement which is counter to the
first direction of movement. In yet another embodiment
of the apparatus, the deformable component is elastic or
superelastic; where the deformable component has a re-
laxed state and a deformed state; where the deformable
component is in a relaxed state when the first SMA ac-
tuator is deactivated; where the movement of the mova-
ble element and transducer in the first direction upon ac-
tivation of the first SMA actuator deforms the elastic or
superelastic deformable component; and where follow-
ing deactivation of the first SMA actuator, the elastic or
superelastic deformable component substantially re-
turns to the relaxed state, the movable element and trans-
ducer moving in a second direction of movement which
is counter to the first direction of movement.

[0007] In another embodiment of the apparatus de-
scribed herein, the first and second direction of move-
ment is rotational about the longitudinal axis of the elon-
gate member, or substantially parallel to the longitudinal
axis of the elongate member. In some embodiments, the
elongate member is a guide wire. In some embodiments
the apparatus further comprises a lumen traversing the
longitudinal axis of the elongate member; and wires dis-
posed in the lumen to electrically connect the transducer,
first SMA and optionally the deformable component to
one or more devices at the proximal end of the elongate
member. In some embodiments the device is an ultra-
sound signal processor. In some embodiments the ap-
paratus further comprises a second ultrasound transduc-
er connected to the movable element. In some embodi-
ments of the apparatus, the angle is between about 80°
and about 110°; in some embodiments the diameter of
the distal end of the elongate member is not more than
about 0.1524 cm (0.060 inches).

[0008] Some embodiments of the apparatus of further
comprise a connecting arm, the connecting arm connect-
ing the ultrasound transducer to a movable element;
where the movable element, connecting arm and trans-
ducer move in a first direction relative to the elongate
member upon activation of the first SMA actuator. In
some embodiments of the apparatus, the deformable

10

15

20

25

30

35

40

45

50

55

component comprises a second SMA actuator; where
the second actuator has an activated and a deactivated
state; and where activation of the second SMA actuator
following deactivation of the first SMA actuator moves
the movable element, connector and transducer relative
to the elongate member in a second direction of move-
ment which is counter to the first direction of movement.
In some embodiments the deformable component is
elastic or superelastic; where the deformable component
has a relaxed state and a deformed state; where the de-
formable component is in a relaxed state when the first
SMA actuator is deactivated; where the movement of the
movable element, connecting arm and transducer in the
first direction upon activation of the first SMA actuator
deforms the elastic or superelastic deformable compo-
nent; and where following deactivation of the first SMA
actuator, the elastic or superelastic deformable compo-
nent substantially returns to the relaxed state, the mov-
able element, connecting arm and transducer moving in
a second direction of movement which is counter to the
first direction of movement.

[0009] In some embodiments, the rotational motion is
between about 1 and about 400 degrees, and the longi-
tudinal motion is from about 1mm to about 20mm. Some
embodiments further comprise a second ultrasound
transducer connected to a movable element. In some
embodiments, the ultrasound transducer further com-
prises at least two ultrasound crystals. In some embod-
iments, the transducer is oriented to transmit ultrasound
energy through the ultrasound transparent portion of the
distal end at an angle of between about 80° and about
110° relative to a longitudinal axis of the elongate mem-
ber.

[0010] Another embodimentis a side-looking intravas-
cular ultrasound apparatus comprising an elongate
member having a proximal end and a distal end, where
at least a portion of the distal end is transparent to ultra-
sound energy; an actuator mechanism disposed in the
distal end, the actuator mechanism comprising a first an-
chor, a second anchor, a movable element, a first SMA
actuator connected to the first anchor and the movable
element, and a deformable component connected to the
second anchor and the movable element, where the an-
chor elements are secured relative to the elongate mem-
ber; a connecting arm and an ultrasound energy reflector,
where the connecting arm connects the ultrasound en-
ergy reflector to a moveable element; and an ultrasound
transducer disposed in the distal end of the elongate
member; where the ultrasound transducer and the ultra-
sound energy reflector are oriented to transmit ultra-
sound energy through the ultrasound transparent portion
of the distal end at an angle of between about 15° to
about 165° relative to a longitudinal axis of the elongate
member; where the first SMA actuator has an activated
and a deactivated state; and where the movable element,
connecting arm, and ultrasound energy reflector move
in a first direction relative to the elongate member upon
activation of the first SMA actuator. In some embodi-
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ments the deformable component comprises a second
SMA actuator; where the second actuator has an acti-
vated and a deactivated state; and where activation of
the second SMA actuator following deactivation of the
first SMA moves the movable element, connecting arm
and reflector relative to the elongate member in a second
direction which is counter to the first direction of move-
ment. In some embodiments the deformable component
is elastic or superelastic; where the deformable compo-
nent has a relaxed state and a deformed state; where
the deformable component is in a relaxed state when the
first SMA actuator is deactivated; where the movement
of the movable element, connecting arm and reflector in
the first direction upon activation of the first SMA actuator
deforms the elastic or superelastic deformable compo-
nent; and where following deactivation of the first SMA
actuator, the elastic or superelastic deformable compo-
nent substantially returns to the relaxed state, the mov-
able element, connecting element and reflector moving
in a second direction of movement which is counter to
the first direction of movement. Some embodiments fur-
ther comprise a second ultrasound energy reflector con-
nected to a movable element. In some embodiments, the
ultrasound transducer and the ultrasound energy reflec-
tor are oriented to transmit ultrasound energy through
the ultrasound transparent portion of the distal end at an
angle of between about 80° and about 110° relative to a
longitudinal axis of the elongate member

[0011] Also disclosed is a method for visualizing the
interior of a patient’s vasculature, the method comprising
inserting the distal end of an apparatus disclosed herein
into the vasculature of a patient; generating an ultrasound
signal from the transducer; generating a cyclical move-
ment of the movable element and ultrasound transducer
by alternating the activation and deactivation of the first
SMA and optionally the deformable component, such that
the movable element and ultrasound transducer are
moved in the first and the second direction; receiving an
ultrasonic signal reflected from the interior of the vascu-
lature on the transducer; and producing an image from
the reflected signal. In some examples of the method,
the cyclical movement of the movable element and ultra-
sound transducer is generated by alternating the activa-
tion of the first SMA and the second SMA, such that the
movable element and ultrasound transducer are moved
in the first and the second direction.

[0012] Another example of the method for visualizing
the interior of a patient’s vasculature comprises inserting
the distal end of an apparatus described herein into the
vasculature of a patient; generating an ultrasound signal
from the transducer; generating a cyclical movement of
the movable element, connecting arm and ultrasound
transducer by alternating the activation and deactivation
of the first SMA and optionally the deformable compo-
nent, such that the movable element, connecting arm
and ultrasound transducer are moved in the first and the
second direction; receiving an ultrasonic signal reflected
from the interior of the vasculature on the transducer;
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and producing an image from the reflected signal. In
some examples of the method, the cyclical movement of
the movable element, connecting arm and ultrasound
transducer is generated by alternating the activation of
the first SMA and the second SMA, such that the movable
element, connecting arm and ultrasound transducer are
moved in the first and the second direction.

[0013] Another example of the method for visualizing
the interior of a patient’s vasculature comprises inserting
the distal end of an apparatus described herein into the
vasculature of a patient; generating an ultrasound signal
from the transducer; generating a cyclical movement of
the movable element, connecting arm and ultrasound en-
ergy reflector by alternating the activation of the first SMA
and the second SMA, such that the movable element,
connecting arm and ultrasound energy reflector are
moved in the first and the second direction; receiving an
ultrasonic signal reflected from the interior of the vascu-
lature on the transducer; and producing an image from
the reflected signal. In some examples, the cyclical
movement of the movable element, connecting arm and
ultrasound energy reflector are generated by alternating
the activation of the first SMA and the second SMA, such
that the movable element, connecting arm and ultra-
sound energy reflector are moved in the first and the sec-
ond direction.

[0014] Another embodiment of the apparatus compris-
es an elongate member having a proximal end and a
distal end, where at least a portion of the distal end is
transparent to ultrasound energy; an ultrasound trans-
ducer disposed in the distal end; and an actuator mech-
anism means for providing cyclical motion to the trans-
ducer disposed in the distal end; where the transducer
is oriented to transmit ultrasound energy through the ul-
trasound transparent portion of the distal end at an angle
of between about 15° to about 165° relative to a longitu-
dinal axis of the elongate member. The actuator mech-
anism means comprises a first anchor, a second anchor,
a movable element, a first SMA actuator connected to
the first anchor and the movable element, and a deform-
able component connected to the second anchor and the
movable element, where the anchor elements are se-
cured relative to the elongate member.

[0015] Another embodiment of the invention is a side-
looking intravascular optical coherence tomography ap-
paratus comprising an elongate member having a prox-
imal end and a distal end, where at least a portion of the
distal end is at least partially transparent to light energy;
an actuator mechanism disposed in the distal end, the
actuator mechanism comprising a first anchor, a second
anchor, at least one movable element, a first SMA actu-
ator connected to the first anchor and at least one mov-
able element, and a deformable component connected
to the second anchor and at least on movable element,
where the anchor elements are secured relative to the
elongate member; an optical fiber having a proximal and
a distal end, the distal end of the optical fiber disposed
in the distal end of the elongate member substantially
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parallel to a longitudinal axis of the elongate member;
and a reflector connected to the movable element, the
reflector oriented to reflect light energy from a distal tip
of the optical fiber through the transparent portion of the
distal end at an angle of between about 15° to about 165°
relative to the longitudinal axis of the elongate member;
where the first SMA actuator has an activated and a de-
activated state; and where the movable element and mir-
ror move in a first direction relative to the elongate mem-
ber upon activation of the first SMA actuator. In another
embodiment the deformable component comprises a
second SMA actuator; where the second actuator has
an activated and a deactivated state; and where activa-
tion of the second SMA actuator following deactivation
of the first SMA actuator moves the movable element
and reflector relative to the elongate member in a second
direction of movement which is counter to the first direc-
tion of movement. In some embodiments the deformable
component is elastic or superelastic; where the deform-
able component has a relaxed state and a deformed
state; where the deformable component is in a relaxed
state when the first SMA actuator is deactivated; where
the movement of the movable element and reflector in
the first direction upon activation of the first SMA actuator
deforms the elastic or superelastic deformable compo-
nent; and where following deactivation of the first SMA,
the elastic or superelastic deformable component sub-
stantially returns to the relaxed state, the movable ele-
ment and reflector moving in a second direction of move-
ment which is counter to the first direction of movement.
[0016] In some embodiments, the first and second di-
rection of movement is rotational about the longitudinal
axis of the elongate member, or substantially parallel to
the longitudinal axis of the elongate member. In some
embodiments the elongate member is a guide wire. An-
other embodiment further comprises a lumen traversing
the longitudinal axis of the elongate member; and wires
disposed in the lumen to electrically connect the first SMA
actuator and optionally the deformable componenttoone
or more devices at the proximal end of the elongate mem-
ber. In some embodiments the device is a signal proc-
€ssor.

[0017] In some embodiments the reflector is oriented
to reflect light energy from a distal tip of the optical fiber
through the transparent portion of the distal end at an
angle of between about 80° and about 110° relative to
the longitudinal axis of the elongate member. In some
embodiments the diameter of the distal end of the elon-
gate member is not more than about 0.1524 cm, (0.060
inches).

[0018] Another embodiment further comprises a con-
necting arm; the connecting arm connecting the reflector
to a movable element; where the movable element, con-
necting arm and reflector move in a first direction relative
to the elongate member upon activation of the first SMA
actuator. In some embodiments the deformable compo-
nent comprises a second SMA actuator; where the sec-
ond actuator has an activated and a deactivated state;
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and where activation of the second SMA actuator follow-
ing deactivation of the first SMA actuator moves the mov-
able element, connecting arm and reflector relative to the
elongate member in a second direction of movement
which is counter to the first direction of movement. In
some embodiments the deformable component is elastic
or superelastic, and has a relaxed and deformed state;
where the deformable component is in a relaxed state
when the first SMA actuator is deactivated; where the
movement of the movable element, connecting arm and
reflector in the first direction upon activation of the first
SMA actuator deforms the elastic or superelastic deform-
able component; and where following deactivation of the
first SMA actuator, the elastic or superelastic deformable
component substantially returns to the relaxed state, the
movable element, connecting arm and reflector moving
in a second direction of movement which is counter to
the first direction of movement.

[0019] Another embodimentis a side-looking intravas-
cular optical coherence tomography apparatus compris-
ing an elongate member having a proximal end and a
distal end, where at least a portion of the distal end is
transparent to light energy; an actuator mechanism dis-
posed in the distal end, the actuator mechanism com-
prising a first anchor, a second anchor, a movable ele-
ment, a first SMA actuator connected to the first anchor
and the movable element, and a deformable component
connected to the second anchor and the movable ele-
ment, where the anchor elements are secured relative
to the elongate member; an optical fiber having a proxi-
mal and a distal end, the distal end of the optical fiber
disposed in the distal end of the elongate member sub-
stantially parallel to a longitudinal axis of the elongate
member, the moveable element connected to the distal
end of the optical fiber; a reflector connected to a distal
tip of the optical fiber, the reflector oriented to reflect light
energy from the distal tip of the optical fiber through the
transparent portion of the distal end at an angle between
about 15° to about 165° relative to the longitudinal axis
of the elongate member; where the first SMA actuator
has an activated and a deactivated state; and where the
movable element, distal tip of the optical fiber and the
reflector move in a first direction relative to the elongate
member upon activation of the first SMA actuator. In
some embodiments the deformable component compris-
es a second SMA actuator; where the second actuator
has an activated and a deactivated state; and where ac-
tivation of the second SMA actuator following deactiva-
tion of the first SMA actuator moves the movable element,
distal tip of the optical fiber and the reflector relative to
the elongate member in a second direction which is coun-
ter to the first direction of movement. In some embodi-
ments the deformable component is elastic or supere-
lastic, and has a relaxed and deformed state; where the
deformable componentis in a relaxed state when the first
SMA actuator is deactivated; where the movement of the
movable element, distal tip of the optical fiber and the
reflector in the first direction upon activation of the first
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SMA deforms the elastic or superelastic deformable com-
ponent; and where following deactivation of the first SMA
actuator, the elastic or superelastic deformable compo-
nent substantially returns to the relaxed state, the mov-
able element, distal tip of the optical fiber and the reflector
moving in a second direction of movement which is coun-
ter to the first direction of movement.

[0020] Also disclosed is a method for visualizing the
interior of a patient’s vasculature, the method comprising
inserting the distal end of an apparatus disclosed herein
into the vasculature of a patient; generating a cyclical
movement of the movable element and reflector by al-
ternating the activation and deactivation of the first SMA
actuator and optionally the deformable component, such
that the movable element and reflector are moved in the
first and the second direction; transmitting light energy
from the proximal end of the optical fiber to the distal tip,
reflecting the energy on the reflector; receiving light en-
ergy reflected from the interior of the vasculature on re-
flector and reflecting the energy on the distal tip of the
optical fiber; transmitting the energy from the distal tip of
the optical fiber to the proximal end of the fiber; producing
an image from the reflected energy. In some examples,
the cyclical movement of the movable element and re-
flector is generated by alternating the activation of the
first SMA actuator and the second SMA actuator, such
that the movable element and reflector are moved in the
first and the second direction.

[0021] Also disclosed is a method for visualizing the
interior of a patient’s vasculature, the method comprising
inserting the distal end of an apparatus described herein
into the vasculature of a patient; generating a cyclical
movement of the movable element, connecting arm and
reflector by alternating the activation and deactivation of
the first SMA actuator and optionally the deformable com-
ponent, such that the movable element, connecting arm
and reflector are moved in the first and the second direc-
tion; transmitting light energy from the proximal end of
the optical fiber to the distal tip, reflecting the energy on
the reflector; receiving light energy reflected from the in-
terior of the vasculature on reflector and reflecting the
energy on the distal tip of the optical fiber; transmitting
the energy from the distal tip of the optical fiber to the
proximal end of the fiber; and producing an image from
the reflected energy. In some examples the cyclical
movement of the movable element, connecting arm and
reflector is generated by alternating the activation of the
first SMA actuator and the second SMA actuator, such
that the movable element, connecting arm and reflector
are moved in the first and the second direction.

[0022] Also disclosed is a method for visualizing the
interior of a patient’s vasculature, the method comprising
inserting the distal end of an apparatus disclosed herein
into the vasculature of a patient; generating a cyclical
movement of the movable element, distal tip of the optical
fiber and the reflector by alternating the activation and
deactivation of the first SMA actuator and optionally the
deformable component, such that the movable element,
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distal tip of the optical fiber and the reflector are moved
in the first and the second direction; transmitting light
energy from the proximal end of the optical fiber to the
distal tip, reflecting the energy on the reflector; receiving
light energy reflected from the interior of the vasculature
on reflector and reflecting the energy on the distal tip of
the optical fiber; transmitting the energy from the distal
tip of the optical fiber to the proximal end of the fiber; and
producing an image from the reflected energy. In some
embodiments the cyclical movement of the movable el-
ement, distal tip of the optical fiber and the reflector is
generated by alternating the activation of the first SMA
actuator and the second SMA actuator, such that the
movable element, distal tip of the optical fiber and the
reflector are moved in the first and the second direction.
[0023] Another embodimentis a side-looking intravas-
cular optical coherence tomography apparatus compris-
ing an elongate member having a proximal end and a
distal end, where at least a portion of the distal end is
transparent to light energy; an optical fiber having a distal
end, the distal end of the optical fiber disposed in the
distal end of the elongate member; a reflector means
disposed in the distal end of the elongate member; and
an actuator mechanism means for providing cyclical mo-
tion to the reflector; where the reflector and distal end of
the optical fiber is oriented to transmit light energy
through the light transparent portion of the distal end of
the elongate member at an angle of between about 15°
toabout 165° relative to a longitudinal axis of the elongate
member. The actuator mechanism means comprises a
first anchor, a second anchor, a movable element, a first
SMA actuator connected to the first anchor and the mov-
able element and a deformable component connected
to the second anchor and the movable element, where
the anchor elements are secured relative to the elongate
member.

[0024] Figure 1 is a partial cut-away perspective view
showing an embodiment of the actuator mechanism of
the present invention and an ultrasound transducer dis-
posed in the distal end of an elongate member.

[0025] Figures 2a and 2b are perspective views illus-
trating rotational motion of the actuator mechanism
shown in FIG. 1, while Figures 2c and 2d illustrate lon-
gitudinal motion of the actuator mechanism shownin FIG.
1.

[0026] Figure 3 is a perspective view showing an em-
bodiment of the actuator mechanism of the present in-
vention connected to an ultrasound transducer by a con-
necting arm.

[0027] Figure 4 is a perspective view of the device of
FIG. 3 disposed in the distal end of an elongate member
having an ultrasound transparent window.

[0028] Figure 5 is a perspective view of the distal end
of an elongate member with an actuator mechanism and
ultrasound transducer structure disposed therein.
[0029] Figure 6 is a perspective view of the distal end
of an elongate member with an actuator mechanism and
two ultrasound support structures stacked orthogonally.
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[0030] Figure 7 is a perspective view showing an ac-
tuator mechanism with an ultrasound reflector connected
by a connecting arm, with an ultrasound transducer
aligned with the reflector.

[0031] Figure 8 is a partial cut-away perspective view
showing the device of FIG. 7 housed in the distal end of
an elongate member with an ultrasound transparent win-
dow.

[0032] Figure 9 is a schematic drawing of an optical
coherence tomography device with an actuator mecha-
nism, a reflector and an optical fiber disposed in an elon-
gate member having a transparent window.

[0033] Figure 10is aschematic drawing of another em-
bodiment of an optical coherence tomography device
with an actuator mechanism connected to an optical fiber
with a reflector on its distal end, disposed in an elongate
member having an transparent window.

[0034] Figure 11isaschematic drawing of anotherem-
bodiment of an optical coherence tomography device
with an actuator mechanism, a reflector and an optical
fiber disposed in an elongate member having a transpar-
ent window.

[0035] Figures 12a, 12b, and 12c are schematic draw-
ings illustrating ultrasound transducers having one, two,
or three individual transducer crystals, respectively. Fig-
ures 12d, 12e, and 12f illustrate the field of view obtained
by rotating the transducers of FIGs. 12a, 12b, and 12c,
respectively.

[0036] Figures 13a and 13b are perspective views
showing two tubular structures each with a built-in com-
pliant mechanism in different design configuration.
[0037] Figure 14 is a perspective view showing an ul-
trasound transducer coupled to a micromanipulator hav-
ing the compliant structure of FIG. 13a and two SMA
actuators configured to actuate the compliant mecha-
nism thereof.

[0038] The presentinvention relates to imaging devic-
es for intravascular imaging, although the present inven-
tion is not limited to this preferred application. Imaging
of the intravascular space, particularly the interior walls
of the vasculature can be accomplished by a number of
different means. Two of the most common are the use
of ultrasound energy, commonly known as intravascular
ultrasound (IVUS) and optical coherence tomography
(OCT). Both of these methods are optimized when the
instruments (IVUS or OCT) used for imaging a particular
portion of the vasculature are repeatedly swept over the
area being imaged.

[0039] To address the limitations in current devices, a
new intravascular imaging device is described based on
a Shape Memory Alloy (SMA) actuator mechanism em-
bedded inside an elongate member such as a guide wire
or catheter. The present invention utilizes a novel SMA
mechanism to provide side-looking imaging by providing
movement for an ultrasound transducer or OCT element
Since this novel SMA actuator mechanism can be easily
fabricated in micro-scale using laser machining or other
fabrication techniques, it provides an advantage over ex-
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isting imaging devices because it offers the ability to min-
iaturize the overall size of the device, while the use of
multiple transducer crystals maximizes field of view. The
small dimensions of the actuator mechanism of the in-
vention allows for the diameter of the elongate member
in which it is housed to be very small. The outside diam-
eter of the elongate member, such as a guide wire or
catheter containing an imaging device described herein
can be as small as from about 0.0050" to about 0.060"
outside diameter. The outside diameter for elongate
members can be larger when the imaging device is com-
bined with other interventional devices, although the out-
side diameter of these devices can be as small as 0..
060" orsmaller. Current catheters containing IVUS range
from 0.70mm to 3mm in outside diameter.

[0040] Because the device does not require a rotating
shaft or fiber optic along the length of the catheter, it also
allows for a more flexible catheter or guide wire, and pro-
vides room for other interventional devices. In addition,
it eliminates the problems mentioned above with current
OCT technology because it does not require rotating the
entire length of the optical fiber. This invention simplifies
the manufacture and operation of OCT by allowing a
straight fiber optic directed by an independent, oscillating
reflector or prism controlled by the actuator mechanism
located only in the distal tip of the device. A variation uses
the actuator mechanism to rotate only the distal end of
the optical fiber, eliminating the need to spin the entire
fiber via a remote mechanism.

[0041] In a preferred embodiment, an ultrasound re-
flector can be implemented together with the SMA actu-
ator mechanism. This has an advantage over the prior
art because it eliminates the rotational load required to
rotate a transducer and accompanying electrical wiring,
further reducing size and increasing the amount of move-
ment provided by the actuator, which in turn increases
the field of view provided by the device. This preferred
embodiment also increases imaging quality by allowing
for a thicker backing layer for the ultrasound transducer,
since the backing layer does not affect the diameter of
the device. This in turnimproves the signal-to-noise char-
acteristics of the device and thus improves image quality.
In addition, because the transducer does not need to be
rotated, this also removes a constraint on the size of the
backing layer.

[0042] As used herein, elongate member includes any
thin, long, flexible structure which can be inserted into
the vasculature of a patient. Elongate members include,
forexample, intravascular catheters and guide wires. The
actuator mechanism is disposed in the distal end of the
elongate member. As used herein, "distal end" of the
elongate member includes any portion of the elongate
member from the mid-point to the distal tip. As elongate
members can be solid, some will include a housing por-
tion at the distal end for receiving the actuator mecha-
nism. Such housing portions can be tubular structures
attached to the side of the distal end or attached to the
distal end of the elongate member. Other elongate mem-
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bers are tubular and have one or more lumens in which
the actuator mechanism can be housed at the distal end.
[0043] "Connected" and variations thereof as used
herein includes direct connections, such as being glued
or otherwise fastened directly to, on, within, etc. another
element, as well as indirect connections where one or
more elements are disposed between the connected el-
ements.

[0044] "Secured" and variations thereof as used in-
cludes methods by which an element is directly secured
to another element, such as being glued or otherwise
fastened directly to, on, within, etc. another element, as
well as indirect means of securing two elements together
where one or more elements are disposed between the
secured elements.

[0045] Movements which are counter are movements
in the opposite direction. For example, if the movable
element is rotated clockwise, rotation in a counterclock-
wise direction is a movement which is counter to the
clockwise rotation Similarly, if the movable element is
moved substantially parallel to the longitudinal axis of the
elongate member in a distal direction, movement sub-
stantially parallel to the longitudinal axis in a proximal
direction is a counter movement.

[0046] As used herein, "light" or "light energy" encom-
passes electromagnetic radiation in the wavelength
range including infrared, visible, ultraviolet, and X rays.
The preferred range of wavelengths for OCT is from
about 400nm to about 1400nm. For intravascular appli-
cations, the preferred wavelength is about 1200 to about
1400nm. Optical fibers include fibers of any material
which can be used to transmit light energy from one end
of the fiber to the other.

[0047] "Reflector" as used herein encompasses any
material which reflects or refracts a substantial portion
of the ultrasound or light energy directed at it. In some
embodiments of the OCT device the reflector is a mirror.
In others, it is a prism. This allows refractive optical co-
herence tomography (as opposed to reflective tomogra-
phy using a mirror.) The prism can also be designed to
replace the lens typically required at the distal tip of the
optical fiber.

[0048] Embodiments of the invention will now be de-
scribed with reference to the accompanying Figures,
wherein like numerals refer to like elements throughout.
The terminology used in the description presented herein
is not intended to be interpreted in any limited or restric-
tive manner, simply because it is being utilized in con-
junction with a detailed description of certain specific em-
bodiments of the invention. Furthermore, embodiments
of the invention can include several novel features, no
single one of which is solely responsible for its desirable
attributes or which is essential to practicing the inventions
herein described.

[0049] Figure 1 illustrates a novel actuator mechanism
10 for achieving the sweeping or scanning motion used
for IVUS or OCT imaging. FIG. 1 shows an actuator
mechanism 10, which is housed in the distal end of an
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elongate member 11, with the longitudinal axis of the
actuator mechanism 10 oriented substantially parallel to
the longitudinal axis of the elongate member 11. The
elongate member 11 will be described in greater detail
below with reference to FIG. 4. The actuator mechanism
10 includes a first anchor 12 and a second anchor 14
which are secured relative to the interior of the elongate
member 11 to anchor the actuator mechanism 10 to the
distal end of elongate member 11 such that the anchors
12 and 14 cannot move relative to elongate member 11.
The actuator mechanism 10 also has a movable element
16 which is not secured relative to the elongate member
11, and which is free to move in at least one range of
motion relative to the anchors 12 and 14 and elongate
member 11.

[0050] The first anchor 12 is connected to the movable
element 16 by a shape memory alloy (SMA) actuator 20
which moves movable element 16 when activated as de-
scribed in more detail below. The SMA actuator 20 can
be fabricated from any known material with shape mem-
ory characteristics, the preferred material being nitinol.
In an alternative embodiment the actuator mechanism
10 can be fabricated without from a single tubing using
any material with shape memory characteristics, incor-
porating the first anchor 12, second anchor 14, moveable
element 16, SMA actuator 20 and deformable compo-
nent 22 (described below). As known by those of skill in
the art, SMAs can be fabricated to take on a predeter-
mined shape when activated. Activation of an SMA ac-
tuator consists of heating the SMA such that it adopts its
trained shape. Typically, this is accomplished by applying
an electric current across the SMA element. Deactivation
of an SMA actuator includes turning off current to SMA,
suchthatitreturnstoits pliable state as it cools. Activation
of the SMA to its trained shape results in a force which
can be utilized as an actuator. As one of skill in the art
will recognize, the disclosed SMA actuator 20 can take
numerous shapes and configurations in addition to the
helical shape shown in FIG. 1. For example it could be
linear, or more than one (e.g. 2, 3, 4 or more) SMA ele-
ments could be used to make the SMA actuator 20.
[0051] The second anchor 14 is connected to the mov-
able element 16 by a deformable component 22. The
deformable component 22 is made from materials which
are not rigid, including elastic and superelastic, and non-
elastic materials. Deformable materials include trained
and untrained SMAs. Elastic alloys include, but are not
limited to, stainless steel and titanium alloy, and supere-
lastic alloys include but are not limited to, nitinol, Cu-Al-
Ni, Cu-Al, Cu-Zn-Al, Ti-V and Ti-Nb alloy.

[0052] In an alternative embodiment, one or both of
the anchors 12 and 14 are eliminated, and one end the
SMA actuator 20 and/or the deformable component 22
are secured directly to the elongate member 11. Also one
or both of the anchors 12 and 14 are secured indirectly
to the elongate member 11 through additional elements
such as an intermediate housing for the actuator mech-
anism 10. In addition, the SMA actuator 20 and/or de-
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formable component 22 can be connected to either of,
or both the anchor 12 or 14 and the movable element 16
through additional elements - they need not be directly
connected to the anchor or movable element as shown.
Alternatively, the moveable element 16 can include, or
have an additional element(s) connected thereto, that
extend over or within the anchors 12 and/or 14 with
enough clearance such that the additional element(s)
supports the movement of the moveable element 16 and
help to align it relative to the anchors 12 and 14 - this
alignment provides precise and uniform motion in the
elongate member 11.

[0053] In the embodiment illustrated in FIG. 1, an ul-
trasound transducer 24 is connected to the movable el-
ement of the actuator mechanism by being disposed on
the moveable element.

[0054] In addition, while FIG. 1 shows only a single
moveable element, multiple moveable elements are pos-
sible. For example, the SMA actuator 20 could be con-
nected to a first moveable element, and the deformable
component 22 could be connected to a second moveable
element, with the transducer 24 disposed between the
two moveable elements. Alternatively, the moveable el-
ement(s) can be eliminated and the SMA actuator 20 and
the deformable component 22 can be attached directly
to the ultrasound transducer 24.

[0055] In the embodiment shown in FIG. 1, the ultra-
sound transducer 24 is oriented such that it transmits
ultrasound energy at an angle of about 90° relative to the
longitudinal axes of the actuator mechanism 10 and elon-
gate member 11. The angle of orientation of the ultra-
sound transducer 24 relative to the longitudinal axes can
be any angle between about 15° and about 165°, with
the preferred angle for side-looking ultrasound being be-
tween about 80° and about 110°. Angles contemplated
include about 15, 20, 25, 30, 35, 40, 45, 50, 55, 60, 65,
70,75, 80, 85, 90, 95, 100, 105, 110, 115, 120, 125, 130,
135, 140, 145, 150, 155, 160, and about 165 degrees,
or canfall within arange between any two of these values.
For example, 15 (or 165, depending on orientation) de-
grees are preferred for forward-looking ultrasound imag-
ing applications.

[0056] Housed in the elongate member 11, the actua-
tor10 shownin FIG. 1 can be used to generate movement
of the moveable element 16 as shown in FIG. 2. By ac-
tivating the SMA actuator 20, a force is generated which
displaces the moveable element 16 and transducer 24
in a first direction since the anchor 12 is secured relative
to the elongate member (not shown). FIG. 2a illustrates
movement in a first direction, indicated by the arrow,
which is rotational about the longitudinal axis of the ac-
tuator mechanism 10. FIG. 2c illustrates a movement in
a first direction, indicated by the arrow, which is substan-
tially parallel to the longitudinal axis of the actuator mech-
anism 10. The direction of movement generated by ac-
tivation of the SMA actuator 20 will depend on configu-
ration of the SMA actuator 20 relative to the anchor 12
and moveable element 16, as well as the shape which
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is trained into the SMA actuator 20. For example, the
SMA actuator 20 shown in FIG. 2aiis trained to twist when
activated, while the SMA actuator 20’ shown in FIG. 2¢c
is trained to contract. A combination of rotational and
longitudinal movements is possible as well, for example
by using an SMA actuator trained to twist and extend or
contract, or by using a combination of SMA elements or
actuators. For example, two or more SMA actuators
could be linked in series.

[0057] FIGs. 2b and 2d illustrate counter movements
in a second direction, indicated by the arrows, which pro-
vides an oscillating movement to the moveable element
16 and transducer 24. This counter movement is provid-
ed by the deformable component 22 or 22’, preferably
when the SMA actuator 20 or 20’ is deactivated. The
deformable component 22 can be any elastic or supere-
lastic material, or a second SMA actuator. The deform-
able component is in a relaxed state when the SMA ac-
tuator 20 or 20’ is in the deactivated state. When the first
SMA actuator 20 or 20’ is activated, as shown in FIGs.
2a and 2c, the deformable component 22 or 22’ is de-
formed by the movement of the moveable element 16
since the second anchor 14 is secured relative to the
elongate member (not shown).

[0058] In an embodiment where the deformable com-
ponent 22 or 22’ is an elastic or superelastic material,
the energy stored in the deformable component 22 or 22’
whenitis in its deformed state shown in FIGs. 2a and 2¢
moves the moveable element 16 and transducer 24 to
the position shown in FIGs. 2b and 2d when the first SMA
20 or 20’ is deactivated. This movement in the second
direction, indicated by the arrow, is counter to the move-
ment in the first direction. By alternately activating and
deactivating the first SMA 20 or 207, a cyclical movement
of the moveable element 16 and transducer 24 will result.
This cyclical movement can be rotational about the lon-
gitudinal axis of the of the actuator mechanism 10 as
shown in FIGs. 2a and 2b, or approximately parallel to
the longitudinal axis of the actuator mechanism 10 as
shown in FIGs. 2¢c and 2d, or a combination of rotational
and longitudinal movement (not shown).

[0059] In a preferred embodiment, the deformable
component 22 or 22’ is a second SMA actuator that is
trained to move the moveable element 16 and transducer
24 in a second direction which is counter the movement
in the first direction caused by activation of the first SMA
actuator20 or 20’. In this embodiment, the cyclical motion
is generated by the alternating activation of the first SMA
actuator 20 or 20’ and the second SMA actuator 22 or
22’. The activation of the first SMA actuator 20 or 20’
deforms the second SMA actuator 22 or 22’ which is in
its inactive state, as illustrated in FIGs. 2a and 2c. The
first SMA actuator 20 or 20’ is deactivated and the second
actuator SMA 22 or 22’ is activated, causing the defor-
mation of the first SMA actuator 20 or 20’ and the move-
ment of the moveable element 16 and transducer 24 as
illustrated in FIGs. 2b and 2d.

[0060] Figure 3 shows another embodiment of the in-
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vention including the actuator mechanism 10 illustrated
in FIGs. 1 and 2. As in FIG. 1, the actuator mechanism
10 in FIG. 3 includes a first anchor 12, a second anchor
14, a movable element 16. The first anchor 12 is con-
nected to the movable element 16 by a SMA actuator 20.
The second anchor 14 is connected to the movable ele-
ment 16 by a deformable component 22. In the embod-
iment illustrated in FIG. 3, the ultrasound transducer 24
is connected to the moveable element 16 by a connecting
arm 26, such that movement of the moveable element
16 results in movement of the ultrasound transducer 24
and connecting arm 26. The movement of the moveable
element 16 is generated as described above and illus-
trated in FIG. 2. In an alternate embodiment, the portion
of the connecting arm 26 that is shown extending past
the moveable element 16 and passing through the sec-
ond anchor 14 is removed. The connecting arm 26 can
have a lumen (not shown), and optionally wires can pass
through the lumen to connect the transducer 24 to an
ultrasound signal generator and processor located at the
proximal end of the elongate member in which the actu-
ator mechanism and transducer are housed. While the
actuator mechanism 10 is illustrated as having the SMA
actuator 20 in closer proximity to the transducer 24 than
the deformable component 22, one of skill in the art will
readily appreciate that the actuator mechanism 10 can
be oriented such that the location of the SMA actuator
20 and the deformable component 22 are reversed.
[0061] In several embodiments disclosed herein, the
connecting arm 26 is shown passing through the center
of the anchor 12 and 14 and moveable element 16. One
of skill in the art will recognize that it is not necessary to
locate the connecting arm 26 along the longitudinal axis
ofthe actuator mechanism 10. For example, the connect-
ing arm 26 could be located on an exterior surface of the
moveable element 16, and the anchor 12 could have a
cut-out to allow the movement of the connecting arm 26
over the anchor 12. In addition, it can be desirable to
provide structural supports for the moveable element 16
to stabilize its movement within the elongate member.
[0062] Figure 4 illustrates an elongate member 30
which has a distal end 32 in which the actuator mecha-
nism and ultrasound transducer 34 are housed. The dis-
tal end 32 of the elongate member 30 has at least a por-
tion 36 of the elongate member which is transparent to
ultrasound energy. The ultrasound transducer 34 is ori-
ented to transmit and receive ultrasound energy through
this portion 36. The ultrasound transparent portion 36
can be a window made of an ultrasound transparent ma-
terial, a material which is partially or substantially trans-
parent to ultrasound energy, or the window can be a cut-
out such that there is no material between the transducer
and the outside environment. The portion 36 is desirable
where the distal end 32 of the elongate member 30 is
made of a substance that absorbs ultrasound energy. In
an alternative embodiment, the entire distal end 32 or
elongate member 30 is transparent to ultrasound energy.
[0063] Figure 5illustrates the distal end 40 of an elon-
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gate member, where all but the distal tip 41 of the elon-
gate member is transparent so that the actuator mecha-
nism 42 housed in the distal end 40 is visible. The actu-
ator mechanism 42 is similar to the one illustrated in FIG.
3, with the addition of support members 44 disposed with-
in the anchors 46. The support members 44 support the
connecting arm 50, which connects the moveable ele-
ment 52 and ultrasound transducer structure 54, acting
to stabilize the movements of the connecting arm 50 and
moveable element 52. The connecting arm 50 is free to
rotate or slide within the support members 44, but not
the moveable element 52. The support members 44 can
be separate elements as shown in FIG. 5, or the anchors
46 can be fabricated to perform the function of the support
members 44. The actuator mechanism 42 is used to gen-
erate movement of the moveable element 52, connecting
arm 50 and ultrasound transducer structure 54 in the
manner described above in reference to FIG. 2. The con-
necting arm 50 and moveable element 52 can be a single
piece. In another embodiment, the moveable element 52
is eliminated, and the SMA actuator 62 and deformable
component 64 are attached directly to the connecting
arm 50.

[0064] In the embodiment shown in FIG. 5, the ultra-
sound transducer structure 54 has two ultrasound trans-
ducer crystals 56 and 56’ for sending and receiving the
ultrasound signal, which share a common backing 60.
The backing 60 provides support for the transducer crys-
tals 56 and 56’, as well as a barrier to absorb the ultra-
sound energy emitted by the back face of the transducer
crystals 56 and 56’. By using two transducer crystals 56
and 56’, more of the interior wall of the vasculature or
other structure can be imaged by a device of approxi-
mately the same size.

[0065] Figure 6 shows another embodiment wherein
there are two ultrasound support structures 70 and 70’
stacked orthogonally, with each transducer support
structure 70 and 70’ having two transducer crystals 72
and 72’ sharing a common backing 74 and 74’. This con-
figuration allows for an even larger field of view, as each
transducer crystal 72 and 72’ generates a signal oriented
in a different direction. One of skill in the art will recognize
that the ultrasound support structures 70 and 70’ can be
oriented to each other at any desirable angle. Addition-
ally, the transducer crystals 72 and 72’ can be oriented
on the support structures 70 and 70" and with respect to
each other in alternate configurations. Preferred embod-
iments of ultrasound transducers having more than one
transducer crystal are described in more detail below and
in reference to FIG. 12.

[0066] Figure 7 illustrates a preferred embodiment of
the current invention. Shown in FIG.7 is an actuator
mechanism 80 which has two anchors 82 and 82, a
moveable element 84 connected to the anchor 82 and
82’ by an SMA actuator 86 and a deformable component
90. A connecting arm 92 connects the moveable element
84 to an ultrasound energy reflector 94. The reflector 94
has a surface 96 which is oriented to reflect ultrasound



19 EP 1902 331 B1 20

energy to and from an ultrasound transducer 100. Move-
ment of the moveable element 84, connecting arm 92
and reflector 94 can be achieved as described above,
with reference to FIG. 2. In another embodiment, the ac-
tuator mechanism 80 is configured to move the reflector
94 substantially parallel to the longitudinal axis of the
actuator mechanism 80, as described above. One of skill
in the art will recognize that to maximize longitudinal
movement, a space can be introduced between the an-
chor 82’ and the ultrasound energy reflector 94 to allow
the reflector 94 to move in a proximal and distal direction.
As discussed above, the orientation of the actuator mech-
anism 80 could be reversed such that SMA actuator 86
is closer to the reflector 94, and the deformable compo-
nent 86 is more distant.

[0067] In the embodiment shown in FIG. 7, the trans-
ducer 100 and reflector 94 are oriented such that ultra-
sound energy is reflected from the transducer away from
the device at an orthogonal angle, about 90°, relative to
the longitudinal axes of the actuator mechanism 80 and
elongate member (not shown). The angle of the reflector
can be changed so that the ultrasound energy transmit-
ted to and from the ultrasound transducer is at an angle
between about between about 15° and about 165°, with
the preferred angle for side-looking ultrasound being be-
tween about 80° and about 110°. Angles contemplated
include about 15, 20, 25, 30, 35, 40, 45, 50, 55, 60, 65,
70,75, 80, 85, 90, 95, 100, 105, 110, 115, 120, 125, 130,
135, 140, 145, 150, 155, 160, and about 165 degrees,
or canfall within arange between any two of these values.
By decreasing the angle between the surface of the re-
flector and the surface of the transducer, the ultrasound
energy will be reflected in a more forward-looking direc-
tion, that is toward the distal tip of the device. This can
be useful in some applications where it is desirable to
image the area in front of the device, such as when nav-
igating a tortuous path through a blockage in the vascu-
lature.

[0068] Inthe embodimentshowninFIG.7,the reflector
94 can be shaped for specific purposes. For example,
the surface 96 can be concave to focus the ultrasound
beam into a smaller beam for certain imaging require-
ments. In other embodiments the surface is convex. In
other embodiments, the reflector 94 has more than one
reflective surface.

[0069] Figure 8 is a partial cut-away view which illus-
trates the device of FIG. 7 housed in the distal end 102
of an elongate member. A portion of the distal end hous-
ing the actuator mechanism 80 is cut away to show the
actuator mechanism 80. The portion of the distal end
adjacent to the reflector 94 is a window 104 which is
transparent to ultrasound energy. This permits ultra-
sound energy to be transmitted to and from the ultra-
sound transducer 100 through the distal end 102 of the
elongate member. Alternatively, the configuration of the
actuator mechanism 80 and the transducer 100 can be
reversed - the actuator mechanism 80 is housed in the
distal end of the elongate member and the transducer is
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located closer to the proximal end of the device.

[0070] Figure 9is a schematic diagram of another em-
bodiment of the current invention, where the imaging ap-
paratus uses optical coherence tomography. OCT relies
on light emitted from a fiber optic which is directed to the
surface of the vasculature being imaged. The imaged
surface reflects light back to the device where the same
or another fiber optic transmits the signal to a processor
outside the patient. Based on differential reflectance of
the surface, and image is formed from the signal. FIG. 9
illustrates an actuator mechanism 110 similar to the ones
disclosed in the previous figures, which has two anchors
112 and 112’, a moveable element 114 connected to the
anchors 112 and 112’ by an SMA actuator 116 and a
deformable component 120. A connecting arm 122 con-
nects the moveable element 114 to a reflector 124. The
reflector has a surface 126 which is oriented to reflect
light energy to and from an optical fiber 130. The actuator
mechanism 110, connecting arm 122, reflector 124 and
fiber optic 130 are advantageously housed in the distal
end of an elongate member 132. The apparatus further
includes a window 134 that is transparent to light energy,
located at the distal end of the elongate member 132.
[0071] While the connecting arm 122 is free to move
relative to the anchors 112 and 112’, it is secured to the
moveable element 114. Movement of the moveable ele-
ment 114, connecting arm 122 and reflector 124 can be
achieved as described above with reference to FIG. 2.
Rotational movement of the reflector 124 about the lon-
gitudinal axes of the actuator mechanism 110 and elon-
gate member 132 is illustrated by the arrow in FIG. 9. In
another embodiment, the actuator mechanism 110 is
configured to move the reflector 124 substantially parallel
to the longitudinal axes, as previously described. Also as
discussed above, the connecting arm 122 can be sup-
ported by the anchors 112 and 112’ or support elements
disposed in the anchors. One of skill in the art will rec-
ognize that the connecting arm 122 and moveable ele-
ment 114 can be fabricated from a single piece of mate-
rial, or be separate pieces secured together, for example
by glue, welding, snap-fit, or frictional forces due to a tight
fit. These are examples only, and are not limiting. In an
alternative embodiment, the SMA actuator 116 and de-
formable component 120 are attached directly to the con-
necting arm 122.

[0072] Since the optical fiber 130 is stationary and not
mounted on the actuator mechanism 110, it eliminates
the rotational load associated with conventional OCT de-
vices which require rotating the entire length of the optical
fiber. As aresult, the actuator mechanism can potentially
generate a wider range of motion due to the smaller load
associated with the connecting arm 122 and reflector
124. Since the OCT imaging device is based on a sweep-
ing reflector, the fiber optic is can remain motionless,
reducing or eliminating image distortion and issues as-
sociated with the torque generated by the spinning optical
fiber.

[0073] The reflector 124 can be shaped for specific
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purposes. For example, the surface 126 can be concave
to focus the coherent light into a smaller beam for certain
imaging requirements. In other embodiments the surface
is convex. The surface 126 can be designed to replace
the lens typically attached to the end of a fiber optic when
used for OCT. In this case the reflector 124 is used to
focus the coherent light at the distance needed to image
the vasculature, and the lens is not necessary. In some
embodiments the reflector 124 is a mirror, in others, it is
a prism. A prism allows refractive optical coherence to-
mography (as opposed to reflective tomography using a
mirror.) The prism can also be designed to replace the
lens typically required at the distal tip of the optical fiber.
In other embodiments, the reflector 124 has more than
one reflective surface. In another embodiment, one or
more additional optical fibers and/or reflectors are pro-
vided to increase the field of view, or to provide different
wavelengths of light.

[0074] Figure 10 is a schematic of another embodi-
ment of the invention where the actuator mechanism 140
rotates the distal end of the fiber optic used for OCT. FIG.
10 illustrates an actuator mechanism 140 which has two
anchors 142 and 142’, a moveable element 144 connect-
ed to the anchors 142 and 142’ by an SMA actuator 146
and a deformable component 150. The moveable ele-
ment 144 is secured to the distal end of a fiber optic 154
by, for example but not limited to, crimping, glue, welding,
snap-fit, set screw, or frictional forces due to a tight fit.
The optical fiber 154 which has a prism 156 or other re-
flective surface mounted on its distal tip. The prism 156
has a surface oriented to refract light energy to and from
the optical fiber 154 as illustrated by the arrows. The ac-
tuator mechanism 140, fiber optic 154 and prism 156 are
shown housed in the distal end of an elongate member
160. In the embodiment shown in FIG. 10, a portion of
the distal end of the elongate member is a window 162
that is transparent to light energy.

[0075] While the optical fiber 154 is free to move rela-
tive to the anchors 142 and 142, it is secured to the
moveable element 144. Movement of the moveable ele-
ment 144 can be achieved as described above, and as
illustrated in FIG. 2. Because the moveable element 144
is secured to the fiber optic 154, rotational movement of
the moveable element as illustrated by the arrow in FIG.
10 results in rotational movement of the distal end of the
fiber optic 154 and prism 156 about the longitudinal axis
of the elongate member.

[0076] The sweeping motion of the actuator mecha-
nism 140 creates a scanning pattern and can achieve a
field of views in a range of angles, depending upon the
strain characteristics of the optical fiber 154. This pro-
duces the required scanning motion for OCT imaging
without requiring the rotation of the entire fiber optic and
the highspeed mechanical rotator in the proximal end of
the device. In another embodiment, one or more addi-
tional actuator mechanisms are spaced along the fiber
optic from the distal end toward the proximal end, in-
creasing the rotational displacement of the distal end or
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the entire length of the optical fiber, and distributing the
rotational load generated along the length of the optical
fiber.

[0077] FIG. 11 is a schematic illustration of an actuator
mechanism 170, which has two anchors 172 and 172’,
a moveable element 174 connected to the anchors 172
and 172’ by an SMA actuator 176 and a deformable com-
ponent 180. A reflector 182 is mounted on the moveable
element 174. The reflector has a surface 184 which is
oriented to reflect light energy to and from an optical fiber
186. An optional support structure 190 stabilizes the
moveable element 174. The actuator mechanism 170,
reflector 182 and fiber optic 186 are shown housed in the
distal end of an elongate member 192 as shown in FIG.
9. The actuator mechanism provides cyclical movement
of the moveable element 174 and reflector 182 as de-
scribed previously.

[0078] Figures 9, 10 and 11 illustrate a reflector or
prism oriented such that light energy is reflected from the
fiber optic away from the device at an orthogonal angle,
about 90°, relative to the longitudinal axes of the actuator
mechanism and elongate member. The angle of the re-
flector can be changed so that the light energy transmit-
ted to and from the fiber optic is at an angle between
about 15° and about 165° relative to the longitudinal axis
of the device, with the preferred angle being between
about 80° and about 110°. Angles contemplated include
about 15, 20, 25, 30, 35, 40, 45, 50, 55, 60, 65, 70, 75,
80, 85, 90, 95, 100, 105, 110, 115, 120, 125, 130, 135,
140, 145, 150, 155, 160, and about 165 degrees, or can
fall within a range between any two of these values. By
adjusting the angle between the reflective surface of the
reflector or prism and the end of the fiber optic, the light
can be reflected in a more forward-looking direction, that
is toward the distal tip of the device. This can be useful
in some applications where it is desirable to image the
area in front of the device, such as when navigating a
tortuous path through a blockage in the vasculature.
[0079] As described herein, at least a portion of the
elongate member is transparent to ultrasound energy or
light energy. This includes a window made of an ultra-
sound or light energy transparent material, a material
which is partially or substantially transparent to ultra-
sound or light energy, or the window can be a cut-out
such that there is no material between the transducer,
reflector or prism and the outside environment. In other
embodiments the entire distal end or elongate member
is transparent.

[0080] The actuator described herein can be made
very small, such that the actuator has a diameter/width
between about 5um and about 1000u.m, with the pre-
ferred size being between about 5um and about 100p.m.
The actuator preferably has a diameter or width of, or of
about, 5, 10, 20, 30, 40, 50, 60, 70, 80, 90, 100, 200,
300, 400, 500, 600, 700, 800, 900, or 1000 wm, or is at
least about, 5, 10, 20, 30, 40, 50, 60, 70, 80, 90, 100,
200, 300, 400, 500, 600, 700, 800, 900, or 1000 wm, or
is no more than about 5, 10, 20, 30, 40, 50, 60, 70, 80,
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90, 100, 200, 300, 400, 500, 600, 700, 800, 900, or 1000
pm, or can fall within a range between any two of these
values. The range of lengths preferred for the actuator
is quite broad, and depends on the application. For rota-
tional motion, the length of the actuator mechanism can
be from about 20um to about 10mm, with the preferred
size being from about 200um to about 10mm. For longi-
tudinal motion, the length of the actuator can be from
about 100.m to about 20mm, with the preferred length
being from about 1mm to about 20mm. The actuator pref-
erably has a length of, or of about, 20, 30, 40, 50, 60, 70,
80, 90, 100, 200, 300, 400, 500, 600, 700, 800, 900 pm,
1,2,3,4,5,6,7,8,9,10, 11,12, 13, 14, 15, 16, 17, 18,
19, or 20 mm, or is at least about, 20, 30, 40, 50, 60, 70,
80, 90, 100, 200, 300, 400, 500, 600, 700, 800, 900 pm,
1,2,3,4,5,6,7,8,9,10, 11, 12, 13, 14, 15, 16, 17, 18,
19, or 20 mm, or is no more than about 20, 30, 40, 50,
60, 70, 80, 90, 100, 200, 300, 400, 500, 600, 700, 800,
900 um, 1,2, 3,4,5,6,7,8,9, 10, 11, 12, 13, 14, 15,
16, 17, 18, 19, or 20 mm, or can fall within a range be-
tween any two of these values.

[0081] The outside diameter of the elongate member,
such as a guide wire or catheter containing an imaging
device described herein can be as small as from about
0.005" to about 0.100" outside diameter. Preferably, the
outside diameter of the elongate member is, or is about
05,1,2,3,4,5,6,7,8,9,10, 11, 12, 13, 14, 15, 16, 17,
18, 19, 20, 25, 30, 35, 40, 45, 50, 55, 60, 65, 70, 75, 80,
85, 90, 95, or 100 hundredths of an inch, or is at least
about, 0.5,1,2,3,4,5,6,7,8,9,10, 11, 12, 13, 14, 15,
16, 17,18, 19, 20, 25, 30, 35, 40, 45, 50, 55, 60, 65, 70,
75, 80, 85, 90, 95, or 100 hundredths of an inch, or is no
more than about 0.5, 1, 2, 3,4, 5,6, 7,8, 9, 10, 11, 12,
13, 14, 15, 16, 17, 18, 19, 20, 25, 30, 35, 40, 45, 50, 55,
60, 65, 70, 75, 80, 85, 90, 95, or 100 hundredths of an
inch, or can fall within a range between any two of these
values.

[0082] The range of motion generated by the actuator
mechanism described herein will vary depending of the
application. Rotational motion can be in a range from
about 1 or 2 degrees up to about 400 degrees, depending
on the area of interest. Angles of rotational displacement
generated by the actuator mechanism are, or are about,
1,2,5,10, 15, 20, 25, 30, 35, 40, 45, 50, 55, 60, 65, 70,
75, 80, 85, 90, 95, 100, 105, 110, 115, 120, 125, 130,
135, 140, 145, 150, 155, 160, 165, 170, 175, 180, 190,
195, 200, 205, 210, 215, 220, 225, 230, 235, 240, 245,
250, 255, 260, 265, 270, 275, 280, 285, 290, 295, 300,
305, 310, 315, 320, 325, 330, 335, 340, 345, 350, 355,
360, 365, 370, 375, 380, 385, 390, 395, or 400 degrees,
or at least about 1, 2, 5, 10, 15, 20, 25, 30, 35, 40, 45,
50, 55, 60, 65, 70, 75, 80, 85, 90, 95, 100, 105, 110, 115,
120, 125, 130, 135, 140, 145, 150, 155, 160, 165, 170,
175, 180, 190, 195, 200, 205, 210, 215, 220, 225, 230,
235, 240, 245, 250, 255, 260, 265, 270, 275, 280, 285,
290, 295, 300, 305, 310, 315, 320, 325, 330, 335, 340,
345, 350, 355, 360, 365, 370, 375, 380, 385, 390, 395,
or 400 degrees, or no more than 1, 2, 5, 10, 15, 20, 25,
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30, 35, 40, 45, 50, 55, 60, 65, 70, 75, 80, 85, 90, 95, 100,
105, 110, 115, 120, 125, 130, 135, 140, 145, 150, 155,
160, 165, 170, 175, 180, 190, 195, 200, 205, 210, 215,
220, 225, 230, 235, 240, 245, 250, 255, 260, 265, 270,
275, 280, 285, 290, 295, 300, 305, 310, 315, 320, 325,
330, 335, 340, 345, 350, 355, 360, 365, 370, 375, 380,
385, 390, 395, or 400 degrees, or can fall within a range
between any two of these values. By adjusting the power
and/or duration of the activation signal to one or more of
the SMA actuators, the degree of rotation or length of
longitudinal displacement can be adjusted while the de-
vice is in the patient, allowing the operator to adjustably
define a specific image field of view. The preferred range
of rotational displacement generated by the actuator de-
vice is from about 25 to 360 degrees. In addition, it is
possible to use the device of the invention for singe point
interrogation for optical coherence reflectometry or Dop-
pler effect measurements.

[0083] The amount of longitudinal displacement gen-
erated by the actuator mechanism is also dependent on
the length of the area of interest. The length of longitu-
dinal displacement can be from about 100um to about
30mm or more. The length of longitudinal displacement
generated by the actuator mechanism preferably is, or
is about 100, 200, 300, 400, 500, 600, 700, 800, 900 wm,
1,2,3,4,5,6,7,8,9,10, 11,12, 13, 14, 15, 16, 17, 18,
19, 20, 25, or 30 mm, or is at least about, 100, 200, 300,
400, 500, 600, 700, 800,900 pm, 1,2, 3,4,5,6,7,8,9,
10, 11,12, 13, 14, 15, 16, 17, 18, 19, 20, 25, or 30 mm,
or is no more than about 100, 200, 300, 400, 500, 600,
700, 800,900 pm, 1,2, 3,4,5,6,7,8,9,10, 11,12, 13,
14,15, 16, 17, 18, 19, 20, 25, or 30 mm, or can fall within
a range between any two of these values.

[0084] The frequency of the motion generated by the
actuator mechanism can range from about 1Hz to about
100Hz. The preferred frequency of motion is between
about 8Hz and 30Hz. The frequency of movement gen-
erated by the actuator mechanism is, or is about, 1, 2, 3,
4,5,6,7,8,9, 10, 11,12, 13, 14, 15, 16, 17, 18, 19, 20,
25, 30, 35, 40, 45, 50, 55, 60, 65, 70, 75, 80, 85, 90, 95,
or 100 Hz, or at least about 1, 2, 3, 4, 5,6, 7, 8, 9, 10,
11,12, 13, 14, 15, 16, 17, 18, 19, 20, 25, 30, 35, 40, 45,
50, 55, 60, 65, 70, 75, 80, 85, 90, 95, or 100 Hz, or no
more than about 1, 2, 3, 4, 5,6, 7, 8,9, 10, 11, 12, 13,
14,15, 16, 17, 18, 19, 20, 25, 30, 35, 40, 45, 50, 55, 60,
65, 70, 75, 80, 85, 90, 95, or 100 Hz, or can fall within a
range between any two of these values.

[0085] Insomeembodiments,the actuatormechanism
disclosed herein is made without any mechanical joints.
[0086] When the actuator described above is used to
generate movement of an ultrasound transducer, the ar-
ea imaged by a single transducer is limited by the range
of movement the actuator can generate. One way to
achieve alarger field of view is to use multiple transducer
crystals. The prior art discloses phased array devices
where individual crystal transducers are used in combi-
nation to generate an ultrasound wave for imaging. In
these prior art devices, the individual crystals are mount-
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ed on separate backings and are not capable of individ-
ually producing an ultrasound signal for imaging. In con-
trast, the individual transducer crystals used in the trans-
ducers of the instant are preferably mounted on a shared
backing and are preferably capable of individually pro-
ducing an ultrasound signal for imaging.

[0087] As used herein, transducer crystal or crystal
transducer refers to the material used to produce and/or
receive the ultrasound signal. Materials used for making
the transducer crystal are known in the art and include
quartz and ceramics such as barium titanate or lead zir-
conate titanate. Ultrasound transducer crystals for IVUS
utilize frequencies from about 5 MHz to about 60MHz,
with the preferred range being from about 20MHz to
about 45MHz.

[0088] Ultrasound crystals are preferably substantially
rectangular, square, elliptical, or circular, although any
shape that produces a functional ultrasound transducer
is contemplated. As used herein, the top and bottom edge
of a transducer crystal are defined by substantially par-
allel lines bounding the transducer, a first and second
side edge are defined by a second set of substantially
parallel lines bounding the transducer, where the lines
defining the top and bottom edges are substantially per-
pendicular to the lines defining the first and second side
edges. As defined herein, ellipses, circles, irregular
shapes, etc. can have top, bottom, first and second edg-
es.

[0089] Figure 12 illustrates a schematic of ultrasound
transducers having one, two or three crystal transducers.
The dashed lines shownin FIG. 12 representthe direction
the ultrasound energy is transmitted and received from
the transducer crystals. FIG. 12a shows an ultrasound
transducer 200 having one crystal transducer 202 on a
backing structure 204. The backing material can be any
material known to those in the art which absorbs ultra-
sound energy radiated from the transducer crystals back
face. FIG. 12b shows an ultrasound transducer 210 hav-
ing two crystal transducers 212 and 214 on a single back-
ing structure 216. FIG. 12¢ shows an ultrasound trans-
ducer 220 having three crystal transducers 222, 224 and
226 on a single backing structure 228.

[0090] FIGs. 12d, 12e, and 12f show the range of fields
of view with the different configurations of transducers
shown in FIG. 12a, 12b and 12c, respectively. As an ex-
ample, assume that the actuator mechanism (not shown)
used to move the transducer can generate 60° rotational
motion. With a single transducer as shown in FIGs. 12a,
rotation of the ultrasound transducer 200 through 60° will
provide a 60° field of view as shown in FIG. 12d, where
the crystal transducer 202 is shown at the two extremes
of the range of motion (the backing 204 is excluded for
clarity.) If two transducers 212 and 214 are arranged with
a 60° angle between their respective fields of view as
shown in FIG. 12b, rotating the transducer structure 210
through 60° as shown by the two positions illustrated in
FIG. 12e will provide a field of view totaling 120° with the
same actuator. Similarly, three-transducers configured
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with a 60° angle between each crystal transducer 222,
224 and 226 as shown in FIG. 12c will have a field of
view equivalent to 180° if the transducer is rotated
through 60° as shown in FIG. 12f.

[0091] Although a 60° angle between the beams of the
transducer crystals is shown in FIG. 12, any angle be-
tween 0° (equivalent to the field of view provided by a
large crystal) and 180° is encompassed by the present
invention. Angles encompassed by the invention include
about 5, 10, 15, 20, 25, 30, 35, 40, 45, 50, 55, 60, 65,
70,75, 80, 85, 90, 95, 100, 105, 110, 115, 120, 125, 130,
135, 140, 145, 150, 155, 160, 165, 170, 175, and about
180 degrees, or can fall within a range between any two
of these values. In some embodiments, the angles de-
fined by the adjacent pairs of crystals are not equal. For
example, where three crystals are used, the angle de-
fined by the third crystal and the second crystal can be
different than the angle defined by the first crystal and
the second crystal. The angle between the faces of the
transducer crystals is preferably about the same as the
degrees of deflection which can be achieved by the ac-
tuator mechanism. This maximizes field of view without
significant overlap or gaps between the individual fields
of view for each transducer crystal. For example, if two
crystal transducers 212 and 214 are aligned at 60° as
illustrated in FIG. 12b, but the actuator can only rotate
the transducer structure by 30°, there will be a gap of
approximately 30° between the fields of view generated
by each transducer crystal. Similarly, if the actuator can
rotate through 90°, there will be a 30° field of view overlap
between the two fields of view generated by each trans-
ducer crystal. While an overlap or gap in the fields of view
can be desirable in some applications, the preferred em-
bodiment provides for minimal gaps or overlaps. Impor-
tantly, the individual transducer crystals are placed with
their edges adjacent or touching, such that the size of
any gap between the fields of view of the individual crystal
transducers is minimized and significantly reduced. In a
preferred embodiment, the individual transducer crystals
are configured such that any gap between the individual
fields of view are substantially eliminated. This provides
an improved image quality.

[0092] While FIG. 12 illustrates an ultrasound trans-
ducer with 1, 2, or 3 crystals, more crystals can be used.
Also contemplated are ultrasound transducers with 4, 5,
6,7, 8,9, or 10 transducer crystals. The crystals can be
arranged on a single backing device, or on multiple back-
ing devices as illustrated in FIG. 6. For single crystal
transducers the diameter of the crystal if circular shaped,
or width if rectangular shaped, is preferably from about
10pm to about 10mm, and more preferably from about
100p.m to about 1Tmm. For transducers with multiple crys-
tals, the combined diameter or width of the individual
crystals is preferably from about 10pm to about 10mm,
and more preferably from about 100pm to about 1mm.
Preferably, the diameter or width of the individual crystals
on a given transducer is approximately equal, although
crystals of different diameters or widths can be combined.
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The individual transducer crystals preferably have a di-
ameter or width of, or of about, 100, 200, 300, 400, 500,
600, 700, 800, 900, or 1000 wm, or are at least about,
100, 200, 300, 400, 500, 600, 700, 800, 900, or 1000 .m,
or are no more than about 100, 200, 300, 400, 500, 600,
700, 800, 900, or 1000 pm, or can fall within a range
between any two of these values.

[0093] Inanotherembodiment, the multiple transducer
configurations disclosed herein are utilized in a device in
which the actuator is configured to provide longitudinal,
rather than rotational motion, for example as shown in
FIGs. 2c and 2d. As with the rotational movement illus-
trated in FIG. 12, combining multiple transducers with
longitudinal motion can also provide a larger field of view
with the same actuator.

[0094] The multiple transducer configuration disclosed
herein can also be used for forward looking ultrasound
devices. Providing a 180° field of view allows ultrasound
imaging with the capability of side-looking as well as for-
ward-looking in a single device. A preferred forward look-
ing device is disclosed in U.S. Patent Publication No. US-
2004-0056751-A1. Other forward looking devices in-
clude those disclosed in U.S. Patent Nos. 5,379,772 and
5,377,685. As used herein, a pivot pointis a point around
which the transducer is rotated, and includes mechanical
joints, for example those disclosed in U.S. Patent No.
5,379,772, FIGs. 2, 5, and 6. While the aforementioned
forward looking devices disclose a single crystal trans-
ducer, applicants have discovered that transducers hav-
ing multiple crystals dramatically increase the field of
view. As was described with reference to side-looking
devices, the multiple crystal transducers are disposed on
the actuator mechanism.

[0095] U.S.PatentPublication No. US-2004-0056751-
A1 discloses an elastic or superelastic material utilized
as a structural material for a micromanipulator. In princi-
ple, when a compliant mechanism is deformed with an
actuator, strain energy is stored inside the underlying
structure during deformation (elastic and plastic). The
stored energy is then directly utilized to produce a bias
force to return the structure to its original shape. Howev-
er, an elastic material such as stainless steel can also
be utilized as a structural material for compliant mecha-
nisms

[0096] According to an aspect of the disclosure, a Nd:
YAG laser is implemented in the fabrication of the com-
pliant structure out of a tube. A tubular nitinol structure
with compliant mechanism was successfully fabricated
using laser machining with a laser beam size of about
30pnm. The outer diameter of the tube is about 800pum
and the wall thickness is about 75u.m. Actual feature size
is about 25um, which is mostly limited by the size of the
laser beam. Thus, by reducing the beam size, resolution
of the laser machining can be enhanced.

[0097] Toshape anitinol structure, there are three fab-
rication processes currently commercially available:
chemical etching, laser machining and micromechanical
cutting. However, these two processes are not able to
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precisely control etching depth. Thus, it is very difficult
to have a variation in thickness and, consequently, the
thickness of the mechanism determines the substrate
thickness. This presents another issue in design, which
is structural rigidity. For instance, if the substrate thick-
ness is on the order of tens of microns, the supporting
structure also starts deflecting as the mechanism moves.
This deflection at the supporting structure, which is sup-
posed to be fixed, directly contributes to loss of output
displacement. Structural rigidity is mostly a shape factor,
which is related to flexural modulus, El. Considering the
structural rigidity, a tube shape is more attractive than a
plate form.

[0098] Figure 13a illustrates an exemplary tubular
structure 1200a with a built-in compliant mechanism
1201a. Figure 13b illustrates another exemplary tubular
structure 1200b with a built-in compliant mechanism
1201b in a helical configuration having helix 1291 and
helix 1292 intertwined in a "double helix"-like fashion.
The mechanism design can be any shape and/or config-
uration as long as it utilizes structural compliance (elas-
ticity and/or superelasticity) as a main design parameter.
Similarly, as one skilled in the art would appreciate, the
rest of the tubular structure can be in any suitable con-
figuration, size, and length, etc., optimized for a particular
application and thus is not limited to what is shown here.
Moreover, in addition to nitinol, other flexible, resilient
biocompatible metal or polymer materials can also be
utilized as long as they have reversible structural behav-
iors, i.e., have elastic and/or superelastic behaviors while
actuated.

[0099] As illustrated in Figure 13b, compliant mecha-
nisms can be in a "double helix" configuration. U.S. Pat-
ent Publication No. US-2004-0056751-A1 teaches that
it is desirable with the disclosed invention that any bend-
ing strain of the compliant mechanisms is distributed sub-
stantially evenly along their entire lengths. This reduces
peak strain, which in various embodiments, can be, 4%
orless, 3% orless, 2% orlessand 1% orless. The "double
helix" configuration provides greater symmetry in motion
and provides a more even bending It is desired that the
stiffness of compliant mechanisms in different directions
be substantially the same.

[0100] In various embodiments, the elastic bending
strength of the compliant mechanisms is customized in
order to match with that of the actuators. In some em-
bodiments, the actuators have slightly stiffer elastic bend-
ing strengths than those of the compliant mechanisms.
Inone embodiment, the compliant mechanisms are stiffer
than the actuators when the actuators are relaxed, and
the compliant mechanisms are softer than the actuators
when the actuators are active. It is desirable to provide
compliant mechanisms in configurations, such as those
of the "double helix" configurations, that have as little
stress concentration as possible.

[0101] AccordingtotheinventiondisclosedinU.S. Pat-
ent Publication No. US-2004-0056751-A1, the strain of
a compliant mechanism is distributed, while minimizing
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the occurrence of strain location. The mechanical char-
acterization of a compliant mechanism can be tuned by
modifications in, (i) stiffness, (ii) peak strain (maximum
strain), (iii) size, (iv) fatigue life, and the like. In one em-
bodiment, the upper limit of strain is no more than 4%.
The bending stiffness depends on actual application. By
way of illustration, and without limitation, the bending stiff-
ness of a compliant mechanism can be at least .5 N-mm
and no more than 10 N-mm. In various embodiments,
compliant mechanisms are stiffer than the imaging de-
vice. The associated actuators are also stiffer than the
imaging device. The actuators need alonger thermaltime
constant than the imagining device.

[0102] Figure 14 schematically shows, according to an
aspect of the invention disclosed in U.S. Patent Publica-
tion No. US-2004-0056751-A1, a micromanipulator 1300
tightly coupled with an ultrasound transducer 1310 for
image scanning. Micromanipulator 1300, as well as the
other embodiments of micromanipulators disclosed
herein, provide for steering, viewing and treatment at
sites within vessels of the body, as well as for industrial
applications.

[0103] The micromanipulator 1300 enables the ultra-
sound transducer 1310 to be directly coupled to the com-
pliant mechanisms 1301. In this fashion, the rotational
center of the transducer 1310 for the scanning motion is
substantially closer to the rotational axis of the mecha-
nism 1301. In an embodiment, SMAs are implemented
as main actuators 1320 for the micromanipulator 1300.
To allow the SMAs 1320 be attached thereto, the micro-
manipulator 1300 might have one or more attachment
points or built-in micro structures such as welding-ena-
bling structures 1302 as shown in a cross-sectional view
A-A and clamping-enabling structures 1302’ as shown
in another cross-sectional view A’-A’. In some embodi-
ments, the SMAs 1320 are attached to the compliant ap-
paratus via the one or more attachment points or welding-
enabling structure 1302 using a laser having a laser
beam size of about 200 pwm or less. In some embodi-
ments, the SMAs 1320 are fastened to the compliant ap-
paratus via the built-in clamping-enabling structures
1302°.

[0104] The compliant mechanisms 1301 are actuated
with SMA 1320 actuators based on shape memory ef-
fects including contraction as well as rotation motion to
maximize output displacement. As one skilled in the art
can appreciate, the SMA actuators can be in any shape
such as wire, spring, coil, etc. and thus is not limited to
what is shown.

[0105] Another aspect related to the current invention
is a method for visualizing the interior of a patient’s vas-
culature, or other structure with a lumen. The method
comprises inserting the inserting the distal end of the
elongate member of any of the apparatuses disclosed
herein into the vasculature of a patient. The distal end is
advanced through the vasculature, optionally under the
guidance of x-ray fluoroscopic imaging to the location of
the blockage, legion, or other area to be imaged. Alter-
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natively, the imaging device can be used instead of or in
addition to the x-ray fluoroscopic imaging to guide the
device through the vasculature.

[0106] To generate an image, an ultrasound signal
generator/processor located outside the patient is acti-
vated, generating an ultrasound signal from the ultra-
sound transducer. The actuator mechanism described
herein is used to generate a cyclical movement of the
ultrasound transducer or reflector as described above.
In the case of OCT, the fiber optic is used to transmit a
light signal from a signal processor unit outside the pa-
tient to the distal tip of the optical fiber. The reflector,
prism, or distal end of the optical fiber is moved in a cy-
clical motion by the actuator mechanism as described
herein. The cyclical movement sweeps the ultrasound or
light energy over the area being imaged. The ultrasound
or light energy is reflected back to the ultrasound trans-
ducer or fiber optic, respectively. The signal is then trans-
mitted to the proximal end of the device where it is proc-
essed to produce an image.

[0107] In some embodiments of the current invention,
the elongate member has one or more lumens along the
longitudinal axis of the elongate member. The lumen(s)
can be used to house the actuator mechanism, compliant
mechanism, optical fiber and other devices described
herein. The lumen(s) can also be used to house wiring
which connects the ultrasound transducer(s) and SMA
actuator(s) disposed in the distal end of the elongate
member to devices located adjacent to the proximal end
of the elongate member. These devices include, for ex-
ample, other components of an ultrasound or OCT im-
aging system, such as an ultrasound or light source gen-
erator, receiver and computer located near the proximal
end of the elongate member. In some embodiments, the
imaging device of the invention is connected wirelessly
to one or more components of the imaging system. The
ultrasound imaging device of the invention is optionally
configured to provide real-time imaging of the environ-
ment at the distal end of the elongate member. Other
devices include a signal generator for controlling the ac-
tivation of the SMA actuators.

[0108] Thelumen(s)canalso be usedtoflush the distal
end of the ultrasound device with fluid. This fluid can im-
prove the ultrasound signal, can be used to flush the area
around the IVUS imaging device to ensure that the area
is free of debris or bubbles which would interfere with the
performance of the ultrasound device, and cool the ul-
trasound transducer and/or the SMA actuators. Inanem-
bodimentwith using one or more lumens to flush the distal
end of any of the devices described herein, it is desirable
to provide a means for the fluid to circulate through the
area around the ultrasound transducer, such as another
lumen to return the fluid to the proximal end of the elon-
gate member, or an opening in the distal end of the elon-
gate member so that the fluid can escape. Optionally, a
fluid pump can be attached to the proximal end of the
elongate member to facilitate fluid circulation through the
lumen(s). In another embodiment, the distal end of the
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elongate member contains fluid which is sealed or inject-
ed in the distal end and/or a lumen of the elongate mem-
ber.

[0109] In another embodiment, SMA actuators can be
used to bend or steer the distal end of the elongate mem-
bers disclosed herein to allow the user to reduce the dis-
tance between the distal end of the device and image
target. In the case of intravascular OCT this reduces the
artifact caused by blood between the image acquisition
device and the vessel wall by bringing the imaging portion
of the device closer to the wall itself. Similar to current
intravascular ultrasound system (IVUS), local actuators
can provide the pull-back motion of the imaging tip, so it
can control precisely the pull-back of the distal imaging
tip and generate three-dimensional images of the blood
vessel.

[0110] Asdiscussed above, the angle or orientation of
the ultrasound transducer or reflector, or the OCT reflec-
tor or prism can determine where the imaging energy is
directed. For some applications, these elements direct
the energy generally orthogonally from the longitudinal
axis of the device. For other applications, these elements
can be oriented to direct the imaging energy toward the
distal tip of the device, resembling forward looking de-
vices, or toward the proximal end of the device. In another
embodiment of the invention, an additional SMA actuator
is incorporated into the device to actively move the trans-
ducer, reflector or prism and change the imaging plane
adaptively. This active angle control can provide side-
looking and forward-looking as needed with a single im-
aging device.

[0111] In another embodiment, the IVUS system de-
scribed herein and the OCT device described herein are
combined in a single elongate member to provide both
IVUS and OCT imaging in a single, compact device.
[0112] In another embodiment, the imaging devices
disclosed herein are integrated into the distal end of a
guide wire’s rigid section, but proximal to the coil structure
that defines the distal tip of a guidewire.

[0113] In another embodiment, the imaging devices
described herein are combined with one or more thera-
peutic or interventional devices, for example, but not lim-
ited to, devices for stent placement and deployment, bal-
loon angioplasty, directional atherectomy, cardiac abla-
tion, PFO (patent foramen ovule) closure, transvascular
re-entry, trans-septal punch, and CTO (chronic total oc-
clusion) crossing.

[0114] The foregoing description details certain em-
bodiments of the invention. It will be appreciated, how-
ever, that no matter how detailed the foregoing appears
in text, the invention can be practiced in many ways. As
is also stated above, it should be noted that the use of
particular terminology when describing certain features
or aspects of the invention should not be taken to imply
that the terminology is being re-defined herein to be re-
stricted to including any specific characteristics of the
features or aspects of the invention with which that ter-
minology is associated. The scope of the invention
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should therefore be construed in accordance with the
appended claims and any equivalents thereof.

Claims

1. A side-looking intravascular ultrasound apparatus
comprising:

an elongate member (11) having a proximal end
and a distal end, wherein at least a portion of
said distal end is transparent to ultrasound en-
ergy;

an ultrasound transducer disposed in said distal
end; and

an actuator mechanism (10) means for provid-
ing cyclical motion to said transducer disposed
in said distal end;

wherein a longitudinal axis of said actuator
mechanism is oriented substantially parallel to
a longitudinal axis of the elongate member;
wherein said transducer is oriented to transmits
ultrasound energy through said ultrasound
transparent portion of said distal end at an angle
of between about 15° to about 165° relative to
a longitudinal axis of said elongate member,
wherein said actuator mechanism means com-
prises a first anchor (12), a second anchor (14),
a movable element (16), a first SMA actuator
(20), connected to said first anchor and said
movable element, and a deformable component
(22) connected to said second anchor and said
movable element, wherein said anchor ele-
ments are secured to and do not move relative
to said elongate member; and

wherein said first anchor, said second anchor,
said movable element, said first SMA actuator,
and said deformable component of said actuator
mechanism are disposed along the longitudinal
axis that is oriented substantially parallel to the
longitudinal axis of said elongate member.

2. The apparatus of claim 1, wherein said apparatus
has only one ultrasound transducer on said movable
element.

3. The apparatus of claim 1, wherein said apparatus
has only two ultrasound transducers on said mova-
ble element.

4. The apparatus of claim 1, wherein said apparatus
has only three ultrasound transducers on said mov-
able element.

5. Theside-looking intravascular ultrasound apparatus
of claim 1,
wherein the ultrasound transducer is connected to
said movable element;
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wherein said first SMA actuator has an activated and
a deactivated state; and
wherein said movable element and transducer move
in a first direction relative to the elongate member
and said first and second anchors upon activation of
said first SMA actuator.

The apparatus of claim 5, wherein said deformable
component comprises a second SMA actuator;
wherein said second actuator has an activated and
a deactivated state; and

wherein activation of said second SMA actuator fol-
lowing deactivation of said first SMA actuator moves
said movable element and transducer relative to the
elongate member and said first and second anchors
in a second direction of movement which is counter
to said first direction of movement.

The apparatus of claim 5, wherein said deformable
component is elastic or superelastic;

wherein said deformable component has a relaxed
state and a deformed state;

wherein said deformable component is in a relaxed
state when said first SMA actuator is deactivated;
wherein said movement of said movable element
and transducer in said first direction upon activation
of said first SMA actuator deforms said elastic or
superelastic deformable component; and

wherein following deactivation of said first SMA ac-
tuator, said elastic or superelastic deformable com-
ponent substantially returns to said relaxed state,
said movable element and transducer moving in a
second direction of movement which is counter to
said first direction of movement.

The apparatus of claim 5 further comprising:

a lumen traversing the longitudinal axis of the
elongate member; and

wires disposed in said lumen to electrically con-
nect said transducer, first SMA actuator and op-
tionally said deformable component to one or
more devices at the proximal end of said elon-
gate member.

The apparatus of claim 8, wherein said device is an
ultrasound signal processor.

The apparatus of claim 5, further comprising a sec-
ond ultrasound transducer connected to said mova-
ble element.

The apparatus of claim 5, further comprising a con-
necting arm (26),

said connecting arm connecting said ultrasound
transducers to the movable element;

wherein said movable element, connecting arm and
transducer move in a first direction relative to the
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elongate member and said first and second anchors
upon activation of said first SMA actuator.

The apparatus of claim 11, wherein said deformable
component comprises a second SMA actuator;
wherein said second actuator has an activated and
a deactivated state; and

wherein activation of said second SMA actuator fol-
lowing deactivation of said first SMA actuator moves
said movable element, connector and transducer rel-
ative to the elongate member and said first and sec-
ond anchors in a second direction of movement
which is counter to said first direction of movement.

The apparatus of claim 11, wherein said deformable
component is elastic or superelastic;

wherein said deformable component has a relaxed
state and a deformed state;

wherein said deformable component is in a relaxed
state when said first SMA actuator is deactivated;
wherein said movement of said movable element,
connecting arm and transducer in said first direction
upon activation of said first SMA actuator deforms
said elastic or superelastic deformable component;
and

wherein following deactivation of said first SMA ac-
tuator, said elastic or superelastic, deformable com-
ponent substantially returns to said relaxed state,
said movable element, connecting arm and trans-
ducer moving in a second direction of movement
which is counter to said first direction of movement.

The apparatus of claim 11, further comprising a sec-
ond ultrasound transducer connected to a movable
element.

The apparatus of claim 11, wherein said ultrasound
transducer further comprises at least two ultrasound
crystals.

A side-looking intravascular ultrasound apparatus
comprising:

an elongate member having a proximal end and
a distal end, wherein at least a portion of said
distal end is transparent to ultrasound energy;
an actuator mechanism (80) disposed in said
distal end, said actuator mechanism comprising
afirstanchor (82), a second anchor (82’), a mov-
able element (84), a first SMA actuator (86) con-
nected to said first anchor and said movable el-
ement, and a deformable component (90) con-
nected to said second anchor and said movable
element, wherein said anchor elements are se-
cured to and do not move relative to said elon-
gate member;

wherein said first anchor, said second anchor,
said at least one movable element, said first
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SMA actuator, and said deformable component
of said actuator mechanism are disposed along
a longitudinal axis that is oriented substantially
parallel to a longitudinal axis of said elongate
member;

a connecting arm (92) and an ultrasound energy
reflector, wherein said connecting arm connects
said ultrasound energy reflector to the movable
element; and

an ultrasound transducer disposed in said distal
end of said elongate member;

wherein said ultrasound transducer and said ul-
trasound energy reflector are oriented to trans-
mit ultrasound energy through said ultrasound
transparent portion of said distal end at an angle
of between about 15° to about 165° relative to
a longitudinal axis of said elongate member;
wherein said first SMA actuator has an activated
and a deactivated state; and

wherein said movable element, connecting arm,
and ultrasound energy reflector move in a first
direction relative to the elongate member and
said first and second anchors upon activation of
said first SMA actuator.

The apparatus of claim 16, wherein said connecting
arm and said movable element are a single piece.

The apparatus of claim 16, wherein said deformable
component comprises a second SMA actuator;
wherein said second actuator has an activated and
a deactivated state; and

wherein activation of said second SMA actuator fol-
lowing deactivation of said first SMA actuator moves
said movable element, connecting arm and reflector
relative to the elongate member in a second direction
which is counter to said first direction of movement.

The apparatus of claim 16, wherein said deformable
component is elastic or superelastic;

wherein said deformable component has a relaxed
state and a deformed state;

wherein said deformable component is in a relaxed
state when said first SMA actuator is deactivated;
wherein said movement of said movable element,
connecting arm and reflector in said first direction
upon activation of said first SMA actuator deforms
said elastic or superelastic deformable component;
and

wherein following deactivation of said first SMA ac-
tuator, said elastic or superelastic deformable com-
ponent substantially returns to said relaxed state,
said movable element, connecting element and re-
flector moving in a second direction, of movement
which is counter to said first direction of movement.

The apparatus of claim 16, further comprising a sec-
ond ultrasound energy reflector connected to a mov-
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able element.

21. A side-looking intravascular optical coherence tom-

ography apparatus comprising:

an elongate member having a proximal end and
a distal end, wherein at least a portion of said
distal end is transparent to light energy;

an optical fiber (130) having a distal end, said
distal end of said optical fiber disposed in said
distal end of said elongate member;

a reflector means (124) disposed in said distal
end of said elongate member and

an actuator mechanism (110) means for provid-
ing cyclical motion to said reflector;

wherein a longitudinal axis of said actuator
mechanism is oriented substantially parallel to
a longitudinal axis of the elongate member; and
wherein said reflector and distal end of said op-
tical fiber is oriented to transmit light energy
through said light transparent portion of said dis-
tal end of said elongate member at an angle of
between about 15° to about 165° relative to a
longitudinal axis of said elongate member,
wherein said actuator mechanism means com-
prises a first anchor (112), a second anchor
(112), a movable element (114), a first SMA ac-
tuator (116) connected to said first anchor and
said movable element, and a deformable com-
ponent connected to said second anchor and
said movable element, wherein said anchor el-
ements are secured to and do not move relative
to said elongate member;

wherein said first anchor, said second anchor,
said movable element, said first SMA actuator,
and said deformable component of said actuator
mechanism are disposed along the longitudinal
axis that is oriented substantially parallel to the
longitudinal axis of said elongate member.

22. The side-looking intravascular optical coherence to-

mography apparatus of claim 21, wherein

the actuator mechanism means is disposed in said
distal end of said elongate members ,

wherein said distal end of said optical fiber is dis-
posed in said distal end of said elongate member
substantially parallel to a longitudinal axis of said
elongate member;

wherein the reflector is connected to said movable
element;

wherein said first SMA actuator has an activated and
a deactivated state; and

wherein said movable element and reflector move
in a first direction relative to the elongate member
and said first and second anchors upon activation of
said first SMA actuator.

23. The apparatus of claim 22, wherein said deformable
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component comprises a second SMA actuator;
wherein said second acruator has an activated and
a deactivated state; and

wherein activation of said second SMA actuator fol-
lowing deactivation of said first SMA actuator moves
said movable element and reflector relative to the
elongate .member and said firstand second anchors
in a second direction of movement which is counter
to said first direction of movement.

The apparatus of claim 22, wherein said deformable
component is elastic or superelastic;

wherein said deformable component has a relaxed
state and a deformed state;

wherein said deformable component is in a relaxed
state when said first SMA actuator is deactivated;
wherein said movement of said movable element
and reflector in said first direction upon activation of
said first SMA actuator deforms said elastic or su-
perelastic deformable component; and

wherein following deactivation of said first SMA, said
elastic or superelastic deformable component sub-
stantially returns to said relaxed state, said movable
element and reflector moving in a second direction
of movement which is counter to said first direction
of movement.

The apparatus of claim 22, further comprising:

a lumen traversing the longitudinal axis of the
elongate member; and

wires disposed in said lumen to electrically con-
nect said first SMA actuator and optionally said
deformable component to one or more devices
at the proximal end of said elongate member.

The apparatus or claim 25, wherein said device is a
signal processor.

The apparatus of claim 22, further comprising a con-
necting arm (122),

said connecting arm connecting said reflector to the
movable element;

wherein said movable element, connecting arm and
reflector move in a first direction relative to the elon-
gate member and said firstand second anchors upon
activation of said first SMA actuator.

The apparatus of claim 27, wherein said movable
element and said connecting arm are a single piece.

The apparatus of claim 27, wherein said deformable
component comprises a second SMA actuator,
wherein said second actuator has an activated and
a deactivated state; and

wherein activation of said second SMA actuator fol-
lowing deactivation of said first SMA actuator moves
said movable element, connecting arm and reflector
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relative to the elongate member and said first and
second anchors in a second direction of movement
which is counter to said first direction of movement.

The apparatus of claim 27, wherein said deformable
component is elastic or superelastic, and has a re-
laxed and deformed state;

wherein said deformable component is in a relaxed
state when said first SMA actuator is deactivated;
wherein said movement of said movable element,
connecting arm and reflector in said first direction
upon activation of said first SMA actuator deforms
said elastic or superelastic deformable component;
and

wherein following deactivation of said first SMA ac-
tuator, said elastic or superelastic deformable com-
ponent substantially returns to said relaxed state,
said movable element, connecting arm and reflector
moving in a second direction of movement which is
counter to said first direction of movement.

The side-looking intravascular optical coherence to-
mography apparatus of claim 21, wherein

the actuator mechanism means is disposed in said
distal end of said elongate member;

wherein said distal end of said optical fiber is dis-
posed in said distal end of said elongate member
substantially parallel to a longitudinal axis of said
elongate member, said movable element connected
to said distal end of said optical fiber;

wherein the reflector is connected to a distal tip of
said optical fiber, said reflector oriented to reflect light
energy from said distal tip of said optical fiber through
said transparent portion of said distal end at an angle
between about 15° to about 165° relative to said lon-
gitudinal axis of said elongate member;

wherein said first SMA actuator has an activated and
a deactivated state; and

wherein said movable element, distal tip of said op-
tical fiber and said reflector move in a first direction
relative to the elongate member and said first and
second anchors upon activation of said first SMA
actuator.

The apparatus of claim 31, wherein said deformable
component comprises a second SMA actuator;
wherein said second actuator has an activated and
a deactivated state; and

wherein activation of said second SMA actuator fol-
lowing deactivation of said first SMA actuator moves
said movable element, distal tip of said optical fiber
and said reflector relative to the elongate member
and said first and second anchors in a second direc-
tion which is counter to said first direction of move-
ment.

The apparatus of claim 31, wherein said deformable
component is elastic or superelastic, and has a re-
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laxed and deformed state;

wherein said deformable component is in a relaxed
state when said first SMA actuator is deactivated;
wherein said movement of said movable element,
distal tip of said optical fiber and said reflector in said
first direction upon activation of said first SMA de-
forms said elastic or superelastic deformable com-
ponent; and

wherein following deactivation of said first SMA ac-
tuator, said elastic or superelastic deformable com-
ponent substantially returns to said relaxed state,
said movable element, distal tip of said optical fiber
and said reflector moving in a second direction of
movement which is counter to said first direction of
movement.

The apparatus of any of claims 1-33, wherein said
first and second direction of movement, or said cy-
clical movement, is rotational about the longitudinal
axis of said elongate member, or substantially par-
allelto the longitudinal axis of said elongate member.

The apparatus of claim 34, wherein said first and
second direction of movement, or said cyclical move-
ment, is rotational about the longitudinal axis of said
elongate member.

The apparatus of claim 34, wherein said first and
second direction of movement, or said cyclical move-
ment, is substantially parallel to the longitudinal axis
of said elongate member.

The apparatus of claim 34, wherein said rotational
motion is between about 1 and about 400 degrees,
and said longitudinal motion is from about 1 mm to
about 20 mm.

The apparatus of claim 37, wherein said angle is
between about 80° and about 110°.

The apparatus of any of claims 1-38, wherein said
elongate member is a guide wire.

The apparatus of any of claims 1-39, wherein the
diameter of said distal end of said elongate member
is not more than about 0.1524 cm (0.060 inches).

Patentanspriiche

1.

Intravaskuldre Seitensicht-Ultraschallvorrichtung,
die aufweist:

ein langliches Glied (11) mit einem proximalen
Ende und einem distalen Ende, wobei minde-
stens ein Abschnitt des distalen Endes fir Ul-
traschallenergie transparent ist;

einen Ultraschalltransducer, der im distalen En-

10

15

20

25

30

35

40

45

50

55

21

de angeordnet ist; und

eine Antriebsmechanismuseinrichtung (10) zur
Bereitstellung einer zyklischen Bewegung fiir
den im distalen Ende angeordneten Transdu-
cer;

wobei eine Langsachse des Antriebsmechanis-
mus im Wesentlichen parallel zu einer Langs-
achse des langlichen Glieds orientiert ist;
wobei der Transducer orientiert ist, Ultraschall-
energie durch den fur Ultraschall transparenten
Abschnitt des distalen Endes unter einem Win-
kel von zwischen etwa 15° und etwa 165° relativ
zu einer Langsachse des langlichen Glieds zu
senden,

wobei die Antriebsmechanismuseinrichtung ei-
ne erste Verankerung (12), eine zweite Veran-
kerung (14), ein bewegliches Element (16), ein
erstes Formgedachtnislegierungsantriebsele-
ment (20), das mit der ersten Verankerung und
dem beweglichen Element verbunden ist, und
eine verformbare Komponente (22) aufweist,
die mit der zweiten Verankerung und dem be-
weglichen Element verbunden ist, wobei die
Verankerungselemente am langlichen Glied be-
festigt sind und sich relativ dazu nicht bewegen;
und

wobei die erste Verankerung, die zweite Veran-
kerung, das bewegliche Element, das erste
Formgedachtnislegierungsantriebselement
und die verformbare Komponente des Antriebs-
mechanismus entlang der Langsachse ange-
ordnet sind, die im Wesentlichen parallel zur
Langsachse des langlichen Glieds orientiert ist.

Vorrichtung nach Anspruch 1, wobei die Vorrichtung
nur einen Ultraschalliransducer am beweglichen
Element aufweist.

Vorrichtung nach Anspruch 1, wobei die Vorrichtung
nur zwei Ultraschalltransducer am beweglichen Ele-
ment aufweist.

Vorrichtung nach Anspruch 1, wobei die Vorrichtung
nur drei Ultraschalltransducer am beweglichen Ele-
ment aufweist.

Intravaskulare
nach Anspruch 1,
wobei der Ultraschalltransducer mit dem bewegli-
chen Element verbunden ist;

wobei das erste Formgedachtnislegierungsantrieb-
selement einen aktivierten und einen deaktivierten
Zustand aufweist; und

wobei sich das bewegliche Element und der Trans-
ducer bei einer Aktivierung des ersten Formgedacht-
nislegierungsantriebselements relativ zum langli-
chen Glied und zur ersten und zweiten Verankerung
in eine erste Richtung bewegen.

Seitensicht-Ultraschallvorrichtung



10.

11.

41

Vorrichtung nach Anspruch 5, wobei die verformbare
Komponente ein zweites Formgedachtnislegie-
rungsantriebselement aufweist;

wobei das zweite Antriebselement einen aktivierten
und einen deaktivierten Zustand aufweist; und
wobei eine Aktivierung des zweiten Formgedacht-
nislegierungsantriebselements anschlieRend an ei-
ne Deaktivierung des ersten Formgedachtnislegie-
rungsantriebselements das bewegliche Element
und den Transducer relativzum langlichen Glied und
zur ersten und zweiten Verankerung in eine zweite
Bewegungsrichtung bewegt, die zur ersten Bewe-
gungsrichtung entgegengesetzt ist.

Vorrichtung nach Anspruch 5, wobei die verformbare
Komponente elastisch oder superelastisch ist;
wobei die verformbare Komponente einen ent-
spannten Zustand und einen verformten Zustand
aufweist;

wobei sich die verformbare Komponente in einem
entspannten Zustand befindet, wenn das erste
Formgedachtnislegierungsantriebselement deakti-
viert ist;

wobei die Bewegung des beweglichen Elements und
des Transducers in die erste Richtung bei einer Ak-
tivierung des ersten Formgedachtnislegierungsan-
triebselements die elastische oder superelastische
verformbare Komponente verformt; und

wobei anschlieRend an eine Deaktivierung des er-
sten Formgedachtnislegierungsantriebselements
die elastische oder superelastische verformbare
Komponente im Wesentlichen in den entspannten
Zustand zurtckkehrt, wobei sich das bewegliche
Element und der Transducer in eine zweite Bewe-
gungsrichtung bewegen, die zur ersten Bewegungs-
richtung entgegengesetzt ist.

Vorrichtung nach Anspruch 5, die ferner aufweist:

ein Lumen, das die Langsachse des langlichen
Glieds durchquert, und

im Lumen angeordnete Drahte, um den Trans-
ducer, das erste Formgedachtnislegierungsan-
triebselement und optional die verformbare
Komponente mit einem oder mehreren Bautei-
len am proximalen Ende des langlichen Glieds
elektrisch zu verbinden.

Vorrichtung nach Anspruch 8, wobei das Bauteil ein
Ultraschallsignalprozessor ist.

Vorrichtung nach Anspruch 5, die ferner einen zwei-
ten Ultraschalltransducer aufweist, der mit dem be-
weglichen Element verbunden ist.

Vorrichtung nach Anspruch 5, die ferner einen Ver-
bindungsarm (26) aufweist;
wobei der Verbindungsarm den Ultraschalltransdu-
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cer mit dem beweglichen Element verbindet;
wobei sich das bewegliche Element, der Verbin-
dungsarm und der Transducer bei einer Aktivierung
des ersten Formgedachtnislegierungsantriebsele-
ments relativ zum langlichen Glied und zur ersten
und zweiten Verankerung in eine erste Richtung be-
wegen.

Vorrichtung nach Anspruch 11, wobei die verform-
bare Komponente ein zweites Formgedachtnislegie-
rungsantriebselement aufweist,

wobei das zweite Antriebselement einen aktivierten
und einen deaktivierten Zustand aufweist; und
wobei eine Aktivierung des zweiten Formgedacht-
nislegierungsantriebselements anschlieRend an ei-
ne Deaktivierung des ersten Formgedéachtnislegie-
rungsantriebselements das bewegliche Element,
den Verbinder und den Transducer relativzum lang-
lichen Glied und zur ersten und zweiten Verankerung
in eine zweite Bewegungsrichtung bewegt, die zur
ersten Bewegungsrichtung entgegengesetzt ist.

Vorrichtung nach Anspruch 11, wobei die verform-
bare Komponente elastisch oder superelastisch ist;
wobei die verformbare Komponente einen ent-
spannten Zustand und einen verformten Zustand
aufweist;

wobei sich die verformbare Komponente in einem
entspannten Zustand befindet, wenn das erste
Formgedachtnislegierungsantriebselement deakti-
viert ist;

wobei die Bewegung des beweglichen Elements,
des Verbindungsarms und des Transducers in die
erste Richtung bei einer Aktivierung des ersten
Formgedachtnislegierungsantriebselements die
elastische oder superelastische verformbare Kom-
ponente verformt; und

wobei anschlieRend an eine Deaktivierung des er-
sten Formgedachtnislegierungsantriebselements
die elastische oder superelastische verformbare
Komponente im Wesentlichen in den entspannten
Zustand zurtckkehrt, wobei sich das bewegliche
Element, der Verbindungsarm und der Transducer
in eine zweite Bewegungsrichtung bewegen, die zur
ersten Bewegungsrichtung entgegengesetzt ist.

Vorrichtung nach Anspruch 11, die ferner einen
zweiten Ultraschalltransducer aufweist, der mit ei-
nem beweglichen Element verbunden ist.

Vorrichtung nach Anspruch 11, wobei der Ultra-
schalltransducer ferner mindestens zwei Ultra-

schallkristalle aufweist.

Intravaskulare Seitensicht-Ultraschallvorrichtung,
die aufweist:

ein langliches Glied mit einem proximalen Ende
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und einem distalen Ende, wobei mindestens ein
Abschnitt des distalen Endes flr Ultraschallen-
ergie transparent ist;

einen Antriebsmechanismus (80), der im dista-
len Ende angeordnet ist, wobei der Antriebsme-
chanismus eine erste Verankerung (82), eine
zweite Verankerung (82’), ein bewegliches Ele-
ment (84), ein erstes Formgedachtnislegie-
rungsantriebselement (86), das mit der ersten
Verankerung und dem beweglichen Element
verbunden ist, und eine verformbare Kompo-
nente (90) aufweist, die mit der zweiten Veran-
kerung und dem beweglichen Element verbun-
den ist, wobei die Verankerungselemente am
langlichen Glied befestigt sind und sich relativ
dazu nicht bewegen;

wobei die erste Verankerung, die zweite Veran-
kerung, das mindestens eine bewegliche Ele-
ment, das erste Formgedachtnislegierungsan-
triebselement und die verformbare Komponente
des Antriebsmechanismus langs einer Langs-
achse angeordnet sind, die im Wesentlichen
parallel zu einer Langsachse des langlichen
Glieds orientiert ist;

einen Verbindungsarm (92) und einen Ultra-
schallenergiereflektor, wobei der Verbindungs-
arm den Ultraschallenergiereflektor mit dem be-
weglichen Element verbindet; und

einen Ultraschalltransducer, der im distalen En-
de des langlichen Glieds angeordnet ist;

wobei der Ultraschalltransducer und der Ultra-
schallenergiereflektor orientiert sind, Ultra-
schallenergie durch den flr Ultraschall transpa-
renten Abschnitt des distalen Endes unter ei-
nem Winkel von zwischen etwa 15° und etwa
165° relativ zu einer Langsachse des langlichen
Glieds zu senden;

wobei das erste Formgedachtnislegierungsan-
triebselement einen aktivierten und einen deak-
tivierten Zustand aufweist; und

wobei sich das bewegliche Element, der Verbin-
dungsarm und der Ultraschallenergiereflektor
bei einer Aktivierung des ersten Formgedacht-
nislegierungsantriebselements in eine erste
Richtung relativ zum langlichen Glied und zur
ersten und zweiten Verankerung bewegen.

Vorrichtung nach Anspruch 16, wobei der Verbin-
dungsarm und das bewegliche Element aus einem
einzigen Stlck bestehen.

Vorrichtung nach Anspruch 16, wobei die verform-
bare Komponente ein zweites Formgedachtnislegie-
rungsantriebselement aufweist;

wobei das zweite Antriebselement einen aktivierten
und einen deaktivierten Zustand aufweist; und
wobei eine Aktivierung des zweiten Formgedacht-
nislegierungsantriebselements anschliefend an ei-
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ne Deaktivierung des ersten Formgedachtnislegie-
rungsantriebselements das bewegliche Element,
den Verbindungsarm und den Reflektor relativ zum
langlichen Glied in eine zweite Richtung bewegt, die
zur ersten Bewegungsrichtung entgegengesetzt ist.

Vorrichtung nach Anspruch 16, wobei die verform-
bare Komponente elastisch oder superelastisch ist;
wobei die verformbare Komponente einen ent-
spannten Zustand und einen verformten Zustand
aufweist;

wobei sich die verformbare Komponente in einem
entspannten Zustand befindet, wenn das erste
Formgedéachtnislegierungsantriebselement deakti-
viert ist;

wobei die Bewegung des beweglichen Elements,
des Verbindungsarms und des Reflektorsin die erste
Richtung bei einer Aktivierung des ersten
Formgedachtnislegierungsantriebselements die
elastische oder superelastische verformbare Kom-
ponente verformt; und

wobei anschlieRend an eine Deaktivierung des er-
sten Formgedachtnislegierungsantriebselements
die elastische oder superelastische verformbare
Komponente im Wesentlichen in den entspannten
Zustand zurlckkehrt, wobei sich das bewegliche
Element, das Verbindungselement und der Reflektor
in eine zweite Bewegungsrichtung bewegen, die zur
ersten Bewegungsrichtung entgegengesetzt ist.

Vorrichtung nach Anspruch 16, die ferner einen
zweiten Ultraschallenergiereflektor aufweist, der mit
einem beweglichen Element verbunden ist.

Intravaskulare optische Seitensicht-Koharenztomo-
graphievorrichtung, die aufweist:

ein langliches Glied mit einem proximalen Ende
und einem distalen Ende, wobei mindestens ein
Abschnitt des distalen Endes fir Lichtenergie
transparent ist;

eine optische Faser (130) mit einem distalen En-
de, wobei das distale Ende der optischen Faser
im distalen Ende des langlichen Glieds ange-
ordnet ist;

eine Reflektoreinrichtung (124), die im distalen
Ende des langlichen Glieds angeordnet ist; und
eine Antriebsmechanismuseinrichtung (110)
zur Bereitstellung einer zyklischen Bewegung
fUr den Reflektor;

wobei eine Langsachse des Antriebsmechanis-
mus im Wesentlichen parallel zu einer Langs-
achse des langlichen Glieds orientiert ist, und
wobei der Reflektor und das distale Ende der
optischen Faser orientiert sind, Lichtenergie
durch den fur Licht transparenten Abschnitt des
distalen Endes des langlichen Glieds unter ei-
nem Winkel von zwischen etwa 15° und etwa
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165° relativ zu einer Langsachse des langlichen
Glieds zu senden,

wobei die Antriebsmechanismuseinrichtung ei-
ne erste Verankerung (112), eine zweite Veran-
kerung (112’), ein bewegliches Element (114),
ein erstes Formgedachtnislegierungsantriebs-
element (116), das mit der ersten Verankerung
und dem beweglichen Element verbunden ist,
und eine verformbare Komponente aufweist, die
mit der zweiten Verankerung und dem beweg-
lichen Element verbunden ist, wobei die Veran-
kerungselemente am langlichen Glied befestigt
sind und sich relativ dazu nicht bewegen;
wobei die erste Verankerung, die zweite Veran-
kerung, das bewegliche Element, das erste
Formgedachtnislegierungsantriebselement
und die verformbare Komponente des Antriebs-
mechanismus langs der Langsachse angeord-
netsind, dieim Wesentlichen parallel zur Langs-
achse des langlichen Glieds orientiert ist.

Intravaskulare optische Seitensicht-Koharenztomo-
graphievorrichtung nach Anspruch 21, wobei

die Antriebsmechanismuseinrichtung im distalen
Ende des langlichen Glieds angeordnet ist;

wobei das distale Ende der optischen Faser im di-
stalen Ende des langlichen Glieds im Wesentlichen
parallel zu einer Langsachse des langlichen Glieds
angeordnet ist;

wobei der Reflektor mit dem beweglichen Element
verbunden ist;

wobei das erste Formgedachtnislegierungsantrieb-
selement einen aktivierten und einen deaktivierten
Zustand aufweist; und

wobei sich das bewegliche Element und der Reflek-
tor bei einer Aktivierung des ersten Formgedacht-
nislegierungsantriebselements in eine erste Rich-
tung relativ zum langlichen Glied und zur ersten und
zweiten Verankerung bewegen.

Vorrichtung nach Anspruch 22, wobei die verform-
bare Komponente ein zweites Formgedachtnislegie-
rungsantriebselement aufweist,

wobei das zweite Antriebselement einen aktivierten
und einen deaktivierten Zustand aufweist; und
wobei eine Aktivierung des zweiten Formgedéacht-
nislegierungsantriebselements anschliefend an ei-
ne Deaktivierung des ersten Formgedachtnislegie-
rungsantriebselements das bewegliche Element
und den Reflektor relativ zum langlichen Glied und
zur ersten und zweiten Verankerung in eine zweite
Bewegungsrichtung bewegt, die zur ersten Bewe-
gungsrichtung entgegengesetzt ist.

Vorrichtung nach Anspruch 22, wobei die verform-
bare Komponente elastisch oder superelastisch ist;
wobei die verformbare Komponente einen ent-
spannten Zustand und einen verformten Zustand
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aufweist;

wobei sich die verformbare Komponente in einem
entspannten Zustand befindet, wenn das erste
Formgedéachtnislegierungsantriebselement deakti-
viert ist;

wobei die Bewegung des beweglichen Elements und
des Reflektors in die erste Richtung bei einer Akti-
vierung des ersten Formgedachtnislegierungsan-
triebselements die elastische oder superelastische
verformbare Komponente verformt; und wobei an-
schlielend an eine Deaktivierung der ersten Form-
gedachtnislegierung die elastische oder superelasti-
sche verformbare Komponente im Wesentlichen in
den entspannten Zustand zurlickkehrt, wobei sich
das bewegliche Element und der Reflektor in eine
zweite Bewegungsrichtung bewegen, die zur ersten
Bewegungsrichtung entgegengesetzt ist.

Vorrichtung nach Anspruch 22, die ferner aufweist:

ein Lumen, das die Langsachse des langlichen
Glieds durchquert; und

im Lumen angeordnete Drahte, um das erste
Formgedachtnislegierungsantriebselement
und optional die verformbare Komponente mit
einem oder mehreren Bauteilen am proximalen
Ende des langlichen Glieds elektrisch zu verbin-
den.

Vorrichtung nach Anspruch 25, wobei das Bauteil
ein Signalprozessor ist.

Vorrichtung nach Anspruch 22, die ferner einen Ver-
bindungsarm (122) aufweist;

wobei der Verbindungsarm den Reflektor mit dem
beweglichen Element verbindet;

wobei sich das bewegliche Element, der Verbin-
dungsarm und der Reflektor bei einer Aktivierung
des ersten Formgedachtnislegierungsantriebsele-
ments in eine erste Richtung relativ zum langlichen
Glied und zur ersten und zweiten Verankerung be-
wegen.

Vorrichtung nach Anspruch 27, wobei das bewegli-
che Element und der Verbindungsarm aus einem
einzigen Stick bestehen.

Vorrichtung nach Anspruch 27, wobei die verform-
bare Komponente ein zweites Formgedachtnislegie-
rungsantriebselement aufweist;

wobei das zweite Antriebselement einen aktivierten
und einen deaktivierten Zustand aufweist; und
wobei eine Aktivierung des zweiten Formgedacht-
nislegierungsantriebselements anschliefend an ei-
ne Deaktivierung des ersten Formgedachtnislegie-
rungsantriebselements das bewegliche Element,
den Verbindungsarm und Reflektor relativ zum lang-
lichen Glied und zur ersten und zweiten Verankerung
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in eine zweite Bewegungsrichtung bewegt, die zur
ersten Bewegungsrichtung entgegengesetzt ist.

Vorrichtung nach Anspruch 27, wobei die verform-
bare Komponente elastisch oder superelastisch ist
und einen entspannten und einen verformten Zu-
stand aufweist;

wobei sich die verformbare Komponente in einem
entspannten Zustand befindet, wenn das erste
Formgedachtnislegierungsantriebselement deakti-
viert ist;

wobei die Bewegung des beweglichen Elements,
des Verbindungsarms und des Reflektors in die erste
Richtung bei einer Aktivierung des ersten
Formgedachtnislegierungsantriebselements die
elastische oder superelastische verformbare Kom-
ponente verformt; und

wobei anschlielend an eine Deaktivierung des er-
sten Formgedachtnislegierungsantriebselements
die elastische oder superelastische verformbare
Komponente im Wesentlichen in den entspannten
Zustand zurlickkehrt, wobei sich das bewegliche
Element, der Verbindungsarm und der Reflektor in
eine zweite Bewegungsrichtung bewegen, die zur
ersten Bewegungsrichtung entgegengesetzt ist.

Intravaskulare optische Seitensicht-Koharenztomo-
graphievorrichtung nach Anspruch 21, wobei

die Antriebsmechanismuseinrichtung im distalen
Ende des langlichen Glieds angeordnet ist;

wobei das distale Ende der optischen Faser im di-
stalen Ende des langlichen Glieds im Wesentlichen
parallel zu einer Langsachse des langlichen Glieds
angeordnet ist, wobei das bewegliche Element mit
dem distalen Ende der optischen Faser verbunden
ist;

wobei der Reflektor mit einer distalen Spitze der op-
tischen Faser verbunden ist und der Reflektor orien-
tiert ist, Lichtenergie von der distalen Spitze der op-
tischen Faser durch den transparenten Abschnitt
des distalen Endes unter einem Winkel zwischen et-
wa 15° und etwa 165° relativ zur Langsachse des
langlichen Glieds zu reflektieren;

wobei das erste Formgedéchtnislegierungsantrieb-
selement einen aktivierten und einen deaktivierten
Zustand aufweist; und

wobei sich das bewegliche Element, die distale Spit-
ze der optischen Faser und der Reflektor in eine er-
ste Richtung relativ zum langlichen Glied und zur
ersten und zweiten Verankerung bei einer Aktivie-
rung des ersten Formgedachtnislegierungsantrieb-
selements bewegen.

Vorrichtung nach Anspruch 31, wobei die verform-
bare Komponente ein zweites Formgedachtnislegie-
rungsantriebselement aufweist,

wobei das zweite Antriebselement einen aktivierten
und einen deaktivierten Zustand aufweist; und
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wobei eine Aktivierung des zweiten Formgedacht-
nislegierungsantriebselements anschlieffend an ei-
ne Deaktivierung des ersten Formgedachtnislegie-
rungsantriebselements das bewegliche Element,
die distale Spitze der optischen Faser und den Re-
flektor relativ zum langlichen Glied und zur ersten
und zweiten Verankerung in eine zweite Richtung
bewegt, die zur ersten Bewegungsrichtung entge-
gengesetzt ist.

Vorrichtung nach Anspruch 31, wobei die verform-
bare Komponente elastisch oder superelastisch ist
und einen entspannten und verformten Zustand auf-
weist;

wobei sich die verformbare Komponente in einem
entspannten Zustand befindet, wenn das erste
Formgedachtnislegierungsantriebselement deakti-
viert ist;

wobei die Bewegung des beweglichen Elements,
der distalen Spitze der optischen Faser und des Re-
flektors in die erste Richtung bei einer Aktivierung
der ersten Formgedachtnislegierung die elastische
oder superelastische verformbare Komponente ver-
formt; und

wobei anschliefend an eine Deaktivierung des er-
sten Formgedachtnislegierungsantriebselements
die elastische oder superelastische verformbare
Komponente im Wesentlichen in den entspannten
Zustand zuriickkehrt, wobei sich das bewegliche
Element, die distale Spitze der optischen Faser und
der Reflektor in eine zweite Bewegungsrichtung be-
wegen, die zur ersten Bewegungsrichtung entge-
gengesetzt ist.

Vorrichtung nach einem der Anspriiche 1-33, wobei
die erste und zweite Bewegungsrichtung oder die
zyklische Bewegung um die Langsachse des lang-
lichen Glieds rotierend oderim Wesentlichen parallel
zur Langsachse des langlichen Glieds verlaufen.

Vorrichtung nach Anspruch 34, wobei die erste und
zweite Bewegungsrichtung oder die zyklische Be-
wegung um die Langsachse des langlichen Glieds
rotierend verlaufen.

Vorrichtung nach Anspruch 34, wobei die erste und
zweite Bewegungsrichtung oder die zyklische Be-
wegung im Wesentlichen parallel zur Ladngsachse
des langlichen Glieds verlaufen.

Vorrichtung nach Anspruch 34, wobei die Rotations-
bewegung zwischen etwa 1 und etwa 400 Grad be-
tragt, und die Langsbewegung von etwa 1 mm bis
etwa 20 mm betragt.

Vorrichtung nach Anspruch 37, wobei der Winkel
zwischen etwa 80° und etwa 110° liegt.
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39. Vorrichtung nach einem der Anspriche 1-38, wobei
das langliche Glied ein Fihrungsdraht ist.

40. Vorrichtung nach einem der Anspriiche 1-39, wobei
der Durchmesser des distalen Endes des langlichen
Glieds nicht mehr als etwa 0,1524 cm (0,060 Inch)
betragt.

Revendications

1. Appareil d’'imagerie latérale intravasculaire a ultra-
sons, comprenant:

un élément oblong (11) ayant une extrémité
proximale et une extrémité distale, au moins une
partie de I'extrémité distale étant perméable a
I'énergie ultrasonique;

un transducteur d’ultrasons disposé dans I'ex-
trémite distale; et

un moyen a mécanisme actionneur (10) destiné
aimprimer un mouvement cyclique au transduc-
teur disposé dans I'extrémité distale;

ou un axe longitudinal du mécanisme actionneur
est aligné sensiblement parallélement a un axe
longitudinal de I'élément oblong;

ou le transducteur est orienté pour transmettre
I'énergie ultrasonique a travers la partie per-
méable aux ultrasons de I'extrémité distale sui-
vant un angle compris entre environ 15° et en-
viron 165° par rapport a un axe longitudinal de
I'élément oblong,

ou le moyen a mécanisme actionneur comprend
un premier ancrage (12), un deuxiéme ancrage
(14), un élément mobile (16), un premier action-
neur (20) a alliage a mémoire de forme raccordé
au premier ancrage et a I'élément mobile, et un
composant déformable (22) raccordé au deuxié-
me ancrage et a I'élément mobile, les éléments
d’ancrage étantfixé al'élément oblong et n’étant
pas mobiles par rapport a celui-ci; et

ou le premier ancrage, le deuxieme ancrage,
I'élément mobile, le premier actionneur a alliage
a mémoire de forme, et le composant déforma-
ble du mécanisme actionneur sont disposés le
long d’un axe longitudinal aligné sensiblement
parallélement a I'axe longitudinal de I'élément
oblong.

2. Appareil selon la revendication 1, ou ledit appareil
ne comporte qu’un seul transducteur d’ultrasons sur
I’élément mobile.

3. Appareil selon la revendication 1, ou ledit appareil
ne comporte que deux transducteurs d’ultrasons sur

I’élément mobile.

4. Appareil selon la revendication 1, ou ledit appareil
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ne comporte que trois transducteurs d’ultrasons sur
I'élément mobile.

Appareil d'imagerie latérale intravasculaire a ultra-
sons selon la revendication 1,

ou le transducteur d’'ultrasons est raccordé a I'élé-
ment mobile;

ou le premier actionneur a alliage a mémoire de for-
me présente un état d’activation et un état de désac-
tivation; et ou I'élément mobile et le transducteur se
déplacent dans une premiere direction par rapport
a I'élément oblong et au premier et au deuxiéme an-
crages par activation du premier actionneur a alliage
a mémoire de forme.

Appareil selon la revendication 5, ou le composant
déformable comprend un deuxiéme actionneur a al-
liage 8 mémoire de forme;

ou le deuxiéme actionneur présente un état d’acti-
vation et un état de désactivation; et

ou aprés la désactivation du premier actionneur a
alliage @ mémoire de forme 'activation du deuxiéme
actionneur a alliage 8 mémoire de forme déplace
I’élément mobile etle transducteur parrapportal’élé-
ment oblong et au premier et au deuxiéme ancrages
dans une deuxiéme direction de déplacement oppo-
sée a la premiére direction de déplacement.

Appareil selon la revendication 5, ou le composant
déformable est élastique ou superélastique;

ou le composant déformable présente un état de re-
lachement et un état de déformation;

ou le composant déformable est dans un état de re-
lachement quand le premier actionneur a alliage a
mémoire de forme est désactivé;

ou le déplacement de I'élément mobile et du trans-
ducteur dans la premiére direction par activation du
premier actionneur a alliage @ mémoire de forme dé-
forme le composant déformable élastique ou supe-
rélastique; et

ou aprées la désactivation du premier actionneur a
alliage a mémoire de forme, le composant déforma-
ble élastique ou superélastique retourne sensible-
ment vers I'état de relachement, I'élément mobile et
le transducteur se déplagant dans une deuxieme di-
rection de déplacement opposée a la premiére di-
rection de déplacement.

Appareil selon la revendication 5, comprenant en
outre:

une lumiére passant par I'axe longitudinal de
I'élément oblong; et

desfils disposés dans lalumiére pour relier élec-
triquement le transducteur, le premier action-
neur a alliage a mémoire de forme et, en option,
le composant déformable a un ou plusieurs dis-
positifs a I'extrémité proximale de I'élément
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oblong.

Appareil selon la revendication 8, ou ledit dispositif
est un processeur de signaux ultrasoniques.

Appareil selon la revendication 5, comprenant en
outre un deuxiéme transducteur ultrasonique raccor-
dé a I'élément mobile.

Appareil selon la revendication 5, comprenant en
outre un bras de liaison (26);

ledit bras de liaison reliant le transducteur d’ultra-
sons a I'élément mobile;

I’élément mobile, le bras de liaison et le transducteur
se déplacant dans la premiere direction par rapport
al'élément oblong et au premier et au deuxiéme an-
crages par activation du premier actionneur a alliage
a mémoire de forme.

Appareil selon la revendication 11, ou le composant
déformable comprend un deuxieme actionneur a al-
liage a mémoire de forme,

ou le deuxiéme actionneur présente un état d’acti-
vation et un état de désactivation; et

ou aprés la désactivation du premier actionneur a
alliage a mémoire de forme 'activation du deuxieme
actionneur a alliage a mémoire de forme déplace
I’élément mobile, le connecteur et le transducteur
par rapport a I'élément oblong et au premier et au
deuxiéme ancrages dans une deuxiéme direction de
déplacement opposée a la premiere direction de dé-
placement.

Appareil selon la revendication 11, ou le composant
déformable est élastique ou superélastique;

ou le composant déformable présente un état de re-
lachement et un état de déformation;

ou le composant déformable est dans un état de re-
lachement quand le premier actionneur a alliage a
mémoire de forme est désactivé;

ou le déplacement de I'élément mobile, du bras de
liaison et du transducteur dans la premiére direction
par activation du premier actionneur a alliage a mé-
moire de forme déforme le composant déformable
élastique ou superélastique; et

ou aprés la désactivation du premier actionneur a
alliage a mémoire de forme, le composant déforma-
ble élastique ou superélastique retourne sensible-
ment vers I'état de relachement, I'élément mobile, le
bras de liaison et le transducteur se déplacant dans
une deuxiéme direction de déplacement opposée a
la premiére direction de déplacement.

Appareil selon la revendication 11, comprenant en
outre un deuxiéme transducteur d’ultrasons raccor-

dé a un élément mobile.

Appareil selon la revendication 11, ou le transduc-
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teur d’ultrasons comprend en outre au moins deux
cristaux a ultrasons.

16. Appareil d’imagerie latérale intravasculaire a ultra-

sons, comprenant:

un élément oblong ayant une extrémité proxi-
male et une extrémité distale, ou au moins une
partie de I'extrémité distale est perméable a
I'énergie ultrasonique;

un mécanisme actionneur (80) disposé dans
I'extrémité distale, ledit mécanisme actionneur
comportant un premier ancrage (82), un deuxié-
me ancrage (82’), un élément mobile (84), un
premier actionneur (86) a alliage @ mémoire de
forme raccordé au premier ancrage et a I'élé-
ment mobile, et un composant déformable (90)
raccordé au deuxieme ancrage et a I'élément
mobile, les éléments d’ancrage étant fixés a
I'élément oblong et n’étant pas mobiles par rap-
port a celui-ci;

ou le premier ancrage, le deuxiéme ancrage, le
ou les éléments mobiles, le premier actionneur
a alliage a mémoire de forme, et le composant
déformable du mécanisme actionneur sont dis-
posés le long d’'un axe longitudinal aligné sen-
siblement paralléelement a un axe longitudinal
de I'élément oblong;

un bras de liaison (92) et un réflecteur d’énergie
ultrasonique, le bras de liaison reliant le réflec-
teur d’énergie ultrasonique a I'élément mobile;
et

un transducteur d’ultrasons disposé dans I'ex-
trémité distale de I'élément oblong;

ou le transducteur d'ultrasons et le réflecteur
d’énergie ultrasonique sont orientés pour trans-
mettre I'énergie ultrasonique a travers la partie
perméable aux ultrasons de I'extrémité distale
suivant un angle compris entre environ 15° et
environ 165° par rapport a un axe longitudinal
de I'élément oblong;

ou le premier actionneur a alliage a mémoire de
forme présente un état d’activation et un état de
désactivation; et

ou I'’élément mobile, le bras de liaison, et le ré-
flecteur d’énergie ultrasonique se déplacent
dans une premiére direction par rapport a I'élé-
ment oblong et au premier et au deuxiéme an-
crages par activation du premier actionneur a
alliage a mémoire de forme.

17. Appareil selon la revendication 16, ou le bras de

liaison et I'élément mobile sont une seule piéece.

18. Appareil selon la revendication 16, ou le composant

déformable comprend un deuxiéme actionneur a al-
liage a mémoire de forme;
ou le deuxiéme actionneur présente un état d’acti-
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vation et un état de désactivation; et

ou par activation du deuxiéme actionneur a alliage
a mémoire de forme consécutive a la désactivation
du premier actionneur a alliage a mémoire de forme,
I’élément mobile, le bras de liaison et le réflecteur
se déplacent par rapport a I'élément oblong dans
une deuxiéme direction opposée a la premiére di-
rection de déplacement.

Appareil selon la revendication 16, ou le composant
déformable est élastique ou superélastique;

ou le composant déformable présente un état de re-
lachement et un état de déformation;

ou le composant déformable est dans un état de re-
lachement quand le premier actionneur a alliage a
mémoire de forme est désactive;

ou le déplacement de I'élément mobile, du bras de
liaison et du réflecteur dans la premiére direction par
activation du premier actionneur a alliage a mémoire
de forme déforme le composant déformable élasti-
que ou superélastique; et

ou aprés la désactivation du premier actionneur a
alliage a mémoire de forme, le composant déforma-
ble élastique ou superélastique retourne sensible-
ment vers I'état de relachement, I'élément mobile,
I’élément de liaison et le réflecteur se déplagantdans
une deuxiéme direction de déplacement opposée a
la premiére direction de déplacement.

Appareil selon la revendication 16, comprenant en
outre un deuxieéme réflecteur d’énergie ultrasonique
raccordé a un élément mobile.

Appareil d’'imagerie latérale intravasculaire a tomo-
graphie par cohérence optique, comprenant:

un élément oblong ayant une extrémité proxi-
male et une extrémité distale, au moins une par-
tie de l'extrémité distale étant perméable a
I'énergie lumineuse;

une fibre optique (130) ayant une extrémité dis-
tale, ladite extrémité distale de la fibre optique
étant disposée dans I'extrémité distale de I'élé-
ment oblong;

un moyen réflecteur (124) disposé dans I'extré-
mité distale de I’élément oblong; et

un moyen a mécanisme actionneur (110) desti-
né aimprimer un mouvement cyclique au réflec-
teur,

ou un axe longitudinal du mécanisme actionneur
est aligné sensiblement parallélement a un axe
longitudinal de I'élément oblong; et

ou le réflecteur et I'extrémité distale de la fibre
optique sont orientés pour transmettre I'énergie
lumineuse a travers la partie perméable a la lu-
miére de I'extrémité distale de I'élément oblong
suivant un angle compris entre environ 15° et
environ 165° par rapport a un axe longitudinal
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de I'élément oblong,

ou le moyen a mécanisme actionneur comprend
un premier ancrage (112), un deuxieme ancrage
(112’), un élément mobile (114), un premier ac-
tionneur (116) a alliage a mémoire de forme rac-
cordé au premier ancrage et a I'élément mobile,
et un composant déformable raccordé au
deuxiéme ancrage et al'élément mobile, les élé-
ments d’ancrage étant fixés a I'élément oblong
et n’étant pas mobiles par rapport a celui-ci;
ou le premier ancrage, le deuxiéme ancrage,
I'élément mobile, le premier actionneur a alliage
a mémoire de forme, et le composant déforma-
ble du mécanisme actionneur sont disposés le
long de I'axe longitudinal aligné sensiblement
parallélement a I'axe longitudinal de I'élément
oblong.

22. Appareil d'imagerie latérale intravasculaire a tomo-

graphie par cohérence optique selon la revendica-
tion 21,

ou le moyen a mécanisme actionneur est disposé
dans I'extrémité distale de I'élément oblong;

ou I'extréemité distale de la fibre optique est disposée
dans I'extrémité distale de I'élément oblong sensi-
blement parallélement a un axe longitudinal de I'élé-
ment oblong;

ou le réflecteur est raccordé a I'élément mobile;

ou le premier actionneur a alliage a mémoire de for-
me présente un état d’activation et un état de désac-
tivation; et ou I'élément mobile et le réflecteur se dé-
placent dans une premiére direction par rapport a
I’élément oblong et au premier et au deuxieme an-
crages par activation du premier actionneur a alliage
a mémoire de forme.

23. Appareil selon la revendication 22, ou le composant

déformable comprend un deuxiéme actionneur a al-
liage a mémoire de forme,

ou le deuxiéme actionneur présente un état d’acti-
vation et un état de désactivation; et

ou par activation du deuxiéme actionneur a alliage
a mémoire de forme consécutive a la désactivation
du premier actionneur a alliage a mémoire de forme,
I’élément mobile et le réflecteur se déplacent par rap-
port al’élément oblong et au premier et au deuxieme
ancrages dans une deuxieme direction de déplace-
ment opposée a la premiére direction de déplace-
ment.

24. Appareil selon la revendication 22, ou le composant

déformable est élastique ou superélastique;

ou le composant déformable présente un état de re-
lachement et un état de déformation;

ou le composant déformable est dans un état de re-
lachement quand le premier actionneur a alliage a
mémoire de forme est désactivé;

ou le déplacement de I'élément mobile et du réflec-
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teur dans la premiére direction par activation du pre-
mier actionneur a alliage @ mémoire de forme défor-
me le composant déformable élastique ou superé-
lastique; et

ou aprés la désactivation du premier actionneur a
alliage a mémoire de forme, le composant déforma-
ble élastique ou superélastique retourne sensible-
ment vers I'état de relachement, I'élément mobile et
le réflecteur se déplagant dans une deuxiéme direc-
tion de déplacement opposée a la premiére direction
de déplacement.

Appareil selon la revendication 22, comprenant en
outre :

une lumiére passant par I'axe longitudinal de
I'élément oblong; et

desfils disposés dans la lumiére pour relier élec-
triquement le premier actionneur a alliage a mé-
moire de forme et, en option, le composant dé-
formable a un ou plusieurs dispositifs a I'extré-
mité proximale de I'élément oblong.

Appareil selon la revendication 25, ou ledit dispositif
est un processeur de signaux.

Appareil selon la revendication 22, comprenant en
outre un bras de liaison (122);

ledit bras de liaison reliant le réflecteur a I'élément
mobile;

I’élément mobile, le bras de liaison et le réflecteur
sedéplagantdans une premiere direction par rapport
al'élément oblong et au premier et au deuxiéme an-
crages par activation du premier actionneur a alliage
a mémoire de forme.

Appareil selon la revendication 27, ou I'élément mo-
bile et le bras de liaison sont une seule piéce.

Appareil selon la revendication 27, ou le composant
déformable comprend un deuxiéme actionneur a al-
liage a mémoire de forme;

ou le deuxiéme actionneur présente un état d’acti-
vation et un état de désactivation; et

ou par activation du deuxiéme actionneur a alliage
a mémoire de forme consécutive a la désactivation
du premier actionneur a alliage a mémoire de forme,
I’élément mobile, le bras de liaison et le réflecteur
se déplacent par rapport a I'élément oblong et au
premier et au deuxiéme ancrages dans une deuxié-
me direction de déplacement opposée a la premiére
direction de déplacement.

Appareil selon la revendication 27, ou le composant
déformable est élastique ou superélastique, et pré-
sente un état de relachement et un état de déforma-
tion;

ou le composant déformable est dans un état de re-
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31.
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lachement quand le premier actionneur a alliage a
mémoire de forme est désactivé;

ou le déplacement de I'élément mobile, du bras de
liaison et du réflecteur dans la premiére direction par
activation du premier actionneur a alliage a mémoire
de forme déforme le composant déformable élasti-
que ou superélastique; et

ou aprés la désactivation du premier actionneur a
alliage a mémoire de forme, le composant déforma-
ble élastique ou superélastique retourne sensible-
ment vers I'état de relachement, I'élément mobile, le
bras de liaison et le réflecteur se déplagant dans une
deuxiéme direction de déplacement opposée a la
premiére direction de déplacement.

Appareil d’'imagerie latérale intravasculaire a tomo-
graphie par cohérence optique selon la revendica-
tion 21,

ou le moyen a mécanisme actionneur est disposé
dans I'extrémité distale de I'élément oblong;

ou I'extrémité distale de la fibre optique est disposée
dans I'extrémité distale de I'’élément oblong sensi-
blement parallélement a un axe longitudinal de I'élé-
ment oblong, I'élément mobile étant raccordé a I'ex-
trémité distale de la fibre optique;

ou le réflecteur est raccordé a un bout distal de la
fibre optique, ledit réflecteur étant orienté pour réflé-
chir 'énergie lumineuse du bout distal de la fibre op-
tique a travers la partie perméable a la lumiére de
I'extrémité distale suivant un angle compris entre en-
viron 15° et environ 165° par rapport a I'axe longitu-
dinal de I'élément oblong;

ou le premier actionneur a alliage a mémoire de for-
me présente un état d’activation et un état de désac-
tivation; et ou I'élément mobile, le bout distal de la
fibre optique et le réflecteur se déplacent dans une
premiere direction par rapport a I'élément oblong et
au premier et au deuxiéme ancrages par activation
du premier actionneur a alliage a mémoire de forme.

32. Appareil selon la revendication 31, ou le composant

déformable comprend un deuxiéme actionneur a al-
liage a mémoire de forme,

ou le deuxiéme actionneur présente un état d’acti-
vation et un état de désactivation; et

ou par activation du deuxiéme actionneur a alliage
a mémoire de forme consécutive a la désactivation
du premier actionneur a alliage a mémoire de forme,
I’élément mobile, le bout distal de la fibre optique et
le réflecteur se déplacent par rapport a I'élément
oblong et au premier et au deuxiéme ancrages dans
une deuxiéme direction opposée a la premiére di-
rection de déplacement.

33. Appareil selon la revendication 31, ou le composant

déformable est élastique ou superélastique, et pre-
sente un état de relachement et un état de déforma-
tion;
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ou le composant déformable est dans un état de re-
lachement quand le premier actionneur a alliage a
mémoire de forme est désactiveé;

oule déplacement de I'élément mobile, du bout distal
de la fibre optique et du réflecteur dans la premiéere
direction par activation du premier actionneur a al-
liage a mémoire de forme déforme le composant dé-
formable élastique ou superélastique; et

ou aprés la désactivation du premier actionneur a
alliage a mémoire de forme, le composant déforma-
ble élastique ou superélastique retourne sensible-
ment vers I'état de relachement, I'élément mobile, le
bout distal de la fibre optique et le réflecteur se dé-
plagant dans une deuxiéme direction de déplace-
ment opposée a la premiere direction de déplace-
ment.

Appareil selon I'une des revendications 1 a 33, ou
la premiére et la deuxiéme directions de déplace-
ment, ou le mouvement cyclique, sont a rotation
autour de I'axe longitudinal de I’élément oblong, ou
sensiblement paralléles a I'axe longitudinal de I'élé-
ment oblong.

Appareil selon la revendication 34, ou la premiére et
la deuxiéme directions de déplacement, ou le mou-
vement cyclique, sont a rotation autour de I'axe lon-
gitudinal de I'élément oblong.

Appareil selon la revendication 34, ou la premiére et
la deuxiéme directions de déplacement, ou le mou-
vement cyclique, sont sensiblement paralléles a
I'axe longitudinal de I'élément oblong.

Appareil selon larevendication 34, ou le mouvement
rotatif est compris entre environ 1 et environ 400
degrés, et le mouvement longitudinal entre environ
1 mm et environ 20 mm.

Appareil selon la revendication 37, ou I'angle est
compris entre environ 80° et environ 110°.

Appareil selon I'une des revendications 1 a 38, ou
I’élément oblong est un guide fil.

Appareil selon I'une des revendications 1 a 39, ou
le diamétre de I'extrémité distale de I'élément oblong
n’est pas supérieur a environ 0,1524 cm (0,060 pou-
ces).
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