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Description

Field of Invention

[0001] The present invention is directed to a method
and system for treatment utilizing energy such as ultra-
sound energy. Specifically, the present invention is di-
rected at treating tissues at various locations with ultra-
sound energy wherein the ultrasound energy is applied
at different levels at different locations within the tissue.

Background of the Invention

[0002] Energy, such as ultrasound energy, can be ap-
plied to treat tissue or perform traditionally invasive pro-
cedures in a non-invasive manner. The application of ul-
trasound energy provides both thermal and/or mechan-
ical effects that help treat certain ailments such as acne
and enable many traditional invasive procedures to be
performed non-invasively.
[0003] In WO 2006/036870A it is described that a non-
invasive method and system for combined ultrasound
treatment are provided. An exemplary combined ultra-
sound treatment system comprises a transducer config-
ured to deliver ultrasound energy to provide two or more
energy effects to a region of interest. The energy effects
facilitate the initiation of one or more responses in the
region of interest. In accordance with an exemplary em-
bodiment, a transducer is configured to deliver energy
over varying temporal and/or spatial distributions in order
to provide energy effects and initiate responses in a re-
gion of interest.
[0004] Current ultrasound devices provide energy to
tissue within a region of interest. The energy is emitted
from an ultrasound system and travels a certain depth
within the tissue and has an effect on the tissue. The
effect can be ablative, coagulative, non-ablative, or non-
coagulative and is generally caused by the thermal
and/or mechanical properties that ultrasound has on tis-
sue. Thermal properties increase the temperature of the
tissue at the region of interest while the mechanical ef-
fects are achieved by cavitation, streaming, radiation
force, and other natural mechanical effects of ultrasound.
[0005] Further, ultrasound energy has certain spatial
and temporal properties when it is applied to the region
of interest. The "temporal" properties refer to the time
that the ultrasound energy is applied while the "spatial"
properties refer to the space within the tissue that is af-
fected by the ultrasound energy at a specific moment in
time.
[0006] While effective, existing ultrasound devices on-
ly affect a specific portion of the tissue at a certain depth
within the region of interest based upon the configuration
of the ultrasound device. For example, an ultrasound de-
vice might be configured to affect an area five millimeters
below the surface of the skin. The tissue from the surface
of the skin to the depth of five millimeters is spared and
not treated by the ultrasound energy. Sparing these in-

tervening spaces of tissue hinders the overall beneficial
effect of ultrasound as treatment of this intervening tissue
increases ultrasound treatment’s overall efficacy.
[0007] Therefore, it would be beneficial to provide an
ultrasound device and treatment method that treats mul-
tiple areas of tissue in a region of interest including inter-
vening tissue and even the distal layer of tissue. It would
also be advantageous to provide a system and method
that treated numerous depths of tissue by varying the
spatial and temporal effects of ultrasound at different
depths such has having ablative or coagulative ultra-
sound applied to certain depths of tissue while non-ab-
lative ultrasound is applied to other depths of tissue.

Summary of Invention

[0008] In an aspect, there is provided a treatment sys-
tem for a human body as defined in appended claim 1.
[0009] A method and system for creating a combined
energy profile by providing energy to tissue at different
locations within a region of interest is provided. In an
exemplary embodiment, the energy is ultrasound energy
and it is provided at various locations and/or depths to
conduct traditionally invasive procedures non- invasively
by utilizing the thermal and/or mechanical effects of ul-
trasound energy. In certain exemplary embodiments, ul-
trasound energy with different spatial and temporal char-
acteristics is applied to a region of interest ("ROI") to treat
the ROI.
[0010] An exemplary system and method that provides
ultrasound energy with different spatial characteristics
creates different effects at different locations and/or
depths within the tissue being treated. For example, ul-
trasound energy may be applied with a larger geometric
shape at one depth and a smaller geometric shape at
another depth without sparing the intervening tissue from
the skin’s surface to the deepest depth of ultrasound pen-
etration. In certain exemplary embodiments, the applica-
tion of ultrasound energy with differing spatial character-
istics can increase the overall temperature at the ROI
with less energy use.
[0011] Further, the time that the ultrasound energy is
applied can also change the effects of the ultrasound
energy at different tissue locations or depths. In one ex-
emplary embodiment, energy can be applied at longer
times at certain depths and shorter times at other depths
without sparing intervening tissue. These temporal
changes in the application of ultrasound energy can af-
fect the results of the ultrasound treatment at the ROI.
[0012] In certain exemplary embodiments, both the
temporal and spatial characteristics of ultrasound energy
effect the overall treatment provided. In yet other embod-
iments, only the temporal changes effect the treatment.
Still in yet other embodiments, only the spatial charac-
teristics effect the treatment.
[0013] Various different ultrasound systems config-
ured to provide the combined energy profile fall within
the scope of the present invention. In one exemplary em-
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bodiment, an ultrasound system with a transducer probe
comprising different transduction elements is provided.
Each transduction element is capable of producing ultra-
sound energy for different time lengths and with a differ-
ent geometric pattern.
[0014] Applying ultrasound energy at different spatial
and temporal levels increases the temperature and/or
utilizes the mechanical effects of ultrasound energy
throughout the entire ROI from the surface of the skin to
the deepest location of ultrasound energy penetration
without sparing intervening tissue. Treating a ROI with a
combined energy profile can be highly effective at treat-
ing certain ailments.
[0015] For example, acne at a ROI can affect multiple
depths of tissue and acne can be treated at the top of
the tissue where pimples form by applying ablative ultra-
sound energy to the top portion of the tissue. The various
subcutaneous tissues below the surface of the skin can
also be treated with non-ablative ultrasound energy to
treat individual pilosebaceous glands that cause the ac-
ne.

Brief Description of the Drawings

[0016] The subject matter of the invention is particu-
larly pointed out in the concluding portion of the specifi-
cation. The invention, however, both as to organization
and method of operation, may be best understood by
reference to the following description taken in conjunction
with the accompanying drawing figures, in which like
parts may be referred to by like numerals.

FIGS. 1A-1B illustrate a schematic diagram of tissue
that can be treated in accordance with an exemplary
embodiment of the present invention;
FIG. 2 illustrates a graph showing the temperature
increase over a given time period in accordance with
an exemplary embodiment of the present invention;
FIGS. 3A-3C illustrate graphs that show the spatial
and temporal changes of ultrasound energy at vari-
ous tissue depths in accordance with one exemplary
embodiment of the present invention;
FIG. 4 illustrates a block diagram of a treatment sys-
tem in accordance with an exemplary embodiment
of the present invention;
FIG. 5 illustrates an annular transducer array in ac-
cordance with an exemplary embodiment of the
present invention;
FIG. 6 illustrates an annular transducer array in ac-
cordance with an exemplary embodiment of the
present invention;
FIGS. 7A-7D illustrate cross-sectional diagrams of
an exemplary transducer in accordance with various
embodiments of the present invention; and
FIGS. 8A-8C illustrate block diagrams of an exem-
plary control system in accordance with exemplary
embodiments of the present invention.

Detailed Description

[0017] The present disclosure may be described here-
in in terms of various functional components and
processing steps. It should be appreciated that such
components and steps may be realized by any number
of hardware components configured to perform the spec-
ified functions. For example, certain embodiments may
employ various medical treatment devices, visual imag-
ing and display devices, input terminals and the like,
which may carry out a variety of functions and be capable
of emitting ultrasound energy for imaging or treatment or
combinations thereof.
[0018] With reference to FIGS. 1A, 1B, and 4, a method
and system is disclosed for providing a combined therapy
profile to several tissue depths in a ROI. In one exemplary
embodiment, an energy emitting system such as an ul-
trasound system 10 can be used to provide therapeutic
treatment to two or more tissue depths by emitting ultra-
sound energy with different spatial and temporal proper-
ties to different depths or areas within ROI 12. System
10 and the related method of the present invention apply
ultrasound energy 16 to ROI 12 at the surface of the
patient’s skin and ultrasound energy 16 travels from the
surface to a location within ROI 12 and treats all the tissue
within ROI 12 with a combined energy profile without
sparing any of such tissue.
[0019] With particular reference to FIGS. 1A and 1B,
ROI 12 can comprise an inner treatment region, a super-
ficial region, a subcutaneous region of interest and/or
any other region of interest in between an inner treatment
region, a superficial region, and/or a subcutaneous re-
gion within a patient. In various exemplary embodiments,
ROI 12 comprises at least one pilosebaceous unit 14 and
an associated sebaceous gland. Throughout this appli-
cation, reference to a "pilosebaceous unit" includes all
the contents of the pilosebaceous unit 14 and related
sebaceous gland.
[0020] Further, ROI 12 can include multiple layers or
types of tissue such as, but certainly not limited to, skin,
fat, muscles, tendons, cartilage, ligaments, the superfi-
cial muscular aponeurotic system, other fibrous or con-
nective tissues, the dermis, epidermis, organ tissues,
mucous membrane, hair bulb, hair shaft, hair follicle be-
tween the hair bulb, apocrine sweat glands, eccrine
glands lying within the dermis, fat or muscle, tumors,
and/or any other tissue of interest.
[0021] Further, ROI 12 can be limited to specific depths
such as 0-20 millimeters or it can deeper into the body.
In one exemplary embodiment, ROI 12 is at a depth in
the range of 0.2 to 8 millimeters while in another exem-
plary embodiment, ROI 12 is at a depth of 0.3 to 6 mil-
limeters.
[0022] Alternatively, ROI 12 can be limited to the sur-
face of the skin or immediately below the surface, or ar-
eas between the surface and greater depths within the
body. While only one ROI 12 is depicted, a plurality of
ROIs 12 can be treated by the system in an exemplary
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embodiment. Also, other glands can be treated by the
method and system of the present invention. These
glands comprise sweat glands, endocrine glands, and
other glands. Therefore, the method and system of the
present invention can be used to treat acne, oily skin and
hair, as well as other ailments. ROI 12 may also consist
of one more organs, such as skin, or a combination of
tissues either superficial or deep within the body.
[0023] In an exemplary embodiment, energy such as
ultrasound energy 16 is emitted from system 10 at mul-
tiple depths throughout ROI 12 to target numerous
depths of tissue within a specific ROI 12. In addition to
ultrasound energy 16, other energy forms such as pho-
ton-based energy such as laser energy, radio frequency
energy (certain examples of radio frequency include mo-
nopolar and bipolar radio-frequency current), mechanical
energy such as massage or other vibration-based energy
and other energies can be used and fall within the scope
of the present invention. Further, various light energy can
be used in connection with ultrasound energy 16 to treat
ROI 12. Certain exemplary frequencies of light are in the
range of 400 nm to various wavelengths for infra-red light
can be used.
[0024] For example, blue light at a wavelength of ap-
proximately 400 to 450 nm can be used to pre-treat ROI
12 before the application of ultrasound energy 16 or blue
light of this wavelength can be used with ultrasound to
increase the efficacy of treatment. In another embodi-
ment, visible light in the range of 600 to 1350 nm can be
used with the ultrasound during treatment.
[0025] Multiple depths of tissue within ROI 12 are treat-
ed from the surface down to the deepest point of ultra-
sound energy penetration and no intervening tissue is
spared in one embodiment of the present invention. For
example, ultrasound energy 16 from one source may
have a spatial characteristic of affecting an area 15 mil-
limeters in diameter 5 millimeters below the surface of
the skin while ultrasound energy from another source
may affect an area 9 millimeters below the surface of the
skin with an area of 30 millimeters in diameter.
[0026] Various different time frames for ultrasound en-
ergy 16 emissions can be used in the present invention.
Certain exemplary time frames include ranges of approx-
imately fifty microseconds to fifteen minutes. Another ex-
emplary time range is five hundred milliseconds to sixty
seconds and yet another exemplary time frame is one
second to sixty seconds. Numerous other time frame
ranges can be implemented depending on the particular
treatment application desired.
[0027] Moreover, the temporal characteristics of ultra-
sound energy 16 affecting ROI 12 can be changed for
each location within the total area that comprises ROI
12. For example, ultrasound energy 16 that is directed 5
millimeters below the surface of the skin may only be
emitted for 10 seconds while ultrasound energy 16 that
is directed 9 millimeters below the surface of the skin
may be emitted for 20 seconds. In other exemplary em-
bodiments, these temporal properties of ultrasound en-

ergy 16 can be changed so that ultrasound energy 16 is
pulsed for a certain duration. The time duration of each
pulse of ultrasound energy can be changed as well. For
example, ultrasound energy 16 can be emitted in 20 one
second pulses at a depth of 5 millimeters below the sur-
face of the skin and at 10 four second pulses at a depth
of 10 millimeters below the surface of the skin. The dif-
ferent spatial and temporal properties of ultrasound en-
ergy 16 can be changed for each location and/or depth
within a total ROI 12 to create a combined temperature
profile.
[0028] As depicted in FIG. 1A and according to an ex-
emplary embodiment of the present invention, ultrasound
energy 16 is emitted and reaches different levels of tis-
sue. As shown, some ultrasound energy 16 reaches a
depth within subcutaneous fat at location 18. At locations
20 and 22, ultrasound energy reaches 16 a level to place
it directly in the area of pilosebaceous unit 14 and its
contents. As show in FIG. 1B, ablative energy may be
applied near the surface while non-ablative energy is ap-
plied at non-ablative levels at deeper depths.
[0029] There are numerous possible medical applica-
tions for the system and method of the present invention.
Many treatments effectuated by the method and system
of the present invention result from increased blood per-
fusion at ROI 12 and the associated benefits of increased
perfusion. For example, the application of ultrasound en-
ergy 16 at a specific location within ROI 12 can result in
localized perfusion.
[0030] The increased perfusion can assist and/or stim-
ulate numerous effects such as epidermal stimulation
and a processes known as "colleganesis" or increasing
the amount of collagen at ROI 12. Increasing perfusion
also brings more of the body’s natural repair cells (as
discussed herein) to ROI 12 and that can assist with cell
regeneration as well as other cellular repair processes
and fibroblast activity. Increasing perfusion at ROI 12 al-
so increases epidermal thickness and dermal mass. Oth-
er benefits from increasing blood perfusion are better skin
tone and texture.
[0031] The application of ultrasound energy 16 also
decreases certain conditions or ailments. For example,
applying ultrasound energy 16 decreases pore size and
blemishes (whether the blemishes are associated with
acne or not). Other ailments or conditions that can be
decreased by the application of ultrasound energy in-
clude, but are certainly not limited to, vascular defects,
superficial wrinkles, uneven complexion, dischro-
mia/blotchiness, and certain gland activity (such as the
sebaceous gland).
[0032] The application of ultrasound energy 16 at high-
er levels powerful enough to cause ablation or coagula-
tion at the skin surface or at greater depths within ROI
12 produces other effects. These effects can comprise
the removal of warts, scars, moles, corns, calvi or callus-
es from ROI 12. Shaving bumps or "pseudofolliculitis bar-
bae" can be treated or prevented with the method and
system of the present invention. In this regard, the bumps
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can be ablated from the human body by applying ultra-
sound energy 16 at ablative levels or the bumps can be
treated or prevented by applying ultrasound energy 16
at deeper depths at non-ablative levels to increase per-
fusion to the area with shaving bumps to treat the cause
of the shaving bumps such as infected glands. Moreover,
the application of ultrasound energy 16 at ROI 12 can
create lesion by heating or burning tissue, and/or cavita-
tion within ROI 12.
[0033] In the examples set forth above, while certain
tissues are being removed from ROI 12 by applying ul-
trasound energy 16 at ablative levels, ultrasound energy
16 at lower, non-ablative levels can be applied deeper
within ROI 12. For example, ultrasound energy 16 can
be applied at ablative or coagulative levels to remove a
mole from the surface of the skin while lower, non-abla-
tive and non-coagulative ultrasound energy can be ap-
plied at deeper depths to increase blood perfusion at
those depths. Changing the temporal and spatial param-
eters of the application of ultrasound energy 16 at differ-
ent locations determines whether or not it is applied at
an ablative or non-ablative level.
[0034] Various other effects resulting from the applica-
tion of ultrasound energy 16 at ROI 12 comprise peaking
out inflammation or edema at ROI 12. Further, increased
angiogenesis (the growth of blood vessels) can result by
the application can result from applying ultrasound en-
ergy 16 to ROI 12.
[0035] As described herein, applying ultrasound ener-
gy 16 at ROI 12 can have curative and non-curative ef-
fects. Further, while numerous examples of treatments
have been described herein, other treatments can be ef-
fectuated and fall within the scope of the present inven-
tion. Further, in one exemplary embodiment, two or more
types of treatment can occur simultaneously at ROI 12.
For example, a mole can be burned off at the skin’s sur-
face while increased angiogenesis occurs at a deeper
level within the tissue at ROI 12.
[0036] In an exemplary embodiment, the spatial and
temporal properties of ultrasound energy 16 can be
changed to effectively treat acne and the associated pi-
losebaceous unit 14. Specifically, ultrasound energy 16
can be applied with spatial and temporal properties that
result in ablation of tissue at the surface of the skin by
raising the temperature at the skin’s surface above 60°C
for approximately one second, which causes ablation, or
above any time-temperature threshold. According to one
exemplary embodiment, ultrasound energy 16 is applied
at non-ablative levels below the surface in ROI 12 near
pilosebaceous unit 14. Ultrasound energy is applied at
non-ablative levels by varying the spatial and temporal
characteristics of ultrasound energy 16 to levels where
they do not raise the temperature above ablative levels
or 60°C.
[0037] Further, with reference to FIG. 1B, applying ul-
trasound energy 16 at various depths within ROI 12 can
create a zone within the tissue where ablation or coag-
ulation may occur. Another region (either above or be-

low), can receive ultrasound energy at non-ablative lev-
els with the same ROI 12. Treating areas or zones within
ROI 12 with different levels of ultrasound energy provides
a combined treatment effect as explained herein.
[0038] In another exemplary embodiment, ultrasound
energy 16 is applied at different depths or locations within
ROI 12 non-simultaneously. In this exemplary embodi-
ment of non-simultaneous ultrasound energy 16 emis-
sions, ultrasound energy 16 from one source can be ap-
plied to raise the temperature at certain predetermined
depth to a certain level. Ultrasound energy from another
source aimed to target an area within ROI 12 above the
first area targeted by the first source. Because the first
area in ROI 12 is already heated and adjacent to the
second area, the second area is in effect pre-heated and
less ultrasound energy 16 is required to heat the second
area. By utilizing ultrasound energy 16 from two sources
and applying it in this stepped form, less overall energy
is needed than if energy was used from a single source.
[0039] FIG. 2 illustrates a graph of this type of temper-
ature increase. As shown on the graph, the temperature
is represented on the "y" axis while the time is represent-
ed on the "x" axis. Line 17 represents the temperature
increase caused by a first emission of ultrasound and
line 19 represents the temperature increase caused by
a second emission of ultrasound. As shown in this ex-
emplary embodiment, the temperature is raised to a new
base or threshold level of 40°C by application of the first
emission of ultrasound energy 16. This increased thresh-
old enables the second emission of ultrasound to raise
the temperature to a still higher level of 50°C as shown
by line 19.
[0040] FIGS. 3A-3C illustrate various different exam-
ples of the spatial and temporal applications of energy
such as ultrasound energy 16 in different exemplary em-
bodiments of the present invention. With particular ref-
erence to FIG. 3A, temporal changes for ultrasound en-
ergy 16 applied to fat and ultrasound energy 16’ applied
to the skin and epidermis can vary. The "Y" axis repre-
sents the amount of energy applied within ROI 12 and
the "X" axis represents the time period that ultrasound
energy 16 is applied.
[0041] In this example, ultrasound energy 16’ is applied
for a longer time period near the skin and epidermis while
ultrasound energy 16 is applied for a short time period in
the subcutaneous fat of ROI 12. The temporal charac-
teristics of ultrasound energy 16 can be changed in other
exemplary embodiments of the present invention de-
pending on the treatment desired.
[0042] With reference now to FIG. 3B, the spatial prop-
erties of ultrasound energy within ROI 12 at a given mo-
ment in time are shown. The "Y" axis represents the treat-
ed volume of tissue while the "X" axis represents the
depth of ultrasound energy 16. As shown in this exem-
plary embodiment, ultrasound energy 16 applied near
the skin can treat a volume less than the volume treated
by ultrasound energy 16’ applied to the subcutaneous
fat. The spatial properties illustrated in this graph can
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also be varied depending on the treatment desired in
other exemplary embodiments of the present invention.
[0043] FIG. 3C also depicts a spatial distribution of ul-
trasound within (and proximal to) ROI 12 at a given period
of time. As shown, there are two different patterns of ul-
trasound energy 16 and 16’. The pattern of ultrasound
energy shown as 16 is deep and wide within ROI 12 while
the pattern shown by 16’ is long and narrow and affects
the upper portion of tissue in ROI 12. The different pat-
terns of ultrasound energy can be applied by utilizing two
different transduction elements 50 as explained herein.
In one exemplary embodiment, the patterns are applied
simultaneously within ROI 12 and in another exemplary
embodiment the patterns are applied at different times.
When the patterns are applied at different times, the pat-
tern of ultrasound energy 16 can be used to increase the
base temperature of ROI and increase the effect of the
pattern of ultrasound energy 16’ as explained above.
[0044] The application of different levels of ultrasound
energy 16 at different depths of tissue creates a com-
bined therapy profile at ROI 12. For instance, instead of
merely treating acne by targeting pilosebaceous unit 14
and surrounding area with energy at ablative or non-ab-
lative levels (as described in co-pending U.S. Patent Ap-
plication Nos. 11/163,177 and 11/738,682 entitled Meth-
od For Treating Acne and Sebaceous Glands and Meth-
od and System for Non-Ablative Acne Treatment and
Prevention respectively wherein both such applications
are herein incorporated by reference in their entirety) to
destroy or otherwise effect pilosebaceous unit 14 and its
contents, all of the tissue at ROI 12 can be targeted to
treat and prevent acne or other ailments.
[0045] For example, pilosebaceous unit 14 can be
treated with ablative levels to destroy it and prevent un-
wanted sebum production. With the pilosebaceous gland
destroyed or otherwise inhibited, sebum production is
halted and future acne is prevented from developing. But,
scarring, scars, blackheads, whiteheads, cysts, and
scarring may still be present at the top layers of the skin
such as the dermis. These layers of tissue can be treated
by the application of ultrasound energy 16 at lower, non-
ablative, and non-coagulative levels than what is applied
at the depth of pilosebaceous unit 12.
[0046] Applying ultrasound energy 16 at lower levels
at the surface of the skin heats the surface. The body’s
natural reaction to this increased temperature at ROI 12
is to increase blood perfusion to the ROI 12. The in-
creased blood perfusion delivers more blood to ROI 12.
The increased blood at ROI 12 results in increased
number of repair cells contained within the blood to be
delivered to ROI 12. Specifically, the more blood that
flows to ROI 12, the more fibroblast cells and other ther-
apeutic leucocyte cells (white blood cells) such as lym-
phocytes, macrophages, and neutrophils are at ROI 12
to treat current acne and prevent future acne from devel-
oping. The repair cells treat existing acne by helping acne
lesions heal faster. Future acne is prevented because
more nutrients at ROI 12 are able to fight acne-causing

bacteria such as P-acnes.
[0047] Therefore, in this example, acne is treated by
targeting multiple tissue depths at ROI 12. The depth
within ROI where pilosebaceous unit 14 is located is treat-
ed with ultrasound energy 16 at one level to cease sebum
production to prevent future acne from developing. More-
over, the layer where the effects of acne are seen (at the
skin) is also treated with ultrasound energy 16 to help
heal the scars and visible effects of acne.
[0048] In another exemplary embodiment, the temper-
ature range within the depths of tissue can be reversed.
In this exemplary embodiment, energy such as ultra-
sound energy 16 is applied at ablative or coagulative lev-
els at the surface of the skin and at lower, non-ablative
and non-coagulative levels at deeper depths. In this ex-
emplary embodiment, a mole or cyst can be "burned" off
of the skin at the ROI while the application of energy at
deeper depths can cause increased blood perfusion
which heals the area once the mole or cyst is removed
and/or treated.
[0049] Applying energy such as ultrasound energy 16
at multiple depths and at different levels simultaneously
treats all the tissue at the ROI 12 with the thermal and/or
mechanical effects of ultrasound. The thermal effects
raise the temperature above the body’s normal temper-
ature. These temperature ranges can be in whatever
range needed to affect a particular result. According to
the present invention, a certain amount of ultrasound en-
ergy 16 can be applied at a predetermined depth to raise
the temperature at that depth to achieve a certain result.
Certain zones with a given temperature can be created
at various levels of tissue depending on the level of en-
ergy provided.
[0050] For example, it might be necessary to raise the
temperature to fifty degrees or more at the surface and
dermal layer of tissue to burn off a mole, tumor, or other
piece of unwanted skin or tissue. During this application
of ultrasound energy 16, it may also be desirable to raise
the temperature at a deeper depth much lower, to only
five or ten degrees above the body’s normal temperature
to achieve a result such as increased blood perfusion.
The lower temperature at one zone or layer within the
tissue and higher temperature at another zone treats the
entire ROI 12.
[0051] Besides temporal changes at various depths
within the tissue, ultrasound energy 16 also has certain
mechanical effects that can be used for treatment. In an
exemplary embodiment, these mechanical effects com-
prise cavitation, streaming, radiation force, oscillatory
forces, and sheer stress on cellular membranes of cells
that comprise tissue that is being targeted. These me-
chanical effects such as cavitation and streaming create
various forces that contact cellular walls. For example,
when using the method and system of the present inven-
tion to treat acne, ultrasound energy can be used to con-
tact the cellular walls of P-acnes and other acne causing
organisms which damage or kill them. Further, these me-
chanical effects can also help drive medicinal creams
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and other agents into tissue cells to better effectuate
treatment and assist in transdermal drug delivery for acne
or other forms of treatment.
[0052] Just as the case with thermal effects, these me-
chanical effects may be provided at certain depths and
zones within ROI 12. Applying energy at a certain level
at a certain depth is used to cause certain mechanical
effects at that level. In an exemplary embodiment, the
more ultrasound energy 16 applied, the more mechanical
effects are realized. Lower energy results in fewer ef-
fects. For example, applying energy at greater levels at
certain locations within the tissues will result in greater
mechanical effects such as streaming and cavitation
which may be needed at those locations to achieve a
certain result.
[0053] The amount of energy can vary at different lev-
els and cause specific effects at one level while causing
another effect at another level simultaneously. This treat-
ment at different levels can create a combined treatment
that works with or independently of the thermal effects
described above. For example, providing ultrasound en-
ergy 16 at higher levels may be needed to cause sufficient
cavitation and/or streaming at the depth of tissue where
a pilosebaceous unit 14 is located and may be necessary
to destroy bacteria within the pilosebaceous unit to pre-
vent and cure acne.
[0054] As ultrasound energy 16 is being applied at suf-
ficient levels to cause cavitation and/or streaming suffi-
cient to destroy bacteria, lower energy levels could be
applied at other area within ROI 12. Applying ultrasound
energy 16 at lower levels at other depths and locations
within ROI 12 may be needed to achieve other effects
such as transdermal drug delivery. Transdermal drug de-
livery is achieved by using the mechanical effects to push
medicines and other medicants into the tissue cells at
ROI 12. Further, in an exemplary embodiment, the med-
icines can be contained within a coupling gel, cream, or
other substance that is used to couple probe 26 or trans-
ducer to the patient’s body at ROI 12.
[0055] An exemplary system 10 for a combined ther-
apy profile treatment is provided and depicted in Fig. 4.
In this exemplary embodiment, an ultrasound system
comprising a probe 26, a control system 28, and a display
system 30 is used to delivery energy such as ultrasound
energy 16 to and monitor ROI 12. Other exemplary sys-
tems are disclosed in co-pending U.S. Patent Application
No. 11/163,177 entitled "Method and System For Treat-
ing Acne and Sebaceous Glands" and U.S. Patent Ap-
plication No. 10/950,112 entitled "Method and System
For Combined Ultrasound Treatment," both of which are
hereby incorporated by reference.
[0056] An exemplary probe 26 is a transducer that
emits ultrasound energy into ROI 12 to heat ROI 12 at
specific depths and/or cause certain mechanical effects
at specific depths. A coupling agent is used to couple
probe 26 to a patient’s body in one exemplary embodi-
ment. In another exemplary embodiment, suction is used
to attach probe 26 to the patient’s body.

[0057] With additional reference to FIG. 5, an exem-
plary probe 26 is an annular array 32 with numerous
transduction elements disposed within rings 34, 36, 38,
40, and 42. In this exemplary embodiment, each trans-
duction element is configured to emit ultrasound energy
16 at different spatial and/or temporal levels which is ca-
pable of achieving different effects within ROI 12. In this
exemplary embodiment, the transducer is divided into
numerous rings 34-42 and each ring contains a separate
transduction element. For example, the transduction el-
ement in ring 36 may be capable of producing ultrasound
energy 16 that reaches 5 mm below the skin’s surface
while the transduction element in ring 38 may be capable
of reaching 10 mm below the surface of the skin. In an-
other exemplary embodiment, each ring may have mul-
tiple transduction elements that may or may not emit en-
ergy at the same level within a ring.
[0058] The elements within the rings may be capable
of emitting energy reaching 15 mm, 20 mm, and 25 mm
below the skin’s surface respectively in this exemplary
embodiment. In order to reach a certain depth within ROI
12, each transduction element 50 is constructed so that
it may emit ultrasound energy 16 to reach this depth.
System 10 can emit ultrasound energy at various fre-
quency ranges. Certain exemplary ranges include about
0.10 MHz to 100 MHz or more. More specifically, exem-
plary frequencies include about 0.15 MHZ and 0.2 MHz
as lower frequencies and about 0.15 MHz to 100 MHz or
more as higher frequencies. For example, in order to
reach a depth of 0-15 mm, transduction element 50 has
an operating power of about 10-100 watts and emits ul-
trasound energy 16 at a frequency of about 1-12 MHz.
In order to reach a depth of about 0-20 mm, transduction
element 50 has an operating power of about 20-200 watts
and emits ultrasound energy at a frequency of about 1-9
MHz. Finally, to achieve a depth of about 0-25 mm, trans-
duction element 50 has an operating power of about
1-120 watts and emits ultrasound energy 16 at a frequen-
cy of about 1-20 MHz.
[0059] With reference to FIG. 6 another exemplary an-
nular array is show. In this exemplary embodiment, the
annular array has three rings 44, 46, and 48 as shown.
Each ring comprises a different transduction element 50
that is configured to emit ultrasound energy 16 with dif-
ferent temporal and/or spatial parameters. For example,
ring 44 may be configured to emit ultrasound energy for
a time period of 5 milliseconds, ring 46 may be configured
emit ultrasound energy for 10 milliseconds, while ring 48
is configured to emit ultrasound energy for 15 millisec-
onds. In one exemplary embodiment, the time that ultra-
sound energy is emitted from each ring is controlled by
control system 28. Emission of ultrasound energy 16 may
be repeated at various times and depths to produce de-
sired thermal and/or mechanical effects within ROI 12.
[0060] Energy such as ultrasound energy 16 can be
emitted at various levels from each transduction element.
These levels can be changed by varying the amount of
energy emitted or the time it is emitted from system 10.
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For example, ultrasound energy 16 can be emitted at
ablative or coagulative levels by being emitted at a high
power for a short time or low power for a longer duration.
The energy emission and time frames can be varied to
achieve the desired level of energy emission. Moreover,
the penetration depth of ultrasound energy 16 may be
changed depending on which ring 46-48 it is emitted from.
For example, as shown in FIG. 6, the ultrasound energy
from ring 46 may only reach a shallow level compared
to ultrasound energy from ring 48. Ultrasound energy 16
from ring 48 may be used to pre-heat ROI 12 before ul-
trasound energy 16 from ring 46 is emitted and thus cre-
ate a profile as shown in FIG. 2.
[0061] In one exemplary embodiment, transduction el-
ements 50 are configured to emit ultrasound energy at a
focal depth of 3-4 millimeters. In other exemplary em-
bodiments, a single transducer or probe with multiple el-
ements 50 is configured to produce variable amounts of
ultrasound energy. Specifically, a transducer can contain
numerous elements 50 and each element 50 is construct-
ed to emit ultrasound energy at different parameters. Cer-
tain exemplary parameters comprise the depth of ultra-
sound energy 16 penetrations, the power supplied to
each element 50, the frequency of operation of each el-
ement 50, the focal strength or "F Number," the depth or
focal depth, and energy. In one exemplary embodiment,
transduction elements 50 are arranged in probe 26 in a
specific manner to create a controlled, predictable emis-
sion of ultrasound energy 16. For example, a transducer
can be constructed by providing elements to generate a
known, predetermined pattern of ultrasound energy with-
in ROI 12.
[0062] In another exemplary embodiment, transduc-
tion elements 50 are arranged within probe 26 to create
a "cloud" of lesions within ROI 12 wherein each lesion
has a different size and depth. According to this exem-
plary embodiment, different elements 50 are selected for
their emission times, frequencies, focal depth, focal
strength (F-number), energies and other relevant param-
eters discussed herein. The elements 50 are placed on
a device that moves and enables the lesions to be placed
at different locations within ROI 12 depending on the lo-
cation of the elements relative to ROI 12.
[0063] In another exemplary embodiment, varying
these parameters from one element 50 to another ele-
ment 50 contained within probe 26 may create a pseudo
random emission pattern of ultrasound energy 16. The
creation of a pseudo random emission of ultrasound en-
ergy 16 creates a wide spatial and/or temporal band of
therapeutic efficacy.
[0064] A time-temperature profile for the method can
be modeled and optimized with the aid of the thermal
dose concept. The thermal dose, or t43, is the exposure
time at 43°C which causes an equivalent biological effect
due to an arbitrary time-temperature heating profile. Typ-
ically an ablative lesion forms on the order of one second
at 56°C, which corresponds to a thermal dose of one
hundred and twenty minutes at 43°C. The same thermal

dose corresponds to 50°C for approximately one minute.
Thus a non-ablative profile can contain high tempera-
tures for very short times and/or lower temperatures for
longer times or a combination of various time-tempera-
ture profiles. For example, temperatures as high as 56°C
for under one second or 46°C for under fifteen minutes
can be utilized. Such processes can be implemented in
various exemplary embodiments, whereby one or more
profiles may be combined into a single treatment.
[0065] In an exemplary embodiment the temperature
is raised to a high level, such as approximately 50°C or
more and held for several seconds. In another exemplary
embodiment, the temperature is raised to a high level,
(for example greater than 50°C), for under one second
up to five seconds or more, and then turned off for under
one second up to five seconds or more, and repeated to
create a pulsed profile.
[0066] In another exemplary embodiment, the temper-
ature is raised quickly to a high level (greater than 50°C),
and then dropped to a lower temperature (less than
50°C), and then maintained at that temperature for a giv-
en time period such as one second up to several seconds
or over a minute.
[0067] In another exemplary embodiment, the temper-
ature is increased quickly to a high level (THIGH), whereby
THIGH is greater than 40°C, and the power to the system
is turned off, but turned on again once the temperature
drops below a lower threshold, (TLOW), whereby TLOW is
less than THIGH. Once the temperature reaches THIGH
again power to the system is turned back off and this
process is repeated, in effect acting like a thermostat.
[0068] In another exemplary embodiment, the temper-
ature is raised quickly to a high level (TSTART), whereby
TSTART is greater than 40°C and then turned off, but
turned on again before the temperature drops apprecia-
bly (i.e. by a few degrees) below TSTART, whereby the
temperature may then increase a small amount (i.e. by
a few degrees) over TSTART before the power is turned
off again. In such an exemplary embodiment the temper-
ature quickly reaches a starting point and then may be
allowed to increase to a higher temperature yet still re-
main in a non-ablative or coagulative regime before the
treatment is ended.
[0069] Besides annular array 32 depicted in FIG. 5,
other transducers and probes 26 could be used and fall
within the scope of the present invention. Other exem-
plary arrays include truncated annular array, a linear ar-
ray, a linear phased array, or a two dimensional phased
array. Certain exemplary transducers comprise trans-
ducers that are configured to move in any vertical or hor-
izontal direction or transducer with an adjustable angular
altitude. Any transducer arrangement configured to emit
ultrasound energy 16 to depths within the tissue now
known or developed in the future can be used and fall
within the scope of the present invention.
[0070] The ultrasound energy 16 emitted can be emit-
ted in various energy fields. The energy fields can be
focused, defocused, and/or made substantially planar by
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the transducer to provide a plurality of different effects.
Energy can be applied at one or more points in one or
more C-planes or C-scans by automated or manual
movement. For example, a substantially planar energy
field can provide a heating and/or pretreatment effect, a
focused energy field can provide a more concentrated
source of heat or hyperthermal effect, and a non-focused
energy field can provide diffused heating effects. It should
be noted that the term "non-focused" as used throughout
is meant to encompass energy that is unfocused or de-
focused.
[0071] An exemplary transducer emits ultrasound en-
ergy for imaging or treatment or a combination of both
imaging and treatment. In an exemplary embodiment,
the transducer is configured to emit ultrasound energy
at specific depths in within ROI 12 as described above.
[0072] With reference to FIGS. 7A-7D, a transducer
can comprise one or more transduction elements 50 con-
figured for facilitating treatment. Transduction elements
50 can comprise a piezoelectrically active material, such
as lead zirconante titanate (PZT), or any other piezoe-
lectrically active material, such as a piezoelectric ceram-
ic, crystal, plastic, and/or composite materials, as well as
lithium niobate, lead titanate, barium titanate, and/or lead
metaniobate. In addition to, or instead of, a piezoelectri-
cally active material, a transducer can comprise any other
materials configured for generating radiation and/or
acoustical energy. The transducer can also comprise one
or more matching and/or backing layers configured along
with a transduction element(s) 50 such as coupled to the
piezoelectrically active material. The transducer can also
be configured with single or multiple damping elements
along with transduction element 50.
[0073] In accordance with an exemplary embodiment,
the transduction element 50 of the transducer can be
configured to be uniform thereby having a narrowband
resonance frequency distribution. In accordance with an-
other exemplary embodiment, transduction element 50
can also be configured with a variable thickness, and/or
as a multiple damped device, thereby having a wideband
resonance frequency distribution. For example, trans-
duction element 50 of the transducer can be configured
to provide a center operating frequency of a lower range,
for example from approximately 1 kHz to 3 MHz. Trans-
duction element 50 can also be configured to provide a
center operating frequency of a higher range, for example
from approximately 3 to 100 MHz or more. In yet other
exemplary embodiments, transduction element 50 is
configured to emit ultrasound energy 16 at a frequency
in the range of 1-15 MHz. In yet other exemplary embod-
iments, transduction element 50 is configured to emit ul-
trasound energy 16 at a frequency in the approximate
range of .5 to 100 MHz, and in still yet other exemplary
embodiments, transduction element 50 is configured to
emit ultrasound energy at a frequency in the approximate
range of 0.75 to 25 MHz. Other exemplary frequencies
are in the approximate range of .75 MHz to 1.75 MHz.
Harmonics and sub-harmonics can also be used in var-

ious embodiments of the present invention.
[0074] The transducer can be configured as a single
broadband transducer excited with at least two or more
frequencies such as 4 MHz and 7 MHz to provide an
adequate output for raising the temperature and or caus-
ing the mechanical effects within the ROI to the desired
level. The transducer can also be configured as two or
more individual transducers, wherein each of the trans-
ducers comprises a separate transduction element 50.
[0075] Moreover, in an exemplary embodiment, any
variety of mechanical lenses or variable focus lenses,
e.g. liquid-filled lenses, may also be used to focus and
or defocus the energy field. For example, the transducer
may also be configured with an electronic focusing array
in combination with one or more transduction elements
50 to facilitate increased flexibility in treating the ROI.
The array may be configured in a manner similar to the
transducer. That is, the array can be configured as an
array of electronic apertures that may be operated by a
variety of phases via variable electronic time delays, for
example, T1, T2, T3 ... Tj. By the term "operated," the
electronic apertures of the array may be manipulated,
driven, used, and/or configured to produce and/or deliver
energy in a manner corresponding to the phase variation
caused by the electronic time delay. For example, these
phase variations can be used to deliver defocused
beams, planar beams, and/or focused beams, each of
which may be used in combination to achieve different
physiological effects in ROI 12.
[0076] Transduction elements 50 may be configured
to be concave, convex, and/or planar. For example, in
an exemplary embodiment depicted in FIG. 7A, trans-
duction elements 50 are configured to be concave in or-
der to provide focused energy for treatment of the ROI.
Additional embodiments are disclosed in U.S. Patent Ap-
plication No. 10/944,500, entitled "System and Method
for Variable Depth Ultrasound Treatment", and again in-
corporated herein by reference.
[0077] In one exemplary embodiment, transduction el-
ements 50 are therapy line-focused single elements. Fur-
ther, arrays 56, 58, 60, and 62 noted below may further
comprise at least one imaging element 50 or a combina-
tion of imaging elements with treatment elements 50. In
another exemplary embodiment, multiple-element, mul-
tiple-delay transducers 50 can be multiple-element, mul-
tiple-delay transducers perpendicular to those shown in
FIGS. 7A and 7B, whereby such perpendicular disposes
transducers are therapy, imaging, or dual-mode imaging-
therapy elements.
[0078] In another exemplary embodiment, depicted in
FIG. 7B, transduction elements 50 can be configured to
be substantially flat in order to provide substantially uni-
form energy to ROI 12. While FIGS. 7A and 7B depict
exemplary embodiments transduction elements 50 con-
figured as concave and substantially flat, respectively,
transduction elements 50 can be configured to be con-
cave, convex, and/or substantially flat. In addition, trans-
duction elements 50 can be configured to be any com-
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bination of concave, convex, and/or substantially flat
structures. For example, a first transduction element 50
can be configured to be concave, while a second trans-
duction element 50 can be configured to be substantially
flat.
[0079] With reference to FIGS. 5, 6, and 7C, the trans-
ducer can also be configured as annular array 32 to pro-
vide planar, focused and/or defocused acoustical ener-
gy. The rings can be mechanically and electrically isolat-
ed into a set of individual elements, and can create pla-
nar, focused, or defocused waves. For example, such
waves can be centered on-axis, such as by methods of
adjusting corresponding transmit and/or receive delays,
T1, T2, T3 ... TN. An electronic focus can be suitably
moved along various depth positions, and can enable
variable strength or beam tightness, while an electronic
defocus can have varying amounts of defocusing. In ac-
cordance with an exemplary embodiment, a lens and/or
convex or a concave shaped annular array can also be
provided to aid focusing or defocusing such that any time
differential delays can be reduced. Movement of the an-
nular array in one, two or three-dimensions, or along any
path, such as through use of probes and/or any conven-
tional robotic arm mechanisms, may be implemented to
scan and/or treat a volume or any corresponding space
within ROI 12.
[0080] With reference to FIG. 7D, an exemplary trans-
ducer can also be configured as a spherically focused
single element 51, an annular / multi-element 52, an an-
nular element with imaging region(s) 54, a line-focused
single element 56, a 1-D linear array 58, a 1-D curved
(convex/concave) linear array 60, and/or 2-D array 62,
with a mechanical focus, a convex lens focus, a concave
lens focus, a compound/multiple lens focused, and/or
planar array form to achieve focused, unfocused, or de-
focused sound fields for both imaging and/or therapy.
Analogous to spherically focused single element 51 to
be configured for multiple annuli 52 and/or imaging re-
gions 54, an exemplary embodiment for the therapeutic
line-focused single element 56, and 1-D and 2-D arrays
58, 60 and 62 is to dispose one or more imaging elements
or imaging arrays in their aperture. In general a combi-
nation of imaging and therapy transducers or dual mode
transducers can be used. In certain exemplary embodi-
ments, spherical lens are used in treating acne and cy-
lindrical lenses are used for treatment at ROI 12. Other
lens shapes can still be used in other exemplary embod-
iments of the present invention.
[0081] With reference now to FIGS. 8A-8C, an exem-
plary transducer is suitably controlled and operated in
various manners by control system 28. Control system
28 may be in a hand-held format. Certain exemplary con-
trol systems 28 are disclosed in co-pending U.S. Patent
Application Serial No. 11/738,682 which is incorporated
by reference above. Further, exemplary system 28 also
comprises display 30. Exemplary displays 30 are also
disclosed in co-pending U.S. Patent Application Serial
No. 11/738,682.

[0082] In an exemplary embodiment, an exemplary
control system 28 is configured for coordination and con-
trol of the entire treatment process. For example, control
system 28 can suitably comprise power source compo-
nents 66, sensing and monitoring components 68, cool-
ing and coupling controls 70, and/or processing and con-
trol logic components 72. Control system 28 can be con-
figured and optimized in a variety of ways with more or
less subsystems and components.
[0083] For example, control system 28 can comprise
one or more direct current (DC) power supplies 74 con-
figured to provide electrical energy for the entire control
system, including power required by a transducer elec-
tronic amplifier/driver. A DC current sense device 76 can
also be provided to confirm the level of power going into
amplifiers/drivers for safety and monitoring purposes.
[0084] The amplifiers/drivers 78 can comprise multi-
channel or single channel power amplifiers and/or driv-
ers. In accordance with an exemplary embodiment for
transducer array configurations, the amplifiers/drivers
can also be configured with a beamformer to facilitate
array focusing. An exemplary beamformer can be elec-
trically excited by an oscillator/digitally controlled wave-
form synthesizer/oscillator 77 with related switching log-
ic.
[0085] The power sourcing components can also in-
clude various filtering configurations 80. For example,
switchable harmonic filters and/or matching may be used
at the output of amplifier/driver/beamformer 78 to in-
crease the drive efficiency and effectiveness. Power de-
tection components 82 may also be included to confirm
appropriate operation and calibration. For example, elec-
tric power and other energy detection components may
be used to monitor the amount of power going to the
probe.
[0086] Various sensing and monitoring components 84
may also be suitably implemented within the control sys-
tem. For example, in accordance with an exemplary em-
bodiment, the monitoring, sensing and interface control
components 84 may be configured to operate with vari-
ous motion detection systems implemented within the
transducer to receive and process information such as
acoustic or other spatial and/or temporal information from
ROI 12. Sensing and monitoring components 84 can also
include various controls, interfacing and switches 86
and/or power detectors. Such sensing and monitoring
components can facilitate open-loop and/or closed-loop
feedback systems within the system.
[0087] In an exemplary embodiment, the sensing and
monitoring components comprise a sensor that is con-
nected to an audio or visual alarm system to prevent over-
use of the system. In this exemplary embodiment, the
sensor senses the amount of energy transferred to the
skin or the time that the system has be actively emitting
energy. When a certain time or temperature threshold
has been reached, the alarm sounds an audible alarm
or causes a visual indicator to activate to alert the user
that the threshold is reached. This prevents the user from
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overusing system. In an exemplary embodiment, the sen-
sor could be operatively connected to the control system
and force the control system to stop emitting ultrasound
energy from the probe.
[0088] A cooling/coupling control system 88 may be
provided to remove waste heat from an exemplary probe,
provide a controlled temperature at the superficial tissue
interface and deeper into tissue, and/or provide acoustic
coupling from the probe to the ROI. Such cooling/cou-
pling control systems can also be configured to operate
in both open-loop and/or closed-loop feedback arrange-
ments with various coupling and feedback components.
[0089] Additionally, an exemplary control system 28
can further comprise various system processor and dig-
ital control logic 90, such as one or more control or inter-
facing switches and associated components, including
firmware and control software 92, which interfaces to us-
er controls and interfacing circuits as well as input/output
circuits and systems for communications, displays, inter-
facing, storage, documentation, and other useful func-
tions. The system software controls all initialization, tim-
ing, level setting, monitoring, safety monitoring, and all
other system functions required to accomplish user-de-
fined treatment objectives. Further, various control
switches can also be suitably configured to control oper-
ation. In an exemplary embodiment, control system 28
further comprises a mechanism and driver control 94.
[0090] With reference to FIG. 5C, an exemplary trans-
ducer is suitably controlled and operated in various man-
ners by a hand-held format control system 96. An external
battery charger 98 can be used with rechargeable-type
batteries 97 or batteries can be single-use disposable
types, such as AA-sized cells. Power converters 100 pro-
duce voltages suitable for powering a driver/feedback
circuit with tuning network 102 driving a transducer cou-
pled to the patient via one or more acoustic coupling caps
103. The cap can be composed of at least one of a solid
media, semi-solid e.g. gelatinous media, and/or liquid
media equivalent to an acoustic coupling agent (con-
tained within a housing). Cap 103 is coupled to the patient
with an acoustic coupling agent 104. Cap 103 and/or cou-
pling agent 104 can be cooled, such as in a refrigerator,
ice water, peltier cooling device, closed-loop cooling con-
trol or any other means of cooling. Cap 103 and/or cou-
pling agent 104 can also be pre-heated, such as in an
oven, hot water, resistive heating device, closed-loop
heating or any other known means or mechanisms for
heating.
[0091] In addition, a microcontroller and timing circuits
106 with associated software and algorithms provide
control and user interfacing via display 30, oscillator 107,
and other input/output controls 109 such as switches and
audio devices. A storage element 108, such as an EEP-
ROM, secure EEPROM, tamper-proof EEPROM, or sim-
ilar device holds calibration and usage data. A motion
mechanism with feedback 110 can be suitably controlled
to scan the transducer, if desirable, in a line or two-di-
mensional pattern and/or with variable depth. Other feed-

back controls include a capacitive, acoustic, force, or oth-
er coupling detection means and/or limiting controls and
thermal sensor 111. A combination of the secure EEP-
ROM with at least one of coupling caps, transducer, ther-
mal sensor, coupling detectors, or tuning network along
with a plastic or other housing can comprise a disposable
tip.
[0092] With reference again to FIG. 4, an exemplary
system also comprises display 30 or a display system to
provide images of ROI 12 in certain exemplary embodi-
ments wherein ultrasound energy 16 is emitted from the
transducer in a manner suitable for imaging. Display 30
can be any type of system that conveys images or infor-
mation apart from images about the system 10 or ROI
12 to the user. Therefore, display 30 can be a computer
monitor, television screen or it can simply be a simply
type of indicator system such a liquid crystal display or
light emitting diode display in various exemplary embod-
iments. Liquid crystal displays and light emitting diode
displays are particularly useful when the system is a
hand-held system.
[0093] Display 30 enables the user to facilitate locali-
zation of the treatment area and surrounding structures.
After localization, delivery of ultrasound energy 16 at a
depth, distribution, timing, and energy level to achieve
the desired therapeutic effect is provided. Before, during,
and/or after therapy, i.e., before, during and/or after de-
livery of ultrasound energy 16, monitoring of the treat-
ment area and surrounding structures can be conducted
to further plan and assess the results and/or providing
feedback to the control system and a system operator
via display 30.
[0094] In accordance with another exemplary embod-
iment of the present invention, an exemplary monitoring
method may comprise monitoring the temperature profile
or other tissue parameters of ROI 12 such as attenuation,
speed of sound, or mechanical properties such as stiff-
ness and strain of the treatment region and suitably adjust
the spatial and/or temporal characteristics and energy
levels of the ultrasound energy emitted from probe 26.
The results of such monitoring techniques may be indi-
cated on the display system by means of one-, two-, or
three-dimensional images of monitoring results, or may
simply comprise a success or fail-type indicator, or com-
binations thereof. Additional treatment monitoring tech-
niques may be based on one or more of temperature,
video, profilometry, and/or stiffness or strain gauges or
any other suitable sensing technique.
[0095] In certain exemplary embodiments, system 10
is equipped with certain features to aid the user. One
feature is a disposable tip that covers probe 26 during
use. The disposable tip enables ultrasound energy 26 to
pass through the tip and contact the patient. But, the dis-
posable tip can be removed from probe 26 after use and
replaced with a new disposable tip to prevent the spread
of germs from one patient to another that might reside
on the probe after contact with a patient’s skin. Different
size disposable tips can be used and fall within the scope
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of the present invention.
[0096] Present exemplary embodiments may be de-
scribed herein in terms of various functional components
and processing steps. It should be appreciated that such
components and steps may be realized by any number
of hardware components configured to perform the spec-
ified functions. For example, other exemplary embodi-
ments may employ various medical treatment devices,
visual imaging and display devices, input terminals and
the like, which may carry out a variety of functions under
the control of one or more control systems or other control
devices. In addition, exemplary embodiments may be
practiced in any number of medical contexts and that the
exemplary embodiments relating to a system as de-
scribed herein are merely indicative of exemplary appli-
cations for the disclosed subject matter. For example,
the principles, features and methods discussed may be
applied to any medical application. Further, various as-
pects of the present disclosure may be suitably applied
to other applications, such as other medical or industrial
applications.

Claims

1. A treatment system for a human body, the treatment
system configured to produce user-defined treat-
ment objectives on and below skin, the treatment
system comprising:

a control system (28) configured for control of
the treatment system (10), the control system
comprising system software (92) configured to
receive the user-defined treatment objectives,
to determine a combined energy profile neces-
sary to accomplish the user-defined treatment
objectives, and to determine an amount of en-
ergy emitted and/or a time energy is emitted
from two or more transduction elements config-
ured to emit two or more known, predetermined
patterns of ultrasound energy (16, 161) that is
necessary to accomplish the combined energy
profile;
a probe (26) comprising a transducer, the trans-
ducer comprising the two or more transduction
elements facing a region of interest (12) and
configured to emit the two or more known, pre-
determined patterns of ultrasound energy (16,
161), the two or more transduction elements in-
cluding a first transduction element facing the
region of interest (12) and configured to emit a
first known, predetermined pattern of ultrasound
energy (161) of the two or more known, prede-
termined patterns of ultrasound energy (16, 161)
within at least a skin surface in the region of in-
terest (12) and a second transduction element
facing the region of interest (12) and configured
to emit a second known, predetermined pattern

of ultrasound energy (16) of the two or more
known, predetermined patterns of ultrasound
energy (16, 161) below the skin surface in the
region of interest (12),
the control system (28) and system software
(92) configured to cause the two or more trans-
duction elements to deliver the two or more
known, predetermined patterns of ultrasound
energy (16, 161) using the amount of energy
and/or the time energy is emitted, thereby pro-
ducing the combined energy profile and accom-
plishing the user-defined treatment objectives,
wherein the first known, predetermined pattern
of ultrasound energy (161) is distinct from the
second known, predetermined pattern of ultra-
sound energy (16).

2. The treatment system according to claim 1, wherein
the first transduction element emits the first known,
predetermined pattern of ultrasound energy (161) at
a frequency in a range of 0.15 to 10 MHz and the
second transduction element emits the second
known, predetermined pattern of ultrasound energy
(16) at a frequency in a range of 2 to 20 MHz.

3. The treatment system according to any preceding
claim, wherein the first known, predetermined pat-
tern of ultrasound energy (161) has a different geo-
metric shape than the second known, predetermined
pattern of ultrasound energy (16).

4. The treatment system according to claim 1, wherein
control system (28) and the transducer are config-
ured to emit the first known, predetermined pattern
of ultrasound energy (161) essentially simultaneous-
ly with the second known, predetermined pattern of
ultrasound energy (16).

5. The treatment system according to any preceding
claim, further comprising a first light source config-
ured to emit light in the range of 400-450 nm into the
region of interest (12).

6. The treatment system according to any preceding
claim, further comprising a second light source con-
figured to emit light in the infrared range into the re-
gion of interest (12).

7. The treatment system according to any preceding
claim, further comprising a display (30) in communi-
cation with the control system (28).

8. The treatment system according to any preceding
claim, wherein the system (10) is enclosed within a
handheld format.

9. The treatment system according to any preceding
claim, further comprising a disposable tip attached
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to the transducer.

10. The treatment system according to any preceding
claim, further comprising a source configured to emit
a beam of energy into the region of interest (12) com-
prising the skin surface and the subcutaneous tissue,
wherein the beam of energy is one of:

a) monopolar or bipolar radio-frequency current,
b) photon-based energy, and
c) mechanical energy.

11. The treatment system according to claim 1, wherein
both of the first known, predetermined pattern of ul-
trasound energy (161) and the second known, pre-
determined pattern of ultrasound energy (16) are
configured to ablate at least one portion of the region
of interest (12).

12. The treatment system according to claim 1, wherein
both of the first known, predetermined pattern of ul-
trasound energy (161) and the second known, pre-
determined pattern of ultrasound energy (16) are
configured to raise a temperature in at least one por-
tion of the region of interest (12) without causing ab-
lation and/or to generate a mechanical effect in at
least one portion of the region of interest without
causing ablation.

13. The treatment system according to claim 1, wherein
one of the first known, predetermined pattern of ul-
trasound energy (161) and the second known, pre-
determined pattern of ultrasound energy (16) is con-
figured to raise a temperature causing ablation in
tissue in the skin surface, and the other one of the
first known, predetermined pattern of ultrasound en-
ergy (161) and the second known, predetermined
pattern of ultrasound energy (16) is configured to
raise a temperature and/or generate a mechanical
effect without causing ablation in the subcutaneous
tissue.

14. The treatment system according to claim 1, wherein
one of the first known, predetermined pattern of ul-
trasound energy (161) and the second known, pre-
determined pattern of ultrasound energy (16) is con-
figured to provide a thermal dose greater than an
equivalent thermal dose of holding a temperature in
a portion of tissue in the skin surface at 43°C for 120
minutes, and the other one of the first known, pre-
determined pattern of ultrasound energy (161) and
the second known, predetermined pattern of ultra-
sound energy (16) is configured provide a thermal
dose less than an equivalent thermal dose of holding
a temperature in a portion of the subcutaneous tissue
at 43°C for 120 minutes.

15. The treatment system of any of the preceding claims,

the treatment system further comprising a storage
element (108) having stored thereon calibration and
usage data.

Patentansprüche

1. Behandlungssystem für einen menschlichen Kör-
per, wobei das Behandlungssystem konfiguriert ist,
anwenderdefinierte Behandlungsziele auf und unter
der Haut zu erzeugen, wobei das Behandlungssys-
tem umfasst:

ein Steuersystem (28), das konfiguriert ist, das
Behandlungssystem (10) zu steuern, wobei das
Steuersystem Systemsoftware (92) umfasst,
die konfiguriert ist, die anwenderdefinierten Be-
handlungsziele zu empfangen, um ein kombi-
niertes Energieprofil zu ermitteln, das notwendig
ist, die anwenderdefinierten Behandlungsziele
zu erreichen, und eine Menge von ausgestrahl-
ter Energie und/oder eine Dauer zu ermitteln,
über welche die Energie von zwei oder mehr
Wandlerelementen ausgestrahlt wird, die konfi-
guriert sind, zwei oder mehr bekannte vorbe-
stimmte Strukturen von Ultraschallenergie (16,
161) auszustrahlen, die nötig ist, das kombinier-
te Energieprofil zu erreichen;
eine Sonde (26), die einen Wandler umfasst,
wobei der Wandler die zwei oder mehr Wand-
lerelemente umfasst, die zu einer Region of In-
terest (12) weisen und konfiguriert sind, die zwei
oder mehr bekannte vorbestimmten Strukturen
von Ultraschallenergie (16, 161) auszustrahlen,
wobei die zwei oder mehr Wandlerelemente ein
erstes Wandlerelement enthalten, das zur Re-
gion of Interest (12) weist und konfiguriert ist,
eine erste bekannte vorbestimmte Struktur von
Ultraschallenergie (161) der zwei oder mehr be-
kannten vorbestimmten Strukturen von Ultra-
schall energie (16, 161) innerhalb zumindest ei-
ner Hautoberfläche in der Region of Interest (12)
auszustrahlen, und ein zweites Wandlerele-
ment, das zur Region of Interest (12) zeigt und
konfiguriert ist, eine zweite bekannte vorbe-
stimmte Struktur von Ultraschallenergie (16) der
zwei oder mehr bekannten vorbestimmten
Strukturen von Ultraschallenergie (16, 161) un-
ter der Hautoberfläche in der Region of Interest
(12) auszustrahlen,
wobei das Steuersystem (28) und die System-
software (92) konfiguriert sind, die zwei oder
mehr Wandlerelemente zu veranlassen, die
zwei oder mehr bekannten vorbestimmte Struk-
turen von Ultraschallenergie (16, 161) unter Ver-
wendung der Menge von Energie und/oder der
Dauer, über welche die Energie ausgestrahlt
wird, zu liefern, wodurch das kombinierte Ener-
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gieprofil erzeugt wird und die anwenderdefinier-
ten Behandlungsziele erreicht werden,
wobei sich die erste bekannte vorbestimmte
Struktur von Ultraschallenergie (161) von der
zweiten bekannten vorbestimmten Struktur von
Ultraschallenergie (16) unterscheidet.

2. Behandlungssystem nach Anspruch 1, wobei das
erste Wandlerelement die erste bekannte vorbe-
stimmte Struktur von Ultraschallenergie (161) bei ei-
ner Frequenz in einem Bereich von 0,15 bis 10 MHz
ausstrahlt und das zweite Wandlerelement die zwei-
te bekannte vorbestimmte Struktur von Ultraschall-
energie (16) bei einer Frequenz in einem Bereich
von 2 bis 20 MHz ausstrahlt.

3. Behandlungssystem nach einem der vorangehen-
den Ansprüche, wobei die erste bekannte vorbe-
stimmte Struktur von Ultraschallenergie (161) eine
andere geometrische Form hat als die zweite be-
kannte vorbestimmte Struktur von Ultraschallener-
gie (16).

4. Behandlungssystem nach Anspruch 1, wobei das
Steuersystem (28) und der Wandler konfiguriert
sind, die erste bekannte vorbestimmte Struktur von
Ultraschallenergie (161) im Wesentlichen zeitgleich
mit der zweiten bekannten vorbestimmten Struktur
von Ultraschallenergie (16) auszustrahlen.

5. Behandlungssystem nach einem der vorangehen-
den Ansprüche, ferner umfassend eine erste Licht-
quelle, die konfiguriert ist, Licht im Bereich von
400-450 nm in die Region of Interest (12) auszu-
strahlen.

6. Behandlungssystem nach einem der vorangehen-
den Ansprüche, ferner umfassend eine zweite Licht-
quelle, die konfiguriert ist, Licht im Infrarotbereich in
die Region of Interest (12) auszustrahlen.

7. Behandlungssystem nach einem der vorangehen-
den Ansprüche, ferner umfassend eine Anzeige
(30), welche in Kommunikation mit dem Steuersys-
tem (28) ist.

8. Behandlungssystem nach einem der vorangehen-
den Ansprüche, wobei das System (10) von einem
Gehäuse des Handgeräteformats eingeschlossen
ist.

9. Behandlungssystem nach einem der vorangehen-
den Ansprüche, ferner umfassend eine entfernbare
Spitze, die am Wandler befestigt ist.

10. Behandlungssystem nach einem der vorangehen-
den Ansprüche, ferner umfassend eine Quelle, die
konfiguriert ist, einen Energiestrahl in die Region of

Interest (12), umfassend die Hautoberfläche und das
subkutane Gewebe, auszustrahlen, wobei der En-
ergiestrahl eines ist von:

a) monopolarem oder bipolarem Funkfrequenz-
Strom,
b) photonenbasierter Energie und
c) mechanische Energie.

11. Behandlungssystem nach Anspruch 1, wobei beide
der ersten bekannten vorbestimmten Struktur von
Ultraschallenergie (161) und der zweiten bekannten
vorbestimmten Struktur von Ultraschallenergie (16)
konfiguriert sind, zumindest einen Abschnitt der Re-
gion of interest (12) abzutragen.

12. Behandlungssystem nach Anspruch 1, wobei beide
der ersten bekannten vorbestimmten Struktur von
Ultraschallenergie (161) und der zweiten bekannten
vorbestimmten Struktur von Ultraschallenergie (16)
konfiguriert sind, eine Temperatur in zumindest ei-
nem Abschnitt der Region of Interest (12) zu erhö-
hen, ohne eine Ablation zu verursachen, und/oder
einen mechanischen Effekt in zumindest einem Ab-
schnitt der Region of Interest zu erzeugen, ohne eine
Ablation zu verursachen.

13. Behandlungssystem nach Anspruch 1, wobei eine
der ersten bekannten vorbestimmten Struktur von
Ultraschallenergie (161) und der zweiten bekannten
vorbestimmten Struktur von Ultraschallenergie (16)
konfiguriert ist, eine Temperatur anzuheben, um ei-
ne Ablation im Gewebe der Hautoberfläche zu ver-
ursachen, und die andere der ersten bekannten vor-
bestimmten Struktur von Ultraschallenergie (161)
und der zweiten bekannten vorbestimmten Struktur
von Ultraschallenergie (16) konfiguriert ist, eine
Temperatur zu erhöhen und/oder einen mechani-
schen Effekt zu erzeugen, ohne eine Ablation im
subkutanen Gewebe zu verursachen.

14. Behandlungssystem nach Anspruch 1, wobei eine
der ersten bekannten vorbestimmten Struktur von
Ultraschallenergie (161) und der zweiten bekannten
vorbestimmten Struktur von Ultraschallenergie (16)
konfiguriert ist, eine thermische Dosis größer als ei-
ne äquivalente Dosis zum Halten einer Temperatur
in einem Abschnitt von Gewebe in der Hautoberflä-
che bei 43°C für 120 Minuten bereitzustellen, und
die andere der ersten bekannten vorbestimmten
Struktur von Ultraschallenergie (161) und der zwei-
ten bekannten vorbestimmten Struktur von Ultra-
schallenergie (16) konfiguriert ist, eine thermische
Dosis kleiner als eine äquivalente thermische Dosis
zum Halten einer Temperatur in einem Abschnitt des
subkutanen Gewebes bei 43°C für 120 Minuten be-
reitzustellen.
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15. Behandlungssystem nach einem der vorangehen-
den Ansprüche, wobei das Behandlungssystem fer-
ner ein Speicherelement (108) aufweist, in dem eine
Kalibrierung und Nutzungsdaten gespeichert sind.

Revendications

1. Un système de traitement pour un corps humain, le
système de traitement étant configuré pour produire
des objectifs de traitement définis par l’utilisateur sur
et sous la peau, le système de traitement
comprenant :

un système de commande (28) configuré pour
commander le système de traitement (10), le
système de commande comprenant un logiciel
système (92) configuré pour recevoir les objec-
tifs de traitement définis par l’utilisateur, afin de
déterminer un profil énergétique combiné né-
cessaire pour atteindre les objectifs de traite-
ment définis par l’utilisateur et pour déterminer
une quantité d’énergie émise et / ou une énergie
de temps est émise par deux ou plus éléments
de transduction configurés pour émettre deux
ou plus schémas prédéterminés connus (16,
161) d’énergie ultrasonore qui est nécessaire
pour accomplir le profil énergétique combiné ;
une sonde (26) comprenant un transducteur, le
transducteur comprenant les deux ou plus élé-
ments de transduction tournés vers une zone
d’intérêt (12) et configurés pour émettre les deux
ou plus schémas prédéterminés connus (16,
161) d’énergie ultrasonore, les deux ou plus élé-
ments de transduction comprenant un premier
élément de transduction tourné vers la zone d’in-
térêt (12) et configuré pour émettre un premier
schéma prédéterminé connu (161) d’énergie ul-
trasonore des deux ou plus schémas prédéter-
minés connus (16, 161) d’énergie ultrasonore
dans au moins une surface de peau située dans
la zone d’intérêt (12) et un deuxième élément
de transduction tourné vers la zone d’intérêt (12)
et configuré pour émettre un deuxième schéma
prédéterminé connu (16) d’énergie ultrasonore
parmi les deux ou plus schémas prédéterminés
connus (16, 161) d’énergie ultrasonore sous la
surface sous-cutanée dans la zone d’intérêt
(12),
le système de commande (28) et le logiciel sys-
tème (92) étant configurés pour amener les deux
ou plus éléments de transduction à délivrer les
deux ou plus schémas prédéterminés connus
(16, 161) d’énergie ultrasonore, en utilisant la
quantité d’énergie et / ou l’énergie de temps émi-
ses, produisant ainsi le profil énergétique com-
biné et atteignant les objectifs de traitement dé-
finis par l’utilisateur,

le premier schéma prédéterminé connu (161)
d’énergie ultrasonore étant distinct du deuxième
schéma prédéterminé connu (16) d’énergie ul-
trasonore.

2. Le système de traitement selon la revendication 1,
dans lequel le premier élément de transduction émet
le premier schéma prédéterminé connu (161) d’éner-
gie ultrasonore à une fréquence située dans une
gamme allant de 0,15 à 10 MHz et le deuxième élé-
ment de transduction émet le deuxième schéma pré-
déterminé connu (16) d’énergie ultrasonore à une
fréquence située dans une gamme allant de 2 à 20
MHz.

3. Le système de traitement selon l’une quelconque
des revendications précédentes, dans lequel le pre-
mier schéma prédéterminé (161) d’énergie ultraso-
nore a une forme géométrique différente du deuxiè-
me schéma prédéterminé connu (16) d’énergie ul-
trasonore.

4. Le système de traitement selon la revendication 1,
dans lequel le système de commande (28) et le
transducteur sont configurés pour émettre le premier
schéma prédéterminé connu (161) d’énergie ultra-
sonore essentiellement simultanément avec le
deuxième schéma prédéterminé connu (16) d’éner-
gie ultrasonore.

5. Le système de traitement selon l’une quelconque
des revendications précédentes, comprenant en
outre une première source de lumière configurée
pour émettre de la lumière dans la gamme allant de
400 à 450 nm dans la zone d’intérêt (12).

6. Le système de traitement selon l’une quelconque
des revendications précédentes, comprenant en
outre une deuxième source de lumière configurée
pour émettre de la lumière dans la gamme infrarouge
dans la zone d’intérêt (12).

7. Le système de traitement selon l’une quelconque
des revendications précédentes, comprenant en
outre un afficheur (30) en communication avec le
système de commande (28).

8. Le système de traitement selon l’une quelconque
des revendications précédentes, dans lequel le sys-
tème (10) est contenu dans un format de poche.

9. Le système de traitement selon l’une quelconque
des revendications précédentes, comprenant en
outre une pointe jetable fixée au transducteur.

10. Le système de traitement selon l’une quelconque
des revendications précédentes, comprenant en
outre une source configurée pour émettre un fais-
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ceau d’énergie dans la zone d’intérêt (12) compre-
nant la surface cutanée et le tissu sous-cutané, le
faisceau d’énergie étant l’un parmi :

a) un courant radiofréquence monopolaire ou
bipolaire,
b) de l’énergie à base de photons, et
c) de l’énergie mécanique.

11. Le système de traitement selon la revendication 1,
dans lequel à la fois le premier schéma prédéterminé
connu (161) d’énergie ultrasonore et le deuxième
schéma prédéterminé connu (16) d’énergie ultraso-
nore sont configurés pour réaliser une ablation d’au
moins une partie de la zone d’intérêt (12).

12. Le système de traitement selon la revendication 1,
dans lequel à la fois le premier schéma prédéterminé
connu (161) d’énergie ultrasonore et le deuxième
schéma prédéterminé connu (16) d’énergie ultraso-
nore sont configurés pour élever une température
dans au moins une partie de la zone d’intérêt (12)
sans provoquer d’ablation et/ou pour générer un ef-
fet mécanique dans au moins une partie de la zone
d’intérêt sans provoquer d’ablation.

13. Le système de traitement selon la revendication 1,
dans lequel un parmi le premier schéma prédéter-
miné connu (161) d’énergie ultrasonore et le deuxiè-
me schéma prédéterminé connu (16) d’énergie ul-
trasonore est configuré pour élever une température
provoquant une ablation dans le tissu dans le la sur-
face cutanée, et l’autre parmi le premier schéma pré-
déterminé connu (161) d’énergie ultrasonore et le
deuxième schéma prédéterminé connu (16) d’éner-
gie ultrasonore est configuré pour élever une tem-
pérature et / ou générer un effet mécanique sans
provoquer d’ablation dans le tissu sous-cutané.

14. Le système de traitement selon la revendication 1,
dans lequel l’un parmi le premier schéma prédéter-
miné connu (161) d’énergie ultrasonore et le deuxiè-
me schéma prédéterminé connu (16) d’énergie ul-
trasonore est configuré pour fournir une dose ther-
mique supérieure à une dose d’énergie thermique
équivalente de maintien d’une température dans une
partie du tissu dans la surface cutanée à 43°C pen-
dant 120 minutes, et l’autre parmi le premier schéma
prédéterminé connu (161) d’énergie ultrasonore et
le deuxième schéma prédéterminé connu (16)
d’énergie ultrasonore est configuré pour fournir une
dose thermique inférieure à une dose thermique
équivalente de maintien d’une température dans une
partie du tissu sous-cutané à 43°C pendant 120 mi-
nutes.

15. Le système de traitement selon l’une quelconque
des revendications précédentes, le système de trai-

tement comprenant en outre un élément de stockage
(108) ayant, stockées sur lui, des données d’étalon-
nage et d’utilisation.
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