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ing, without limitation, into a patient, intravenous line port
or heparin lock. A fluid flow rate control apparatus has a
housing defining an inner chamber with an inlet port and an
outlet port. Sealing seats are formed at or near both the inlet
and outlet ports, and a moveable sealing element, such as a
ball, can move within the inner chamber between the sealing
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1
METHOD AND APPARATUS FOR
CONTROLLING THE FLOW RATE OF
FLUID DISCHARGE

BACKGROUND OF THE PRESENT
INVENTION

1. Field of the Invention

The present invention pertains to a method and apparatus
for controlling a dispensing rate of fluid (such as, for
example, liquid medication) via a syringe, including, with-
out limitation, into an intravenous (IV) line port. More
particularly, the present invention pertains to a method and
apparatus for regulating the rate of infusion of certain drugs
and medications into a patient intravenous line port or
heparin lock.

2. Brief Description of the Prior Art

It is frequently beneficial in many different industries and
applications to control or regulate fluid flow rate in order to
achieve desired system results. One such application is the
medical treatment of patients. Although specific situations
can vary, one particular medical application where fluid flow
rate must be carefully regulated is the administering of drugs
and other liquid medicaments to patients.

During emergency events and, in particular, when critical
care medications are being administered, injury or death
may occur to a patient if medications are administered at a
rate higher than prescribed. Conventional devices to regulate
dispensing rates exist in various modalities; however, such
conventional devices are typically large, expensive, and
difficult and time consuming to program. Such conventional
devices frequently do not function properly, and are gener-
ally not designed to operate in the fast-paced environment of
emergency rooms and other healthcare facilities.

Check valves are one type of fluid flow control device
commonly used in the medical industry. Generally, a con-
ventional check valve is a device that allows fluid flow in
one direction but prevents fluid flow in an opposite direction.
Such conventional check valves are pressure-driven devices
that are not able to effectively regulate fluid flow rate.
Although many different types of check valves exist, one
common version comprises a ball that is biased (typically by
a force generated by a spring) against a seat disposed on a
fluid port. Said force biases the ball against said seat, thereby
sealing said fluid port and preventing fluid from flowing
through said port. In order for fluid to flow through said port,
a sufficient force (typically fluid pressure) must act on the
ball and overcome the spring force, thereby “pushing” the
ball off of the seat and allowing fluid to flow through the port
(and around the unseated ball).

The fluid pressure required to initially dislodge said ball
from said seat is often referred to as the “cracking pressure”
of the valve. Because fluid flow through such a check valve
is governed by Poiseuille’s Law and Bernoulli’s equation, a
direct correlation exists between fluid pressure and fluid
flow rate—thus, as long as fluid pressure is equal to or
greater than the cracking pressure of a check valve, fluid
flow though said valve is essentially unrestricted by said
valve. As a result, a ball-and-seat type check valve cannot
dependably regulate or control fluid flow rate. If, for
example, a ball-and-seat check valve would be attached to
the output of a syringe with the intention of regulating flow
rate of effluent fluid from said syringe, the effluent fluid flow
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rate would simply increase in direct proportion to the
increase in said fluid pressure as the syringe plunger is
pressed with more force.

Another type of check valve is a diaphragm check valve.
Such diaphragm check valves are generally constructed
from an elastomeric membrane having a slit or aperture to
permit fluid flow in one or both directions. As with other
check valves, a “cracking pressure” must be achieved before
fluid flow can commence across the membrane. However,
like other types of check valves, fluid flow rate across the
diaphragm is governed by Bernoulli’s equation. Thus, as
with other check valves, fluid flow is proportional to fluid
pressure. Accordingly, such diaphragm check valves are not
well suited to control or regulate fluid flow, such as fluid
effluent discharged from the outlet of a syringe.

Orifice plates, also known as orifice valves or restriction
plates, are also used to control fluid flow. However, for an
orifice plate to predictably regulate or control fluid flow and
yield a desired output flow rate, the fluid viscosity and fluid
pressure must be known and constant, with the orifice sized
accordingly. Depending on the length of the orifice valve, a
change in fluid pressure can affect the output flow rate of the
device. For example, an orifice valve may be used to
regulate fluid flow when used in conjunction with output
effluent from an intravenous (“IV”) bag positioned at an
elevated height above the orifice valve. Because head pres-
sure generated by fluid in the IV bag is generally very close
to constant, the orifice valve can be used to reliably regulate
fluid flow. However, when attached to the fluid discharge
outlet of a syringe (which will typically generate varying
output fluid pressure due to change in force applied to the
syringe plunger), an orifice valve generally cannot depend-
ably regulate the fluid output from a syringe and into a
patient.

One method commonly used to regulate infusion rates in
medical and laboratory applications is by use of specialized
infusion equipment known as a syringe pump, infusion
pump, or syringe driver. Such devices are generally powered
(typically electrically powered) devices that are designed to
receive a pre-loaded syringe. The devices administer flu-
ids—such as drugs or medicaments—from said pre-loaded
syringe at a predetermined, programmable flow rate set by
an operator, such as a doctor, nurse or other health care
provider. Unfortunately, use of such devices is generally
time consuming and requires specialized training. For
example, in most hospital settings, a doctor must first
request or requisition such an infusion device from the
hospital equipment control room. Once an infusion device is
received in an operating room, a clinician must correctly
install one or more pre-loaded syringes into the infusion
device. The effluent output flow rate must be programmed
into the infusion device by a skilled clinician trained in the
use of the device.

Such infusion devices are not well-suited for use in
emergency rooms or critical care facilities. The quick pace
and frequently unpredictable nature of such environments
necessitates quick access to, and reliable control of, infusion
of desired medications to patients. The time required to
obtain such an infusion device, fit the device with at least
one pre-loaded syringe, and correctly program the infusion
device all negatively impact the quality of care delivered to
a patient in an emergency. Further, empirical data shows that
errors occur frequently when improper flow rates are pro-
grammed into such infusion devices.

Because a simple-to-use, portable, inexpensive, and read-
ily accessible device for predictably regulating the flow rate
of critical care medication dispensed to a patient is currently
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not available, clinicians typically administer such medica-
tion while watching a clock or wristwatch to estimate flow
rate of effluent discharged from a syringe. This method is
subject to inaccuracy and requires a doctor or healthcare
professional to direct his or her attention away from a patient
in order to monitor the flow from the syringe and simulta-
neously the time passing on a wristwatch or clock. More-
over, vital signs of the patient must be monitored while
administering the medication to prevent detrimental effects
and to monitor beneficial results. This process of attempting
to simultaneously monitor patient vital signs, a watch or
clock, and the flow rate from a syringe creates a high
probability for errors in flow rate estimation and missing of
signs or symptoms exhibited by a patient. Studies have
shown that such errors, which can frequently prove to be
deadly, predominantly result from administering medication
to a patient at a flowrate that is higher than desired.

Some medications can be given as a “bolus”—that is,
such medicines can be injected into a patient’s vein without
regard to fluid flow rate. Conversely, there are other critical
care medications that must be administered as a dose over
unit time; many of these drugs are administered over a
predetermined time period (typically three to five minutes).

Given these differing times of administrations between
critical care medications, there exists a time of administra-
tion gap in critical care medicine in the administering of
critical care medications. This gap relates to the period of
time (usually 3-5 minutes), which is the time of adminis-
tration gap between administering mediations as a bolus and
giving the drugs over a longer prescribed period of time that
would be more conducive to a syringe or infusion pump.

Thus, there is a need for a reliable, effective, inexpensive
and user-friendly means for controlled fluid flow rate regu-
lation, particularly (but not exclusively) during this time of
administration gap. A clinician should be able to beneficially
avoid delay and safely administer medicine at a desired flow
rate, while simultaneously monitoring a patient receiving
such medicine.

SUMMARY OF THE PRESENT INVENTION

The present invention comprises a method and apparatus
for controlling the dispensing flow rate of medication or
other fluids from devices including, but not limited to,
pumps, syringes, and intravenous lines. The method and
apparatus of the present invention provide a modality to
regulate the infusion rate or flow rate that is not dependent
on a specific administration technique. By way of illustra-
tion, but not limitation, hospital emergency and trauma
personnel, and paramedics can beneficially utilize the
method and apparatus of the present invention in an emer-
gency room or similar setting. However, the method and
apparatus of the present invention can also be employed
anywhere that a fluid flow rate must be controlled or in
applications that use flow rate to regulate a related function
of another device.

Certain medical situations occur in remote or undevel-
oped locations where access to electricity and/or infrastruc-
ture is not present (such as, for example, on a battlefield or
during pre-hospital EMS care). The present invention—
which is small, disposable, lightweight and portable—can
work without electricity or other external power source, and
is highly desirable and effective. Further, the apparatus of
the present invention can quickly and simply attach to
existing, standard equipment such as conventional syringes,
IV hoses and manifolds without modification or specialized
equipment.

30

40

45

4

The present invention regulates fluid flow rate by placing
a configurable restriction into a fluid flow stream. Such
restriction can be, without limitation, in the form of a ball
and seat, a flapper valve, or a diaphragm. Although the flow
regulating section of the device can be made of various
materials and in various configurations, preferred configu-
rations are described herein.

In a preferred embodiment, a fluid flow rate control
apparatus of the present invention comprises a housing
defining an inner chamber, typically in the form of a through
bore, having an inlet port and an outlet port, with a sealing
seat on each of said inlet and outlet ports. A moveable
sealing element such as a ball, is free to move within said
inner chamber between said seats. Said seat on said inlet port
faces toward said ball and in the direction of fluid flow, while
said seat on the outlet port of the chamber also faces said ball
and generally in the opposite direction as said fluid flow.
Force (such as from a bias spring or gravity) acts on said
ball, biasing said ball toward said seat disposed at said inlet
port.

Fluid is introduced through said inlet port into said inner
chamber. Said fluid passes through said inlet port, through
said inner chamber and out of said outlet port. Fluid flow rate
passing through said inner chamber is regulated or con-
trolled; as discussed in more detail herein, said fluid flow
rate never exceeds a predetermined maximum flow rate
regardless of fluid pressure entering said inner chamber.

BRIEF DESCRIPTION OF THE DRAWINGS

The foregoing summary, as well as any detailed descrip-
tion of the preferred embodiments, is better understood
when read in conjunction with the drawings and figures
contained herein. For the purpose of illustrating the inven-
tion, the drawings and figures show certain preferred
embodiments. It is understood, however, that the invention
is not limited to the specific methods and devices disclosed
in such drawings or figures.

FIG. 1 depicts a schematic diagram of a flow fuse circuit
of a fluid flow rate control apparatus of the present inven-
tion.

FIG. 2 depicts a side sectional view of a fluid flow rate
control apparatus of the present invention with a ball against
an inlet port seat.

FIG. 3 depicts a side sectional view of a fluid flow rate
control apparatus of the present invention with a ball
removed from an inlet port seat.

FIG. 4 depicts a side sectional view of a fluid flow rate
control apparatus of the present invention with a ball posi-
tioned on an outlet port seat.

FIG. 5 depicts a detailed sectional view of a portion of the
outlet port seat depicted in FIG. 4.

FIG. 6 depicts a sectional perspective view of a fluid flow
rate control apparatus of the present invention.

FIG. 7 depicts a perspective view of a fluid flow rate
control apparatus of the present invention.

FIG. 8 depicts a perspective view of a fluid flow rate
control apparatus of the present invention operationally
installed within a Luer lock adapter.

FIG. 9 depicts a side sectional view of a fluid flow rate
control apparatus of the present invention installed within a
Luer lock adapter (such as may be used, for example, with
an IV tube).

FIG. 10 depicts a detailed view of a portion of a fluid flow
rate control apparatus of the present invention depicted in
FIG. 9.
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FIG. 11 depicts a side, partially exploded view of a
conventional syringe, a male by female Luer adapter includ-
ing a fluid flow rate control apparatus of the present inven-
tion, and a conventional IV tube.

FIG. 12 depicts a side sectional view of a conventional
syringe, an IV tube adapter (end connector) of the present
invention including a fluid flow rate control apparatus of the
present invention, and a conventional IV tube.

FIG. 13 depicts a side sectional view of a fluid flow rate
control apparatus of the present invention installed within an
IV tube adapter (end connector) of the present invention
operationally attached to a conventional IV or manifold
tube.

FIG. 14 depicts a perspective view of a fluid flow rate
control apparatus of the present invention installed within an
IV tube adapter (end connector) of the present invention
operationally attached to a conventional IV or manifold tube
and a conventional syringe.

FIG. 15 depicts a side sectional view of a first alternative
embodiment fluid flow rate control apparatus of the present
invention in a syringe also equipped with a check valve
assembly.

FIG. 16 depicts a detailed sectional view of a portion of
the first alternative embodiment depicted in FIG. 15.

FIG. 17 depicts a side sectional view of a second alter-
native embodiment fluid flow rate control apparatus of the
present invention in a syringe also equipped with a check
valve assembly.

FIG. 18 depicts a detailed sectional view of a portion of
the second alternative embodiment depicted in FIG. 17.

FIG. 19 depicts a side sectional view of a third alternative
embodiment fluid flow rate control apparatus of the present
invention in a syringe.

FIG. 20 depicts a detailed sectional view of a portion of
the third alternative embodiment depicted in FIG. 19.

DETAILED DESCRIPTION OF A PREFERRED
EMBODIMENT

In a preferred embodiment, the present invention com-
prises a relatively small, compact disposable, lightweight
and portable fluid flow rate control apparatus capable of
functioning without electricity or other external power
source. The apparatus of the present invention can quickly
and simply attach to existing equipment (including, without
limitation, medical dispensing equipment) such as conven-
tional syringes, IV hoses and manifolds without modifica-
tion or specialized tools or training. Further, said fluid flow
control apparatus can restrict or control fluid flow to desired
and substantially constant flow rates; by way of illustration,
but not limitation, the fluid flow control apparatus of the
present invention can provide a predetermined and substan-
tially constant maximum effluent or output flow rate from a
conventional syringe or other medical dispensing device.
For example, said output flow rate can be regulated at the
equivalent of 1 ml, 2 ml, 5 ml or 10 ml per minute, or
practically any other desired or predetermined output flow
rate.

Generally, the fluid flow rate control apparatus of the
present invention comprises a housing defining an inner
chamber or internal bore having an inlet port and an outlet
port. A sealing seat is disposed on each of said inlet and
outlet ports; each of said seats faces inward toward said
inner chamber/internal bore. A moveable sealing element
such as a ball is disposed within said inner chamber or
internal bore and is free to move within said inner chamber
between said seats. Force (such as from a bias spring or
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gravity) acts on said ball, biasing said ball toward said inlet
port seat. Fluid is introduced through said inlet port into said
inner chamber. Said fluid passes through said inlet port,
through said inner chamber/bore and out of said outlet port.
Fluid flow rate passing through said inner chamber is
regulated and/or controlled; said fluid flow rate never
exceeds a predetermined maximum flow rate regardless of
fluid pressure of said fluid entering said inner chamber.

Referring to the drawings, FIG. 1 depicts a schematic
diagram of a flow fuse circuit 100 of a fluid flow rate control
apparatus of the present invention. Unlike a conventional
check valve, the fluid flow rate control apparatus of the
present invention does not rely solely on fluid pressure to
regulate flow rate. Instead, flow of fluid across a sealing
element, such as a ball or flapper, causes a differential
pressure to exist across said sealing element. When said
differential pressure reaches a predetermined desired
amount, said sealing element blocks (at least temporarily)
fluid from flowing through said fluid flow rate control
apparatus.

Referring to FIG. 1, housing 101 defines an internal
chamber or internal bore 102 having an outlet port 103 and
an inlet port 104. A sealing seat 105 is disposed on outlet
port 103, while sealing seat 106 is disposed on inlet port 104;
seats 105 and 106 face inward toward said internal bore 102.
A moveable sealing ball 107 is disposed within said internal
bore 102 and is free to move within said internal bore 102
between said seats 105 and 106, but is normally biased
against inlet seat 106 by compression spring 108. As fluid
flow enters internal bore 102 through inlet port 104, fluid
velocity through said internal bore 102 increases. Said fluid
shifts ball 107 toward seat 105 disposed at outlet port 103,
while compression spring 108 biases said ball 107 away
from or off of said seat 105; said spring 108 provides
resistive force to keep ball 107 from fully contacting seat
105 and blocking outlet port 103. Ball 107 slows the fluid
flow until the bias force of spring 108 is overcome, thereby
allowing ball 107 to contact seat 105 and form a fluid
pressure seal which, in turn, interrupts fluid flow through
said outlet port 103.

In a preferred embodiment, the fluid flow rate control
apparatus of the present invention should be sufficiently
small to conveniently fit within a utility cart, sometimes
called a “crash cart”, used in an operating room, or in a bag
used for EMS applications. Further, in said preferred
embodiment, a clinician should be able to simply attach the
current invention to the output port of a syringe or other
device using a conventional “Luer lock™ or “Luer taper”
fitting connection that is well known in the industry. In this
configuration, specialized equipment or training is not
required and the invention can be operationally connected or
disconnected without use of specialized tools. The Luer
adapter readily attaches to standard medical ports, IV tubing,
manifolds and/or other conventional equipment.

FIGS. 2 through 4 depict sequential side sectional views
of a fluid flow rate control apparatus 10 of the present
invention during the regulation of fluid flow through said
apparatus 10. FIG. 2. depicts said fluid flow rate control
apparatus 10 with a ball against an inlet port seat, while FIG.
3 depicts said fluid flow rate control apparatus 10 with a ball
removed from an inlet port seat. FIG. 4 depicts a side
sectional view of said fluid flow rate control apparatus 10 a
ball positioned against an outlet port seat.

As depicted in FIGS. 2 through 4, fluid flow rate control
apparatus 10 comprises housing 20 having a through bore—
defining an internal chamber 21—having an inlet port 30
and an outlet port 40; said inlet port 30 and outlet port 40
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extend into said inner chamber 21. In a preferred embodi-
ment, said inner chamber 21 is formed by a flow bore
extending through housing 20. Housing 20 can include Luer
lock connection threads, ribs 22 for frictional attachment to
other components, or other desired connection profile for
operationally attaching said fluid flow rate control apparatus
10 to a mating component.

In a preferred embodiment, inlet sealing seat 50 is dis-
posed at or near inlet port 30, while end member 90 is
operationally attached to housing 20. End member 90 has
inner bore 91 in fluid communication with outlet port 40 and
defines outlet sealing seat 60 that is disposed at or near said
outlet port 40. Inlet sealing seat 50 and outlet sealing seat 60
both face generally inward in opposing orientation, facing
toward said inner chamber 21. A moveable sealing ball 70 is
disposed within said inner chamber 21 of housing 20, and is
generally free to move within said inner chamber 21
between said inlet sealing seat 50 and outlet sealing seat 60.

Referring to FIG. 2, sealing ball 70 can be disposed
against inlet sealing seat 50 to form a fluid pressure seal and
prevent fluid from exiting inner chamber 21 through inlet
port 30 (that is, fluid flowing in a direction opposite from the
desired direction). As fluid flow enters inner chamber 21 of
housing 20 through inlet port 30, fluid velocity through said
inner chamber 21 increases. Said flowing fluid shifts ball 70
generally in the direction of outlet sealing seat 60. Com-
pression spring 80 is disposed within inner bore 91 of end
member 90 and biases said ball 70 away from or off of said
outlet sealing seat 60; said spring 80 provides resistive force
to bias said ball 70 away from fully contacting said outlet
sealing seat 60 and blocking outlet port 40.

Referring to FIG. 3, fluid (such as from a conventional
syringe or other fluid source) flows through inlet port 30 and
into inner chamber 21. Said fluid flows against and around
ball 70, through inner chamber 21, and exits said outlet port
40. In this configuration, said fluid imparts force acting on
ball 70 generally in the direction of said fluid flow and said
outlet port 40. The dimensions and characteristics of ball 70,
physical characteristics of said fluid, housing 20 and inner
chamber 21, and fluid flow rate around ball, collectively
affect the amount of force that said fluid imparts on said ball
70. When the flow rate of the fluid passing around said ball
70 remains within a predetermined acceptable designed flow
rate, ball 70 remains positioned between inlet sealing seat 50
and outlet sealing seat 60, thereby allowing continuous or
uninterrupted fluid flow through said fluid flow rate control
apparatus 10.

Referring to FIG. 4, as fluid flow rate increases, the fluid
passing through inner chamber 21 and around ball 70
imparts greater force acting on said ball 70. Compression
spring 80 acts to resist such fluid force (that is, said spring
80 imparts force in a direction opposite from said fluid flow)
and bias said ball 70 away from said outlet seat 60, but
becomes more compressed as the fluid force acting on ball
70 increases. Eventually, when a predetermined maximum
allowable fluid flow rate is achieved, said fluid force over-
comes the force of spring 80 acting on ball 70, thereby
allowing ball 70 to contact and engage with outlet seat 60.
In one embodiment, said ball 70 forms a fluid pressure seal
against said outlet seat 60, thereby blocking or stopping fluid
flow around said ball 70, past outlet seat and through said
outlet port 40.

In a preferred embodiment, fluid flow rate control appa-
ratus 10 of the present invention is configured so that a
predetermined maximum acceptable fluid flow rate through
inner chamber 21 creates a predetermined force on ball 70
that compresses spring 80 sufficiently to cause ball 70 to
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engage with, and seal against, outlet seat 60. In this position,
ball 70 greatly completely interrupts fluid flow through fluid
flow rate control apparatus 10. Determination of a force
imparted on ball 70 by fluid flow rates can be accomplished
by adjusting certain design parameters of the apparatus
including, but not limited to, inlet port 30 size, outlet port 40
size, compression spring rate and/or other force character-
istics of compression spring 80, size of ball 70, and dimen-
sions (including, but not necessarily limited to, length and
diameter) of inner chamber 21.

In certain applications, such as when fluid flow rate
control apparatus 10 of the present invention is used in
connection with the outlet from a conventional syringe, fluid
pressure created by a syringe plunger acting on fluid output
from said syringe may cause ball 70 to remain seated on
outlet seat 60. In this scenario, fluid entering inner chamber
21 can become trapped between said syringe plunger and
flow control ball 70 when a predetermined maximum flow
rate is achieved and said ball 70 is forced (and forms a fluid
pressure seal) against outlet seat 60. If the fluid pressure seal
on said syringe plunger is sufficiently tight, and the fluid
pressure seal between ball 70 and outlet seat 60 is also
sufficiently tight, fluid pressure trapped there between may
prevent said ball 70 from eventually unseating from said
outlet seat 60.

In order to permit fluid to flow through fluid flow rate
control apparatus 10 of the present invention, in a preferred
embodiment such fluid pressure acting on ball 70 can be
sufficiently relieved for spring 80 to overcome said fluid
pressure and effectively push ball 70 off of said outlet port
seat. Relief of such fluid pressure is achieved by providing
a fluid flow path for a relatively small volume of such fluid
to bypass the interface between ball 70 and outlet seat 60. In
a preferred embodiment, said path can comprise a separate
bleed-off circuit or, alternatively, an “imperfect” surface
outlet seat 60 (that is, wherein said outlet seat 60 does not
precisely conform to the outer surface of said ball 70,
thereby allowing for at least one gap or space between said
ball 70 and seat 60).

FIG. 5 depicts a detailed sectional view of a portion of
outlet seat 60 depicted in FIG. 4, while FIG. 6 depicts a
sectional perspective view of a fluid flow rate control
apparatus 10 of the present invention including said outlet
seat 60. As depicted in FIGS. 5 and 6, a dimple 61 having
predetermined dimensions can be disposed on said outlet
seat 60. Dimple 61 forms an “imperfection” on the surface
of outlet seat 60, preventing ball 70 from fully engaging
against seat 60 and forming a complete fluid pressure
seal—that is, said dimple 61 creates at least one predeter-
mined gap or space having desired dimensions between said
ball 70 and outlet seat 60. Presence of said at least one gap
or space allows a predetermined (typically, relatively small)
volume of fluid to flow past said ball 70 and outlet seat 60
over a predetermined period of time, thereby allowing some
portion of trapped fluid pressure between said syringe
plunger and ball 70 to be relieved. Importantly, in a preferred
embodiment, such a fluid “leak” only occurs when fluid flow
rate passing through inner chamber 21 exceeds a predeter-
mined maximum allowable fluid flow rate (and the corre-
sponding fluid pressure acting on ball 70). In this configu-
ration, fluid flow rate is restricted, but may never be
completely interrupted or blocked because some volume of
fluid is permitted to bleed through said predetermined gap or
space.

In conventional hydraulic applications, hydraulic oil or
other power fluid flows from a reservoir to another system
component. In order to regulate the flow rate, any “excess”
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fluid flow is redirected back into said fluid reservoir. By
contrast, particularly in connection with medical applica-
tions, such a solution is generally not acceptable when there
is no fluid reservoir to receive any excess flow volume. As
such, the regulation of fluid flow rate by the fluid flow rate
control apparatus 10 of the present invention is achieved
without the removal of “excess” fluid volume from the flow
stream. In other words, with the present invention, a full
volume of fluid or medication that is drawn into a syringe or
other device is dispensed to a patient, receptacle or other end
point; there is no “reservoir” into which such excess fluid is
diverted. As a result, the present invention regulates fluid
flow rate by restricting “excess” fluid flow, rather than by
diverting some portion of a flow stream into a reservoir or
holding chamber.

FIG. 7 depicts a perspective view of a fluid flow rate
control apparatus 10 of the present invention. Said fluid flow
rate control apparatus 10 comprises housing 20 defining an
internal bore 21 (not visible in FIG. 7) having an inlet port
30 and an outlet port 40 (not visible in FIG. 7). In a preferred
embodiment, said housing 20 can include external ribs 22 or,
alternatively, Luer lock connection threads or other desired
connection profile for operationally attaching said fluid flow
rate control apparatus 10 to a mating component.

FIG. 8 depicts a perspective view of a fluid flow rate
control apparatus of the present invention operationally
attached to a Luer lock adapter 120. Said Luer lock adapter
120 generally comprises body section 121 having a first end
and a second end. An output nozzle member 122 having a
central flow bore 123 is disposed at said first end within a
female connection cap member 124 having internal threads
or protrusions 126. A barb member 125 is disposed at said
second end of said body section 121. In the configuration
depicted in FIG. 8, it is to be observed that the portion of
Luer lock adapter 120 in the vicinity of barb 125 generally
comprises a conventional “female” Luer lock connection
member, while the portion in the vicinity of components
122, 123, 124 and 126 generally comprises a “male” Luer
lock connection member. However, it is also be observed
that said connection members are illustrative only, and other
connection means or configurations can be employed to
permit quick and efficient connection with other mating
components without departing from the scope of the present
invention.

FIG. 9 depicts a side sectional view of a fluid flow rate
control apparatus 10 of the present invention installed within
a central flow bore 123 of said Luer lock adapter 120 (such
as may be used, for example, with an IV tube). Said Luer
lock adapter 120 generally comprises body section 121
having output nozzle member 122 disposed at one end, and
barb member 125 disposed at the opposite end of said body
section. Female connection cap member 124 having internal
threads or protrusions 126 is disposed around said nozzle
output member 122. In the embodiment of Luer lock adapter
120 depicted in FIG. 9, section 1234 of central through bore
123 can have a greater internal diameter than at said nozzle
output member 122.

FIG. 10 depicts a detailed view of a portion of a fluid flow
rate control apparatus 10 of the present invention installed
within Luer lock adapter 120. Dimple 61 can be formed on
the sealing surface of output seat 60 to allow a relatively
small volume of fluid to escape around ball 70 even when
said ball 70 is in contact with said outlet seat 60. Addition-
ally, or alternatively, a bleed-off or leak path or channel 62
can be intentionally formed to allow a relatively small
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amount of fluid to flow out of the apparatus of the present
invention even when said ball 70 is in contact with said
outlet seat 60.

As depicted in FIG. 10, a flow channel 62 is intentionally
created between components of the fluid flow control appa-
ratus 10 of the current invention. A cavity in Luer adapter
120 into which said fluid flow control apparatus 10 is
received includes a fluid flow path to allow a relatively small
volume of fluid to flow from said fluid flow control appa-
ratus 10 to join with the output flow to relieve fluid pressure.
Said relief flow path channel 62 is designed specifically with
a very high tolerance and sufficiently close to the outer
surface of fluid flow control apparatus 10 to additionally
limit the bypass flow and ensure that the overall flow rate
exiting the apparatus (and into the patient or other recep-
tacle) does not exceed the desired flow rate due to the
inclusion of such bypass fluid in the overall fluid flow rate.

FIG. 11 depicts a side, partially exploded view of a
conventional syringe 200, a male by female Luer adapter
120 (including a fluid flow rate control apparatus 10 of the
present invention not visible in FIG. 11) and a proximate end
of'a conventional IV tube 250 having mating adapter 260. As
depicted in FIG. 11, Luer adapter 120—as well as a fluid
flow rate control apparatus 10 of the present invention
contained therein—can be quickly and efficiently installed in
sequence between syringe 200 and conventional IV line 250.
Said Luer adapter 120 can be operationally attached to the
output port 201 of syringe 200. Similarly, said Luer adapter
120 can be operationally attached to IV tube 250 using
mating adapter 260.

FIG. 12 depicts a side sectional view of a conventional
syringe 200, an IV tube adapter (end connector) 150 of the
present invention including a fluid flow rate control appa-
ratus 10 of the present invention, and a conventional IV tube
250. FIG. 13 depicts a side sectional view of a fluid flow rate
control apparatus 10 of the present invention installed within
said IV tube adapter (end connector) 150 of the present
invention operationally attached to a conventional IV or
manifold tube 250.

Referring to FIG. 13, IV tube adapter 150 generally
comprises body section 151 having barb member 155 dis-
posed at an end of said body section 151. Fluid flow rate
control apparatus 10 is received within central through bore
153 of said body section 151. Tube-stop flange member 152
extends radially outward from body section 151 around at
least a portion of said body section 151. Further, extension
neck 154 having connection flange 156 extends from said
body section 151. Section 153a of central through bore 153
corresponding to extension neck 154 can have a greater
internal diameter than other sections of said central through
bore 153. As depicted in FIG. 13, a portion of body section
151 of IV tube adapter 150 can be received within central
bore 251 of IV tube 250. The outer diameter of body section
151 can be beneficially sized and configured (such as, for
example, including a gentle taper) to be received within
central bore 251 of IV tube 250, while providing a frictional
snug fit between said IV tube adapter 150 and IV tube 250.
Barb 155 helps to prevent said IV tube adapter 150 from
inadvertently dislodging from central bore 251 of IV tube
250.

FIG. 14 depicts a perspective view of an IV tube adapter
(end connector) 150 of the present invention operationally
attached between to a conventional IV or manifold tube 250
and a conventional syringe 200. As depicted in FIG. 14, IV
tube adapter (end connector) 150—as well as a fluid flow
rate control apparatus 10 of the present invention contained
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therein—can be quickly and efficiently installed in sequence
between syringe 200 and conventional IV line 250.

In a preferred embodiment, a flow control apparatus 10 of
the present invention can be quickly and efficiently opera-
tionally coupled to the output port of a syringe 200 having
a desired volume and flow capacity. By way of illustration,
but not limitation, said flow control apparatus 10 can be
contained within a Luer lock adapter (such as Luer lock
adapter 120 depicted in FIGS. 8 through 11), or IV tube
adapter (such as IV tube adapter 150 depicted in FIGS. 12
through 14).

Notwithstanding the foregoing, it is to be observed that
said flow control apparatus 10 of the present invention can
also be included or incorporated within any number of
different adapters or couplings having desired dimensions or
configurations, and that can be installed downstream of a
syringe or other dispensing device, without departing from
the scope of the present invention. Unless operational
parameters dictate otherwise, in most cases said adapters or
couplings (including, without limitation, Luer lock adapter
120 and IV tube adapter 150) comprise relatively small
plastic members having appropriate connections to permit
quick and efficient operational attachment to said adapter
(and the flow control apparatus 10 contained therein) within
a flow path downstream of an output port of a syringe.

Furthermore, flow control apparatus 10 of the present
invention can be placed or incorporated elsewhere in a fluid
circuit, such as between two hoses; in such instances, the
flow control apparatus of the present invention can be
constructed with opposing hose barbs on each end. It is to be
observed that the flow control apparatus of the present
invention can also be incorporated into other medical
devices where flow controlling capabilities are beneficial to
the function of the system such as, for example, medicine
ports, IV’s and heparin lock systems.

FIG. 15 depicts a side sectional view of a first alternative
embodiment fluid flow rate control apparatus 15 of the
present invention comprising a syringe equipped with a
check valve assembly. FIG. 16 depicts a detailed sectional
view of a portion of the first alternative embodiment fluid
flow rate apparatus 15 depicted in FIG. 15.

In said first alternative embodiment depicted in FIGS. 15
and 16, the present invention generally comprises a syringe
200 having a plunger 202 and a fluid output port 201. A fluid
flow control apparatus 10 of the present invention is dis-
posed within the body of syringe 200, between plunger 202
and fluid outlet 201. A second bore or flow channel extends
through said syringe body, and a check valve assembly 210
is disposed in said second bore or flow channel, and can be
integrally formed within the body of said syringe 200.

Referring to FIG. 16, said check valve assembly 210
comprises an internal seat or sealing surface 211, sealing ball
212, and a compression spring 213; bore 214 extends from
the barrel 203 of syringe 200 to fluid outlet 201. First
alternative embodiment 15 allows fluid to be drawn into
barrel 203 of syringe 200 via channel 214, but prevents said
fluid from flowing in an opposite direction (that is, out of
barrel 203 through channel 214). Said check valve assembly
210 can comprise different materials, configurations, and
sealing systems, but generally allows fluid flow in only a
single direction.

In the first alternative embodiment depicted in FIGS. 15
and 16, plunger 202 can be depressed fully into syringe
barrel 203 prior to filling said syringe barrel 203 with fluid.
Thereafter, a user can connect syringe outlet 201 to a
container of fluid (such as a drug or other fluid) that is to be
dispensed; various methods may be used for this connection

35

40

45

55

12

but may include a needle or nozzle attached to the outlet 201
of syringe 200. Because fluid flow control apparatus 10 of
the present invention does not allow fluid to flow at a high
rate from syringe outlet 201 into syringe barrel 203, check
valve assembly 210 allows fluid to flow into said syringe.
When syringe plunger 202 is retracted to draw fluid into
barrel 203, ball 212 shifts (generally in the direction of
plunger 202) which allows flow of fluid into syringe barrel
203. After a user has drawn in a desired amount of fluid and
stops retracting the plunger, spring 213 in said check valve
assembly 210 biases check valve ball 212 onto internal seat
211 of said check valve assembly 210, thereby preventing
any flow of fluid through said check valve assembly 210 out
of said syringe barrel 203. Flow rate of fluid dispensed by
said syringe 200 regulated or controlled by fluid flow control
apparatus 10 of the present invention the manner described
herein.

FIG. 17 depicts a side sectional view of a second alter-
native embodiment fluid flow rate control apparatus 16 of
the present invention in a syringe also equipped with a check
valve assembly 210, while FIG. 18 depicts a detailed sec-
tional view of a portion of said second alternative embodi-
ment fluid flow rate control apparatus 16 depicted in FIG.
17. The second alternative embodiment fluid flow rate
control apparatus 16 depicted in FIGS. 17 and 18, comprises
an alternative fluid flow rate control apparatus 160 including
flapper member 161 generally in place of a ball (such as ball
70 depicted in FIGS. 15 and 16). As depicted in FIGS. 17
and 18, said flapper 161 is initially in a closed position,
wherein said flapper 161 blocks fluid flow into barrel 203
during loading of said syringe 200 (before flow is initiated
in an opposite direction out of said syringe 200).

Using a spring or other biasing means, said flapper 161
remains biased against inlet seat 162 unless acted upon by a
predetermined force imparted in an opposing direction. As
with the embodiment depicted in FIGS. 15 and 16, said
flapper 161 remains in an open position when flow out of
said syringe barrel 203 is maintained at a predetermined
(i.e., acceptable) flow rate, but shifts onto outlet seat 163—
thereby interrupting or restricting fluid flow through syringe
output port 201—if a predetermined maximum fluid flow
rate out of said syringe barrel 203 is achieved or exceeded.

FIG. 19 depicts a side sectional view of a third alternative
embodiment fluid flow rate control apparatus 17 of the
present invention, while FIG. 20 depicts a detailed sectional
view of a portion of said third alternative embodiment fluid
flow rate control apparatus 17 depicted in FIG. 19. In said
third alternative embodiment depicted in FIGS. 19 and 20,
a fluid flow control apparatus 170 of the present invention is
installed directly into an output flow port 201 or output
channel of a syringe 200. An imperfect or non-uniform
sealing surface can be incorporated on inlet seat 172 instead
of using a check valve assembly (as depicted in first alter-
native embodiment 15 and second alternative embodiment
16).

In this configuration, fluid can be drawn into syringe
barrel 203 during syringe loading operations by providing a
path around ball 171 when said ball 171 is disposed on inlet
seat 172. The shape and/or configuration of inlet seat 172
allows for a gap or space to be formed between ball 171 and
inlet seat 172, whereby fluid can pass said ball 171 and can
be easily drawn into syringe barrel 203, while still creating
a large enough contact area between ball 171 and inlet seat
172 to prevent overcoming the cracking pressure of the flow
control apparatus 170. Inlet seat 172 can be made imperfect
by any method that will still retain ball 171 yet create an
adequate gap, space or path around said ball 171 to allow
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fluids to be drawn into syringe barrel 203 using a predeter-
mined pulling force on syringe plunger 202.

After loading, outlet port 201 of syringe 200 can be
attached to a system into which syringe 200 will dispense
fluid. As a user depresses syringe plunger 202 towards
syringe outlet 201, ball 171 in flow control apparatus 170 of
the present invention allows fluid to flow from syringe barrel
203 into syringe outlet port 201 and, eventually, to a patient
or output receptacle. However, if the flow rate exceeds a
predetermined upper flow rate limit, said ball 171 shifts,
forming a fluid pressure seal on outlet port seat 173 and
interrupting or blocking flow through said outlet port 201. If
the aforementioned “imperfect” (that is, not exactly match-
ing the dimensions of said ball 171) outlet port seat 173 is
incorporated into the flow control apparatus 170 of the
present invention, the user could discontinue applying force
to syringe plunger 202 to allow trapped fluid pressure to
partially bleed off, and to allow ball 171 to come off of
output port seat 173 and to break said fluid pressure seal.

In operation, a user can select a flow control apparatus
having a predetermined desired maximum flow rate limit. In
a preferred embodiment, multiple devices of the current
invention having different maximum fluid flow rate limits
can be color-coded, sized or otherwise marked to simplify
the identification and selection of said devices. For example,
each apparatus having a particular maximum flow rate
capacity can have a predetermined, assigned color that will
aid in quick and accurate identification verification of a
correct device based on the desired maximum fluid flow rate
limit of said device even in emergency settings. In medical
applications, a user can determine said desired flow rate
capacity based particular drug(s) or other substances being
administered. Further, in many embodiments, said flow
control apparatus can be relatively small, having a length of
1" or less, and can be configured with desired connection
members (such as, for example, Luer lock connection mem-
bers) for easy and effective operational attachment to mating
components.

A user can draw a prescribed or desired amount of
medicine or other fluid into a conventional syringe. Said user
can operationally connect a flow control apparatus of the
present invention to the output port or outlet of a syringe.
When desired, the user can then operationally attach an
output tube to the outlet port of said flow control apparatus
of the present invention. In this embodiment, the apparatus
of the present invention is beneficially installed or inter-
posed within a fluid flow path formed between said syringe
and a patient (or other receptacle), and beneficially controls
the flow rate of medicine or other fluid discharged from said
syringe.

To administer or dispense medicine or other fluid from
said loaded syringe using the fluid flow control apparatus of
the present invention, a user can depress a plunger of said
syringe at a force that said user estimates will create a
desired syringe fluid output flow rate. If said user depresses
said plunger with force that creates a syringe output flow rate
in excess of said desired flow rate (and above the predeter-
mined flow rate permitted through the flow control apparatus
of the present invention), the ball of the present invention
shifts to the outlet port seat thereby creating a seal (either
full or partial, depending on the embodiment of the present
invention), blocking said output port and interrupting or
stopping fluid flow through said flow control apparatus (and,
ultimately to a patient or receptacle).

When said ball comes in contact with said outlet port seat,
said user will typically notice an obvious and nearly-instan-
taneous change in syringe plunger resistance force. A user
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may also hear a slight clicking sound of said ball contacting
said outlet port seat. When said user observes or senses that
said plunger is no longer moving (or moving at the same
rate), the user may elect to momentarily stop applying force
to the plunger, thereby allowing said sealing ball to release
from said outlet port seat as trapped fluid pressure between
said ball and said syringe plunger is relieved. Thereafter, the
user can resume depressing the syringe plunger.

If the fluid flow control apparatus of the present invention
is configured with an “imperfect” outlet port seat—such as
a dimple on said seat or bleed off flow channel—as dis-
cussed herein, a predetermined volume of fluid will continue
to flow past said ball and seat over a predetermined period
of time even when said ball is received on said seat, thereby
relieving a portion of the fluid pressure acting on said ball.
Relief of such fluid pressure allows said ball to move off of
said outlet port seat, thereby eventually allowing greater
fluid flow rate between said ball and seat. In this configu-
ration, fluid flow through the fluid flow control apparatus is
restricted, but is typically not fully interrupted or stopped.
When equipped with a fluid flow control apparatus of the
present invention, a user pushing on a syringe plunger will
administer medicine or other fluid from a syringe, but will
not exceed a predetermined maximum flow rate.

The above-described invention has a number of particular
features that should preferably be employed in combination,
although each is useful separately without departure from
the scope of the invention. While the preferred embodiments
of the present invention are shown and described herein, it
will be understood that the invention may be embodied
otherwise than herein specifically illustrated or described,
and that certain changes in form and arrangement of parts
and the specific manner of practicing the invention may be
made within the underlying idea or principles of the inven-
tion.

What is claimed:

1. A medicant dispensing apparatus comprising:

a syringe; and

a locking adapter comprising;

a body section having a first flow bore; and
a first connection means at a first end having a first fluid
inlet fluidly connected to the syringe; and
a second connection means at a second end having a
first fluid outlet; and
a first flow bore between the first fluid inlet and the first
fluid outlet; and
a fluid flow control apparatus positioned within the first
flow bore;
the fluid flow control apparatus further comprising:
a housing having a first seat and a second flow
bore positioned between a second fluid inlet and
a second fluid outlet, and
an end member positioned within the second flow
bore having a second seat and a third flow bore
between a third fluid inlet and a third fluid
outlet, wherein the second seat has at least one
dimple; and
a sealing ball positioned within the second flow
bore, wherein the sealing ball contacts the first
seat in a closed position and contacts the second
seat in an open position; and
a compression spring positioned within the third
flow bore of the end member which biases the
sealing ball toward the first position; and
wherein a first fluid flow path is formed between
the housing of the fluid flow control apparatus
and the end member when the sealing ball is in
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the open position allowing fluid flow through
the first and second flow bores, and

wherein a second fluid flow path is formed
between the sealing ball and the end member
when the sealing ball is in the open position and
is adjacent to the dimple allowing fluid flow
through the first, second, and third bores.

2. The medicant dispensing apparatus of claim 1, wherein
said first, second, or third fluid outlet is in fluid communi-
cation with an inlet of an intravenous medication tube.

3. The medicant dispensing apparatus of claim 1, wherein
at least one of the first connection means or the second
connection means includes ribs, threads, or protrusions.

4. The medicant dispensing apparatus of claim 1, wherein
the first, second, and third flow bores are coaxial.

#* #* #* #* #*

10

15

16



