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FIG. 1

from the head. The minimum length of the shaft (5) is 30mm. The surface
area of the head (3) is equal to the surface area of aportion of the shaft (5).
The portion of the shaft (5) is defined from a portion adjacent to the head
(3) and 1.5 cmto 4.0 cm from the head (3).
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HEMORRHOID TREATMENT DEVICE

FIELD OF THE INVENTION

[0001] The present invention relates to a hemorrhoid treatment device. More particularly, the
present invention relates to devices for massaging internal and external hemorrhoids by self
movement of the device. The present invention also relates to devices, defined by size and
proportiona relationships, that are held within the anal canal without assistance and are driven by
the peristaltic activity of the surface of the anal canal.

BACKGROUND OF THE INVENTION

[0002] Prior art technology in the field of hemorrhoid treatment relies upon application of adevice
inserted into the anal canal. Several devices areretained within the anal canal by manual application,
such that the user inserts and removes the device by hand. The frequency and depth of medicine
applied to the anal canal is controlled by the hand of the user. Other devices are retained within the
anal canal without additional assistance. The principle of the function of those devices areto stride
the anal canal. The devices are mechanically positioned across the muscle of the anal canal, having
ends to physically lock the device in place. The relative sizes and proportions of the surface area of
portions of the prior art devices arenot discussed. The prior art devices teach against any inventive
aspect of these features because they are not relevant with mechanical locking across the anal canal.
The prior art devices stay within the anal canal without consideration of the anal canal itself.
[0003] For example, in U.S. Patent No. 3,777,755, issued to Groves on December 11, 1973, the
device isformed by nut-and-bolt-like construction, having two huge bulbs connected by athin shaft.
The device discloses arange of bulb sizes and shaft diameters. The bulbs stride the anal canal to
prevent any motion of the device through the anal canal, such that there isno consideration given
to maintaining abulb within the anal canal. The proportional sizes vary between embodiments of
the bulbs and shaft shown. No particular weight is given to any embodiment as long as the larger
locking end bulbs of the device lock across the anal canal.

[0004] U.S. Design Patent No. D428,488, issued to Bloch on July 18, 2000, shows afirst ball and
second ball connected by ashaft. The device has a shaft with adiameter proportionally largeto the
length. Furthermore, the diameter of the shaft is not much smaller than the diameter of either ball.

There isno disclosure of other proportions or diameters of either the shaft or balls.
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[0005] Theprior art has several drawbacks. In particular, the nut-and-bolt-like construction cannot
maintain the device in the anal canal without manual intervention. Theuser must mechanically place
the device in the anal canal and remove the device from the anal canal for each application of
medicine. Any massaging action to the internal hemorrhoids can only be achieved by manually
controlling the device in and out of the anal canal. Also, an end of the device remains outside of the
anal canal. At least one of the locking bulbs protrude from the anus, which prevents discrete use of
the device.

[0006] The prior art discloses arange of ball diameters, shaft diameters and shaft lengths through
illustrations and without numerical ranges. The physical dimensions can vary along any length or
diameter, according to the comfort of the individual, aslong as the two ends are locked across the
anal canal. The anal canal is an active part of anatomy. The anal canal has gripping ability to grasp
and hold objectstherein by lateral rectal pressure and an involuntary evacuative feature by peristaltic
activity. The elimination of human waste isprovided by the evacuative functions, and the gripping
ability provides for bowel control. The ana canal cannot expel the prior art device through
evacuative functions, and the anal canal cannot grip or close with an end ball protruding therefrom.
The prior art devices avoid interaction with the anal canal because the devices are mechanically
locked across the anal canal.

[0007] The unigueness of the size and proportion relationships between the head and shaft portions
of the device are not disclosed by the prior art. The pictorial disclosures are not drawn to a specific
size or dimension, and the written text fails to acknowledge the problems of devices retained in the
anal canal without manual assistance. There isnorecognition of the need for hemorrhoid treatment
devices with the particular physical structures as now claimed.

[0008] It isan object of the present invention to provide ahemorrhoid treatment device interactive
with the anal canal.

[0009] Itisan object of the present invention to provide ahemorrhoid treatment device maintained
in the anal canal by peristaltic activity and lateral rectal pressure only.

[0010] It is another object of the present invention to provide a hemorrhoid treatment device for
massaging internal and external hemorrhoids.

[0011] It is another object of the present invention to provide a hemorrhoid treatment device for
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adjustable placement within the anal cana without manual adjustments.
[0012] Itisfurther object of the present invention to provide ahemorrhoid treatment device that is
easy to use, easy to manufacture and relatively inexpensive.
[0013] These and other objects and advantages of the present invention will become apparent from
areading of the attached specification and appended claims.

BRIEF SUMMARY OF THE INVENTION
[0014] A hemorrhoid treatment device consisting of a head having a spherical shape, and a shaft

connected to the head. The shaft has agenerally cylindrical surface extending from the head. The
diameter of the shaft is smaller than the diameter of the head. The head and shaft have physical
dimensions to achieve the unexpected result of maintaining the device in the anal canal through
interaction with the anal canal. For example, the diameter of the head ranges between 6mm and
14mm. Also, the maximum diameter of the shaft is 20% of the length within the anal canal, the shaft
having aminimum length of 30mm. The surface area of the head is equal to the surface area of the
shaft adjacent to the head at 1.5cmto 4.0cm from the head. The device has only asingle head at one
end of the shaft.
BRIEF DESCRIPTION OF THE SEVERAL VIEWS OF THE DRAWINGS

[0015] FIGURE 1is a side elevational view of the hemorrhoid treatment device of the present

invention.
[0016] FIGURE 2 isaschematic view, illustrating the hemorrhoid treatment device of the present
invention as located at afirst position in the anal canal.
[0017] FIGURE 3 is another schematic view, illustrating the hemorrhoid treatment device of the
present invention as located at a second position in the anal canal.

DETAILED DESCRIPTION OF THE INVENTION

[0018] Figure 1shows the hemorrhoid treatment device 10 of the present invention. The device 10
interacts with the anal canal through rectal lateral pressure and peristaltic movement of the anal
canal.

[0019] Thedevice 10 hasahead 3, with ashaft 5 connected to the head 3. The head 3 has agenerally
spherical shape. The shaft 5isgenerally cylindrical. The head 3 and shaft 5 have physical dimensions

to achieve the unexpected result of maintaining the device 10 in the anal canal through interaction

3.
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with the anal canal. The diameter of the head 3 ranges between 6mm and 14mm. Also, the
maximum diameter of the shaft is 20% of the length within the anal canal, the shaft having a
minimum length of 30mm. The surface area of the head is equal to the surface area of the shaft
adjacent to the head at 1.5cm to 4.0cm from the head. The device has only asingle head at one end
of the shaft. The preferred material of the device isarigid or asemi-rigid material. The semi-rigid
materials can be of asoluble material.

[0020] Asshown in Figures 2 and 3, the working principle of the device 10 inside the anal canal is
demonstrated. Themain components of the anal canal aretheinternal hemorrhoid area 80, the pecten
81 and the subcutaneous external sphincter 83. The pecten 81is characterized by anarrow passage
wall having atwo-way valve function. The subcutaneous external sphincter 83 contains the external
hemorrhoid. Above the internal hemorrhoid area 80 is the ampulla of the rectum 85. Anatomically,
the range of sizes of the main components are: 12 to 18 mm for the internal hemorrhoid area; 12 to
18 mm for the pecten; and 5 to 10mm for external sphincter.

[0021] Figure 2 shows the device 10 in use. Asinserted into the anal canal, the head 3 reaches the
upper portion of the pecten 81. The pecten 81 has atwo-way valve function. Lateral rectal pressure
exerted by the pecten 81 forcesthe head 3 upward to the internal hemorrhoid area 80 until the head
3reaches the ampulla of therectum 85. A sthe head 3 moves upward, the shaft 5makes more contact
with the pecten 81 in Figure 3. Peristaltic movement inside the pecten 81 pulls downward on the
shaft 5 as the evacuative function, balancing the upward pressure. The device 10 ismaintained in
the anal canal for application of medicine on the shaft. The two-way valve function of the pecten
81 interacts with the device 10 having sufficient surface area on the head 3 for the lateral rectal
pressure and sufficient surface area on the shaft for peristaltic evacuative functions. The user may
control the massaging by engaging and releasing lateral rectal pressure so that the device 10 moves
up and down in the anal canal.

[0022] Thepresent invention provides ahemorrhoidtreatment device interactive with the anal canal.
Unlike the prior art, the device 10 treats hemorrhoids without manual control and locked placement
astride the anal canal. Additionally, only the peristaltic activity and lateral rectal pressure of the anal
canal controls the placement and movement of the device 10. The device 10 can massage internal

and external hemorrhoids.
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[0023] These inherent physical dimensions of the head 3 and shaft 5 can be affected to cause the
unexpected results of maintaining the device 10 in the anal canal with only peristaltic activity and
lateral rectal pressure. Therange of the maximum diameter of the shaft is20% of the length within
the anal canal for the shaft, with aminimum shaft length of 30mm, isinventive beyond the prior art.
The diameter of the shaft must be in aproportional relationship to the length within the anal canal
in order to insure that the lateral rectal pressure can be applied. If the diameter isto proportionally
large, then the pecten cannot grip, and there will be no upward movement. A hemorrhoid treatment
device without this proportion will be involuntarily evacuated from the anal canal by peristaltic
movement. This diameter proportion range is shown by some illustrations in the prior art, in
particular the Groves Patent, but there is no suggestion or even indication that such arange is
significant. The unexpected result of losing lateral rectal pressure was not possessed or disclosed
by the prior art. Thereisnoindication of any special diameter range within the prior art disclosure.
Furthermore, the prior art mechanically locked across the anal canal, such that the affect upon lateral
rectal pressure was not even aconsideration of the prior art. The present invention now claims such
alimitation.

[0024] Similarly, the range limitation is that the surface area of the head 3 must be equal to the
surface area of the shaft 5 adjacent to the head at 1.5cm to 4.0cm from the head. The device 10 has
asingle head 3 without a second ball or bulb at the other end. Thus, the shaft 5 interaction with the
ana canal must be sufficient for the peristaltic evacuative function to balance the lateral rectal
pressure on the head 3. The shaft 5 inherently has a diameter, and the prior art shows awide range
of diameters. In the present invention, the limitation is that the portion of the shaft 5 directly
adjacent to the head 3 must have a surface area equal to the surface area of the head 3, wherein the
portion is defined by 1.5 cm to 4.0 cm from the head 3. This surface area insures that the lateral
rectal pressure and the peristaltic movement isbalanced. Outside of thisrange, the device would be
pushed into the rectum or expelled through the sphincter. This range is not made obvious by the
prior art disclosure of various shapes and sizes.

[0025] In one embodiment, the maximum diameter of the head 3 is 12mm. As such, the shaft 5
cannot just be any size shaft with any size diameter and any size length, as taught by the prior art.

For the present invention, the shaft 5 must provide individually sufficient surface areafor acapacity

-5-
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to balance forces within the anal canal. In particular, with a maximum diameter of the head at
12mm, a shaft of an 8mm diameter must be around 1.75cm in length. The lateral rectal pressure on
the head 3 isbalanced by the peristaltic pressure on the 1.75cm length of shaft adjacent to the head
so that the device is not expelled through the anal canal or squeezed further into the rectum. The
particular interaction between the shaft diameter and shaft length on the anal canal response is an
inventive aspect of thepresent invention. Other combinations may work, but those are not the subject
matter of the present invention as now claimed.

[0026] Theserange limitations of inherent physical features of elements of the present invention are
not anticipated nor made obvious by the prior art. The particular size and proportion relationships
arenot disclosed by the figureillustrations of prior art. There isno understanding or possession of
the inventive concepts of the present hemorrhoid treatment device in the prior art. The possible
disclosure of non-scaled illustrations does not make the present invention obvious. There are
unexpected results of the limitations in the claims of the present invention.

[0027] Additionally, the present invention provides for adjustable placement within the anal canal
without manual adjustments. Asshown in Figures 2 and 3, the head 3 can be placed in the internal
hemorrhoid area 81 or in the pecten 80, deeper in the anal canal. The head 3 can bemoved and set
without adjustments to the device 10. Unlike the prior art with locking bulb ends, the present
invention can beused to apply medicine and maintain contact along the anal canal, instead of being
fixed in location. Voluntary muscle contractions can move the device 10 move along the anal canal
until the body adjusts to an equilibrium of lateral rectal pressure and peristaltic movement at the set
location in the anal canal. The structures of the prior art cannot achieve this relationship with the
anal canal.

[0028] The foregoing disclosure and description of the invention is illustrative and explanatory
thereof. Various changes in the details of the illustrated construction can be made within the scope
of the appended claimswithout departing from the true spirit of the invention. The present invention

should only be limited by the following claims and their legal equivalents.
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CLAIMS

| claim:

1. A hemorrhoid treatment device maintained within an anal canal and interactive with said
anal canal, the device comprising:

aunitary body consisting of ahead and ashaft, said head being connected to one end

of said shaft and having a generally spherical shape, said shaft having agenerally cylindrical shape,
said shaft having adiameter lessthan 20% of the length of said shaft, said head having asurface area
equal to asurface areaof aportion of said shaft immediately adjacent said head and between 1.5 cm
to 4.0 cm from said head.

2. The device of Claim 1, wherein said head had a maximum diameter between 6mm and
14mm inclusive.

3. The device of Claim 2, said shaft having a constant diameter.

4. The device of Claim 1, said unitary body being formed of apolymeric material.

5. The device of Claim 1, said shaft having aminimum length of 3cm.

6. The device of Claim 1, wherein said head had amaximum diameter of 12mm.
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