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GUIDABLE INTRAVASCULAR BLOOD 
PUMP AND RELATED METHODS 

RELATED APPLICATIONS 

2 
provide left and/or right heart support. One type of intra
vascular pump is an axial flow blood pump comprising a 
cable-mounted rotor surrounded by a protective shroud. The 
pump, along with the rotor and shroud, are mounted at the 

This application is a divisional of co-pending U.S. patent 
application Ser. No. 15/239,697, filed Aug. 17, 2016, which 
is a divisional of co-pending U.S. patent application Ser. No. 
15/239,574, filed Aug. 17, 2016, which is a divisional of 
co-pending U.S. patent application Ser. No. 14/966,669, 
filed Dec. 11, 2015, which is a divisional of U.S. patent 
application Ser. No. 14/543,815, filed Nov. 17, 2014 (now 
U.S. Pat. No. 9,327,068, issued May 3, 2016), which is a 
continuation of U.S. patent application Ser. No. 12/772,810, 
filed May 3, 2010 (now U.S. Pat. No. 8,888, 728, issued Nov. 

5 end of an elongated flexible catheter. The catheter is inserted 
into the aorta from a remote entry point, such as an incision 
below the groin that provides access into a femoral artery. 
The catheter then passes through the descending aorta until 
it reaches the ascending aorta, near the heart. The catheter 

10 device encloses a rotating drive cable which is coupled to the 
impeller blade at one end, and which emerges from the 
exposed end of the catheter, near the patient's groin, at the 
other end. When the exposed end of the drive cable is 
mechanically rotated, using a device located outside the 

15 patient's body, it conveys the rotational force through the 
length of the catheter, causing the impeller to spin at high 
speed near the heart. This type of blood pump finds particu
lar application in providing ventricular assist during surgery 
or providing temporary bridging support to help a patient 

18, 2014), which is a continuation ofU.S. patent application 
Ser. No. 11/375,926, filed Mar. 15, 2006 (now U.S. Pat. No. 
7,731,675, issued Jun. 8, 2010), which is a divisional of U.S. 
patent application Ser. No. 10/070,178, filed Jul. 19, 2002, 
(now U.S. Pat. No. 7,022,100, issued Apr. 4, 2006) which 20 

claims the benefit of PCT/US00/24515 filed Sep. 1, 2000, 
which claims the benefit of provisional U.S. Patent Appli
cation Ser. No. 60/152,249 filed Sep. 3, 1999. We hereby 
claim priority to the aforementioned application(s) and also 
incorporate herein by reference each of the afore-listed 25 

patents and applications in their entirety. 

FIELD OF THE INVENTION 

. . . 
SUfV!Ve a Cf!SIS. 

While generally effective in providing ventricular assist
ing functions, prior art intravascular blood pumps nonethe
less suffer various drawbacks. A significant drawback is that 
prior art intravascular blood pumps are difficult to guide into 
the appropriate position within the circulatory system of a 
patient. This is due largely to the fact that the elongated 
catheter is incapable of providing the degree of control 
necessary to easily negotiate the pump through the tortuous 
pathways leading up to and into the heart. When attempting 

The present invention relates generally to blood pumps 
and, more particularly, to an improved intra-vascular blood 
pump having a guide mechanism which provides the ability 
to selectively guide the intravascular pump to a desired 
location within a patient's circulatory system. 

30 to place the blood pump in a trans-valvular configuration 
(with the inlet in the left ventricle and the pump outlet in the 
ascending aorta), the natural tendency of the catheter to stay 
straight may cause the pump to be inadvertently placed in 
the carotid ostia, which can be dangerous if the pump is 

35 operated to withdraw blood from the brain. 
DESCRIPTION OF RELATED ART To overcome these difficulties, certain guide mechanisms 

may be employed to assist the physician placing the pump 
in the appropriate position within the circulatory system. 
One type of supplemental guide mechanism is a guide 

40 catheter. Guide catheters are designed with certain guidabil
ity characteristics such that physicians can selectively posi
tion them within the vasculature or heart with relative ease. 
A central lumen is provided within the guide catheter such 

Over the years, various types of blood pumps have been 
developed for the purpose of augmenting or replacing the 
blood pumping action of damaged or diseased hearts. Blood 
pumps are commonly used in three situations: (1) for acute 
support during cardio-pulmonary operations; (2) for short
term support while awaiting recovery of the heart from 
surgery; or (3) as a bridge to keep a patient alive while 
awaiting heart transplantation. The pumps may be designed 45 

to provide right and/or left ventricular assist, although left 
ventricle assist is the most common application in that it is 
far more common for the left ventricle to become diseased 
or damaged than it is for the right ventricle. 

Blood pumps must provide leak-free operation and must 50 

avoid contamination of the fluid by the pump components 
and the external environment. Such pumps must also pump 
the fluid at a suitable rate without applying excessive 
Reynolds shear stress to the fluid. It is well known to those 
skilled in the art that lysis or cell destruction may result from 55 

application of shear stress to cell membranes. Red blood 
cells are particularly susceptible to shear stress damage as 
their cell membranes do not include a reinforcing cytoskel
eton to maintain cell shape. Lysis of white blood cells and 
platelets also occurs upon application of high shear stress. 60 

Lysis of red blood cells can result in release of cell contents 
which trigger subsequent platelet aggregation. Sublytic 
shear stress leads to cellular alterations and direct activation 
and aggregation of platelets and white blood cells. 

Intravascular blood pumps comprise miniaturized blood 65 

pumps capable of being percutaneously or surgically intro
duced into the vascular system of a patient, typically to 

that the intravascular pump may be introduced therein and 
guided while it is advanced towards the predetermined 
circulatory site. While generally effective at providing a 
guiding feature for such intravascular blood pumps, employ
ing such supplemental guide mechanisms is nonetheless 
disadvantageous in that they consume valuable space within 
the vessels. A guide catheter, for example, would necessarily 
be larger in diameter than the diameter of the pump and 
protective shroud in order to provide adequate passage of 
those components. As will be appreciated, this restricts the 
amount of space available for blood to flow within the 
particular vessel, and increases the size of the required 
puncture wound for accessing the vessel. 

The present invention is directed at eliminating and/or 
reducing the effects of the foregoing drawbacks of prior art 
intravascular blood pumps. 

SUMMARY OF THE INVENTION 

The present invention overcomes the drawbacks of the 
prior art by providing an improved intravascular blood pump 
equipped with integrated features for selectively guiding the 
intravascular blood pump to a predetermined location in the 
patient's circulatory system, i.e. heart and/or vasculature. In 
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so doing, the intravascular blood pump of the present 
invention eliminates the need for supplemental guiding 
mechanisms, such as a separate, large diameter guide cath
eter as used in the prior art. 

In a first broad aspect of the present invention, an intra
vascular blood pump system is provided comprising an 
intravascular blood pump having a cannula coupled thereto 
and an "over-the-wire" type guide mechanism for selec
tively positioning the intravascular blood pump and cannula 
at a predetermined location within the circulatory system of 10 

a patient. To accomplish this, a central lumen is formed 
through at least a portion of the intravascular blood pump 
system such that a guide element, such as a guide wire, may 
be progressed therethrough and advanced to the predeter-

15 
mined location in the circulatory system of the patient. After 
the guide element is advanced to this desired location, the 
intravascular blood pump and cannula may thereafter be 
advanced along the guide element to the desired location. 

In a second broad aspect of the present invention, an 20 

intravascular blood pump system is provided comprising an 
intravascular blood pump having a cannula coupled thereto 
and a "side-rigger" or "rapid exchange" type guide mecha
nism for selectively positioning the intravascular blood 
pump and cannula at a predetermined location within the 25 

circulatory system of a patient. To accomplish this, a side 
lumen is formed along a length of at least one of the 
intravascular blood pump and the cannula. A guide element, 
such as a guide wire, may be advanced to the predetermined 
location in the circulatory system of the patient. After the 30 

guide element is advanced to this desired location, the 
intravascular blood pump and cannula may thereafter be 
advanced along the guide element to the desired location. 

In a third broad aspect of the present invention, an 
35 

intravascular blood pump system is provided comprising an 
intravascular blood pump having a cannula coupled thereto 
and a "guide catheter" type guide mechanism for selectively 
positioning the intravascular blood pump and cannula at a 
predetermined location within the circulatory system of a 40 

patient. The pump system of this broad aspect includes a 
conduit assembly and a separate pump assembly. The con
duit assembly includes a guide catheter, a rotor shroud, and 
a cannula, with the cannula and guide catheter disposed on 
either side of the rotor shroud. The pump assembly includes 45 

a rotor, a drive member coupled to the rotor, and a pump 
disposed between the rotor and the drive member. The guide 
catheter is dimensioned to receive and guide the pump 
assembly to the point where the rotor docks within the rotor 
shroud so as to form an operational blood pump. This 50 

configuration allows the conduit assembly to be precisely 
and efficiently guided into a desired position within the body 
through the use of conventional guiding techniques well 
known in interventional cardiology. The pump assembly 
may thereafter be introduced into and guided within the 55 

conduit until the pump assembly is docked within the rotor 
shroud. This dual construction arrangement provides 
improved placement of the pump assembly by using the 
conduit as a guiding mechanism. 

The foregoing broad aspects of the present invention may 60 

be manifested according to the following recitations: 
According to a first broad recitation of the present inven

tion, an intravascular blood pump system is provided com
prising an intravascular blood pump having a cannula 
coupled thereto, and a guide mechanism adapted to guide the 65 

intravascular blood pump and cannula to a predetermined 
location within the circulatory system of a patient. 

4 
In a further embodiment, the intravascular blood pump 

includes a rotor, a shroud for receiving the rotor, and a drive 
cable coupled to the rotor for driving the rotor within the 
shroud. 

In a further embodiment, the cannula is coupled to the 
shroud of the intravascular blood pump. 

In a further embodiment, the guide mechanism comprises 
a guide catheter coupled to the shroud. 

In a further embodiment, the guide catheter may be used 
to guide the shroud and cannula to the predetermined 
location within the circulatory system of the patient, after 
which point the rotor and drive cable of the intravascular 
blood pump may be docked within the shroud for pump 
operation. 

In a further embodiment, the drive cable sheath is pro
vided having a central lumen for receiving the drive cable, 
and wherein a purge fluid delivery system is coupled to the 
drive cable sheath to deliver purge fluid to the rotor. 

In a further embodiment, the drive cable sheath includes 
at least one side lumen for delivering the purge fluid towards 
the rotor. 

In a further embodiment, a portion of the purge fluid is 
delivered through the at least one side lumen and past the 
rotor, and a portion of purge fluid is rerouted back from the 
rotor through the central lumen of the drive cable. 

In a further embodiment, a perfusion assembly is pro
vided communicatively coupled to the guide catheter for 
selectively rerouting blood from within the guide catheter to 
a point downstream from the introduction site of the guide 
catheter into the vasculature of the patient. 

In a further embodiment, the perfusion assembly includes 
a first conduit communicatively coupled to the guide cath
eter, a second conduit dimensioned to be introduced into the 
vasculature of the patient, and a selectively operable valve 
disposed in between the first conduit and the second conduit. 

In a further embodiment, a blood pressure detection 
mechanism is provided to detect the pressure of the blood 
proximate at least one of the intravascular blood pump and 
cannula. 

In a further embodiment, the blood pressure detection 
mechanism comprises at least one of fluid filled column 
disposed within at least a portion of the cannula, a piezo
electric element coupled to at least one of the intravascular 
blood pump and cannula, and a strain gauge coupled to at 
least one of the intravascular blood pump and cannula. 

In a further embodiment, the blood pressure detection 
mechanism involves calculating blood pressure based on the 
relationship between the torque and motor current of a motor 
used to drive the rotor. 

In a further embodiment, the guide mechanism comprises 
a guide element disposed at least partially within the can
nula. 

In a further embodiment, the guide element comprises a 
guide wire for passage through a side lumen formed in the 
cannula. 

In a further embodiment, the guide element comprises a 
selectively deformable element disposed at least partially 
within the cannula. 

In a further embodiment, the intravascular blood pump 
and cannula may be selectively advanced to the predeter
mined location within the vasculature of the patient by first 
passing the guide wire to the predetermined location and 
thereafter sliding the intravascular blood pump and cannula 
along the guide wire to the predetermined location. 

In a further embodiment, the guide element comprises a 
guide wire for passage through a lumen extending through 
the drive cable and rotor. 
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In a further embodiment, the intravascular blood-pump 
and cannula may be selectively advanced to the predeter
mined location within the vasculature of the patient by first 
passing the guide wire to the predetermined location and 
thereafter sliding the intravascular blood pump and cannula 
along the guide wire to the predetermine location. 

In a further embodiment, the guide mechanism further 
includes guide element for passage through the guide cath
eter to facilitate placement of the shroud and the cannula at 
the predetermined location within the vasculature of the 
patient. 

In a further embodiment, the guide mechanism further 
includes a guide element for passage through a side lumen 
formed along at least a portion of the guide catheter. 

In a further embodiment, the guide element comprises at 
least one of a guide wire and a balloon catheter. 

BRIEF DESCRIPTION OF THE DRAWINGS 

6 
broad aspect of the present invention positioned, by way of 
example, in a trans-valvular configuration to provide left
heart assist; 

FIG. 11 is a schematic view of a human being illustrating 
the intravascular blood pump system of the type shown in 
FIG. 10 inserted through the femoral artery and including an 
optional perfusion assembly for perfusing the vasculature 
downstream from the incision site where guide catheter 
enters the femoral artery; 

1° FIG. 12 is a side view of the intravascular blood pump 
system shown in FIGS. 10-11 illustrating the separable 
nature of a pump assembly and a conduit assembly which 
collectively form the intravascular blood pump system 

15 
according to the third broad aspect of the present invention; 

FIG. 13 is a side view illustrating the intravascular blood 
pump system shown in FIG. 12 with the pump assembly 
docked into the conduit assembly according to the third 
broad aspect of the present invention; 

FIG. 14 is a cross-sectional view illustrating an exemplary 
construction of the blood pump, drive cable assembly, 
cannula, and guide catheter of the intravascular blood pump 
system shown in FIG. 13; 

Many advantages of the present invention will be appar- 20 

ent to those skilled in the art with a reading of this speci
fication in conjunction with the attached drawings, wherein 
like reference numerals are applied to like elements and 
wherein: FIG. 15 is a cross-sectional view taken along lines 15-15 

25 of FIG. 14 illustrating an exemplary construction of the 
drive cable assembly and guide catheter according to the 
third broad aspect of the present invention; 

FIG. 1 is a partial sectional view of a human heart 
illustrating an intravascular blood pump system having an 
"over-the-wire" type guide mechanism according to a first 
broad aspect of the present invention positioned, by way of 
example, in a trans-valvular configuration to provide left
heart assist; 

FIG. 2 is side view of the guidable intravascular blood 
pump system of the type shown in FIG. 1 including a motor 
coupler and purge fluid delivery system according to an 
exemplary embodiment of the present invention; 

FIG. 16 is a cross-sectional view illustrating an exemplary 
construction of the motor coupler, purge fluid delivery 

30 system, and a proximal portion of the guide catheter biasing 
assembly according to the third broad aspect of the present 
invention; 

FIG. 3 is a cross-sectional view illustrating an exemplary 35 

construction of the blood pump, drive cable assembly, and 
cannula of the intravascular blood pump system according to 
the first broad aspect of the present invention; 

FIG. 17 is a cross-sectional view illustrating an exemplary 
construction of the perfusion assembly and a distal portion 
of the guide catheter biasing assembly according to the third 
broad aspect of the present invention; 

FIG. 18 is a cross-sectional view of an intravascular blood 
pump system of the type shown in FIGS. 12-13 having an 
alternate configuration for docking the rotor within the 
shroud according to the principles of the present invention; 

FIG. 4 is a cross-sectional view taken along lines 4-4 of 
FIG. 3 illustrating an exemplary construction of the drive 40 

cable assembly and guide mechanism according to the first 
broad aspect of the present invention; and 

FIG. 5 is a cross-sectional view illustrating an exemplary 
construction of the motor coupler and purge fluid delivery 
system according to the first broad aspect of the present 45 

FIG. 19 is a partial sectional view of a human heart 
illustrating an alternate intravascular blood pump system 
having an "over-the-wire" type guide mechanism according 
to the first broad aspect of the present invention positioned, invention; 

FIG. 6 is a partial sectional view of a human heart 
illustrating an intravascular blood pump system having a 
"rapid exchange" or "side-rigger" type guide mechanism 
according to a second broad aspect of the present invention 
positioned, by way of example, in a trans-valvular configu
ration to provide left-heart assist; 

FIG. 7 is side view of the guidable intravascular blood 
pump system of the type shown in FIG. 6 including a motor 
coupler and purge fluid delivery system according to an 
exemplary embodiment of the present invention; 

FIG. 8 is a cross-sectional view taken along lines 8-8 of 
FIG. 7 illustrating the "side-rigger" or "rapid exchange" type 
guide mechanism according to the second broad aspect of 
the present invention; 

FIG. 9 is a cross-sectional view of the type shown in FIG. 
8 illustrating an alternate configuration of the guide mecha
nism according to the second broad aspect of the present 
invention; 

FIG. 10 is a partial sectional view of a human heart 
illustrating an intravascular blood pump system having a 
"guide catheter" type guide mechanism according to a third 

by way of example, in a trans-valvular configuration to 
provide right-heart assist. 

FIG. 20 corresponds to FIG. 1 of U.S. Ser. No. 09/280, 
50 988, and is a schematic side view of a steerable cannula in 

the undeformed state in accordance with the first embodi
ment of U.S. Ser. No. 09/280,988; 

FIG. 21 corresponds to FIG. 2 of U.S. Ser. No. 09/280, 
988, and is a schematic cross-sectional view of the steerable 

55 cannula of FIG. 20 taken along line 2-2; 

60 

FIG. 22 corresponds to FIG. 3 of U.S. Ser. No. 09/280, 
988, and is a schematic side view of the steerable cannula in 
the deformed state in accordance with the first embodiment 
of U.S. Ser. No. 09/280,988; 

FIG. 23 corresponds to FIG. 4 of U.S. Ser. No. 09/280, 
988, and is a schematic cross-sectional view of a steerable 
cannula having two cables in accordance with a second 
embodiment of U.S. Ser. No. 09/280,988; 

FIG. 24 corresponds to FIG. 5 of U.S. Ser. No. 09/280, 
65 988, and is a schematic side view of a steerable cannula 

having a reinforcing wire in accordance with a third embodi
ment of U.S. Ser. No. 09/280,988; 
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FIG. 25 corresponds to FIG. 6 of U.S. Ser. No. 09/280, 
988, and is a schematic cut-away view of a steerable cannula 
in accordance with a fourth embodiment of U.S. Ser. No. 
09/280,988; 

FIG. 26 corresponds to FIG. 7 of U.S. Ser. No. 09/280, 5 

988, and is a schematic cross-sectional view taken along line 
7-7 of FIG. 25; 

FIG. 27 corresponds to FIG. 8 of U.S. Ser. No. 09/280, 
988, and is a schematic side view of a steerable cannula 
having a preformed curve and an inflatable balloon formed 10 

at a distal end thereof in accordance with a fifth embodiment 
of U.S. Ser. No. 09/280,988; 

8 
FIG. 43 corresponds to FIG. 8 of U.S. Ser. No. 09/280, 

970, and is a schematic side view of a fourth embodiment of 
U.S. Ser. No. 09/280,970; 

FIG. 44 corresponds to FIG. 9 of U.S. Ser. No. 09/280, 
970, and is a schematic side view of a fifth embodiment of 
U.S. Ser. No. 09/280,970; 

FIG. 45 corresponds to FIG. 10 of U.S. Ser. No. 09/280, 
970, and is a schematic side view of a sixth embodiment of 
U.S. Ser. No. 09/280,970; 

FIG. 46 corresponds to FIG. 11 of U.S. Ser. No. 09/280, 
970, and is a schematic cross sectional view taken along line 
11-11 of FIG. 45; 

FIG. 47 corresponds to FIG. 12 of U.S. Ser. No. 09/280, 
970, and is a schematic side view of a seventh embodiment 
of U.S. Ser. No. 09/280,970; 

FIG. 28 corresponds to FIG. 9 of U.S. Ser. No. 09/280, 
988, and is a schematic side view of the inflatable balloon of 

15 
a fifth embodiment of U.S. Ser. No. 09/280,988, wherein the FIGS. 48 and 49 correspond to FIGS. 13 and 14, respec

tively, of U.S. Ser. No. 09/280,970, and are schematic side 
views of an eighth embodiment of U.S. Ser. No. 09/280,970; 

FIG. 50 corresponds to FIG. 15 of U.S. Ser. No. 09/280, 
20 970, and is a schematic cross-sectional view taken along line 

15-15 of FIG. 49; 

balloon is shown in the inflated state; 
FIG. 29 corresponds to FIG. 10 of U.S. Ser. No. 09/280, 

988, and is a schematic cross-sectional view taken along line 
10-10 of FIG. 28; 

FIG. 30 corresponds to FIG. 11 of U.S. Ser. No. 09/280, 
988, and is a schematic view showing a steerable cannula 
having a pigtail distal tip configuration in accordance with a 
sixth embodiment of U.S. Ser. No. 09/280,988; 

FIG. 51 corresponds to FIG. 16 of U.S. Ser. No. 09/280, 
970, and is a schematic side view of a ninth embodiment of 
U.S. Ser. No. 09/280,970; 

FIG. 52 corresponds to FIG. 17 of U.S. Ser. No. 09/280, 
970, and is a schematic side view of a tenth embodiment of 
U.S. Ser. No. 09/280,970; 

FIG. 31 corresponds to FIG. 12 of U.S. Ser. No. 09/280, 25 

988, and is a schematic view showing a steerable cannula 
having a guidewire distal tip configuration in accordance 
with a seventh embodiment of U.S. Ser. No. 09/280,988; FIG. 53 corresponds to FIG. 18 of U.S. Ser. No. 09/280, 

970, and is a schematic cross-sectional view taken along line 
30 18-18 of FIG. 52; and 

FIG. 32 corresponds to FIG. 13 of U.S. Ser. No. 09/280, 
988, and is a schematic view showing a steerable cannula 
having a guidewire distal tip configuration in accordance 
with an eighth embodiment of U.S. Ser. No. 09/280,988; 

FIG. 33 corresponds to FIG. 14 of U.S. Ser. No. 09/280, 
988, and is a schematic side view showing a steerable 

35 
cannula used in a co-axial configuration in accordance with 
a ninth embodiment of U.S. Ser. No. 09/280,988, wherein 
the steerable cannula is advanced to a first relative position; 

FIG. 34 corresponds to FIG. 15 of U.S. Ser. No. 09/280, 
988, and is a schematic side view showing a steerable 40 

cannula of FIG. 33, wherein the steerable cannula is 
advanced to a second relative position; and 

FIG. 35 corresponds to FIG. 16 of U.S. Ser. No. 09/280, 
988, and is a schematic side view of a configuration in 
accordance with a tenth embodiment of U.S. Ser. No. 45 

09/280,988. 
FIG. 36 corresponds to FIG. 1 of U.S. Ser. No. 09/280, 

970, and is a schematic side view of a first embodiment of 
U.S. Ser. No. 09/280,970; 

FIG. 37 corresponds to FIG. 2 of U.S. Ser. No. 09/280, 50 

970, and is a schematic cross-sectional view taken along line 
2-2 of FIG. 36; 

FIG. 54 corresponds to FIG. 19 of U.S. Ser. No. 09/280, 
970, and is a schematic side view of an eleventh embodi
ment of U.S. Ser. No. 09/280,970. 

DETAILED DESCRIPTION OF THE 
INVENTION 

Illustrative embodiments of the invention are described 
below. In the interest of clarity, not all features of an actual 
implementation may be described in this specification. It 
will of course be appreciated that in the development of any 
such actual embodiment, numerous implementation-specific 
decisions must be made to achieve the developers' specific 
goals, such as compliance with system-related and business
related constraints, which will vary from one implementa
tion to another. Moreover, it will be appreciated that such a 
development effort might be complex and time-consuming, 
but would nevertheless be a routine undertaking for those of 
ordinary skill in the art having the benefit of this disclosure. 

The present invention involves an intravascular pump 
system for use in a number of broad ranging applications 
involving the augmentation of blood flow within the circu
latory system of a patient. As will be described below, the 
intravascular blood pump system of the present invention 

FIG. 38 corresponds to FIG. 3 of U.S. Ser. No. 09/280, 
970, and is a schematic cross-sectional view taken along line 
3-3 of FIG. 36; 

FIG. 39 corresponds to FIG. 4 of U.S. Ser. No. 09/280, 
970, and is a schematic view of a cannula in accordance with 
an embodiment in a surgical application; 

55 overcomes the drawbacks of the prior art by providing a 
guide mechanism as part of the intravascular blood pump. 
This advantageously allows the intravascular blood pump to 
be selectively guided to a predetermined location within the 

FIG. 40 corresponds to FIG. 5 of U.S. Ser. No. 09/280, 
970, and is a schematic partial cut-away side view of a 60 

second embodiment of U.S. Ser. No. 09/280,970; 
FIG. 41 corresponds to FIG. 6 of U.S. Ser. No. 09/280, 

970, and is a schematic cross-sectional view taken along line 
6-6 of FIG. 40; 

FIG. 42 corresponds to FIG. 7 of U.S. Ser. No. 09/280, 65 

970, and is a schematic side view of a third embodiment of 
U.S. Ser. No. 09/280,970; 

circulatory system of a patient without the need for bulky 
supplemental guide mechanisms, such as a separate guide 
catheter. 

The intravascular pump assembly of the present invention 
is particularly suited for trans-valvular use, such as for left 
and/or right ventricular assist procedures. By way of 
example only, such ventricular assist procedures may be 
employed in cardiac operations including, but not limited to, 
coronary bypass graft (CABG), cardio-pulmonary bypass 
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(CPB), open chest and closed chest (minimally invasive) 
surgery, bridge-to-transplant and/or failure-to-wean-from
bypass situations. It is to be readily understood, however, 
that the intravascular blood pump assembly and methods of 
the present invention are not to be limited to such applica- 5 

tions. Moreover, while illustrated and described largely with 
reference to left-heart assist applications, it is to be readily 
understood that the principles of the present invention apply 
equally with regard to right-heart assist application, which 
are contemplated as within the scope of the present inven- 10 

tion. These and other variations and additional features will 
be described throughout. 

Referring to FIG. 1, shown is a guidable intra-vascular 
blood pump system 10 according to a first broad aspect of 
the present invention shown, by way of example only, in a 15 

left-heart assist configuration within a human heart. The 
system 10 includes an intravascular blood pump 12, a 
carmula 14, and an "over-the-wire" type guide mechanism 
16. A drive cable assembly 18 and a motor assembly 20 are 
provided to drive the intravascular blood pump 12. The 20 

"over-the-wire" guide mechanism 16 comprises a suitable 
guide element dimensioned to pass slideably through a 
central lumen extending through the drive cable 18, blood 
pump 12, and cannula 14. Suitable guide elements may 
include any number of conventional guiding devices, includ- 25 

ing but limited to those employed in cardiology. By way of 
example only, the guide element is shown as a guide wire 22. 
According to the present invention, the "over-the-wire" 
guide mechanism 16 provides the ability to selectively guide 
the blood pump 12 and cannula 14 to a predetermined 30 

position in the circulatory system of a patient, such as the 
trans-valvular position shown. 

To accomplish this, the guide wire 22 is first introduced 
into the vascular system of a patient through any suitable 
access point, such as through the use of the well known 35 

Seldinger technique. The guide wire 22 can then be 
advanced within the patient to a desired location within the 
circulatory system of the patient. This may be done using the 
control features of the guide wire 22 itself, or may be 
facilitated through the use of any number of supplemental 40 

guidance mechanisms or techniques to ensure the proper and 
efficient placement of the guide wire 22. Such supplemental 
guidance techniques may include, but are not necessarily 
limited to, guide catheters and/or techniques involving ultra
sound or fluoroscopy. Once the guide wire 22 is positioned 45 

at the desired location (such as in left ventricle as shown), 
the blood pump 12 and cannula 14 may thereafter be 
advanced along the guide wire 22 and positioned in the 
trans-valvular configuration shown. Under the operation of 
the motor assembly 20, the blood pump 12 may be used for 50 

left-heart assist by selectively withdrawing blood from the 
left ventricle (through the interior of the carmula 14) for 
delivery outward through outflow apertures formed in the 
blood pump 12. This outflow from the blood pump 12 flows 
along the exterior of the drive cable assembly 18 in a 55 

substantially axial fashion for arterial distribution through
out the body. 

Referring to FIGS. 2-5, an exemplary embodiment of the 
intravascular blood pump system 10 of FIG. 1 will now be 
described. As shown in FIG. 2, the intravascular blood pump 60 

system 10 includes a coupler 24 and, as will be described in 
greater detail below, a purge fluid delivery system 26 for 
providing a two-way fluid flow within the drive cable 
assembly 18 during pump operation. The purge fluid deliv
ery system 26 includes a fluid inlet conduit 28 for introduc- 65 

ing pressurized purge fluid from a fluid source (not shown) 
for delivery into the blood pump 12, and a fluid outlet 

10 
conduit 30 to withdraw a return flow of purge fluid from the 
blood pump 12. The motor coupler 24 establishes a 
mechanical connection between a motor (not shown) and a 
drive cable (not shown) for providing motive force to the 
blood pump 12 for pump operation. The drive cable assem
bly 18 includes a drive cable sheath 32 which, in addition to 
serving a purge fluid delivery function, also serves as a 
protective housing for the drive cable (not shown). Although 
shown in broken form for clarity, it will be appreciated that 
the drive cable assembly 18 (and all components thereof) 
may be provided in any suitable length sufficient for intra
vascular applications. That is to say, the length of the drive 
cable assembly 18 must be enough to reach between the 
motor coupler 24 and purge fluid delivery system 26, located 
outside the patient, and the desired location within the 
patient's circulatory system where the blood pump 12 is to 
be positioned. 

The intravascular blood pump 12 is shown (by way of 
example only) as an axial flow intravascular blood pump. 
The blood pump 12 includes pump body 34, a rotor shroud 
36 having flow ports 38, and an internally disposed rotor 
(not shown) having a shaft rotatably disposed within the 
pump body 34 and an impeller rotatably disposed within the 
rotor shroud 36. The cannula 14 is fixedly attached to the 
rotor shroud 36 and may extend any suitable length there
from depending upon the particular intravascular applica
tion. The cannula 14 preferably includes a plurality of ports 
or fenestrations 40 about its distal region, as well as an end 
port 42, which allow for the ingress or egress of blood into 
or from the cannula 14 depending upon the operation of the 
blood pump 12. That is to say, if the pump 12 is configured 
for left-heart assist as shown in FIG. 1, then the ports 40, 42 
will allow the ingress of blood into the carmula 14 from the 
left ventricle. If, on the other hand, the blood pump 12 is 
configured for right-heart assist (i.e. with the pump 12 in the 
right atrium and the distal end of the carmula 14 located 
within the pulmonary artery), then the ports 40, 42 will allow 
the egress of blood from the cannula 14 into the pulmonary 
artery. (Details on right-heart assist applications will be 
discussed in greater detail below.) The pump 12 and cannula 
14 may be dimensioned to any suitable diameter for intra
vascular applications. For example, the range of sizes may 
include, but is not necessarily limited to, 9 French to 30 
French, although the range is more preferably from 14 
French to 24 French, and most preferably from 18 French to 
20 French. 

The "over-the-wire" type guide mechanism 16 includes 
the guide wire 22 and, as will be explained in greater detail 
below, a central lumen extending through the cannula 14, 
blood pump 12, drive cable assembly 18, purge fluid deliv
ery system 26, and motor coupler 24. As noted above, the 
central lumen is dimensioned to slideably receive the guide 
wire 22 such that the blood pump 12 and cannula 14 may be 
slideably advanced along the guide wire 22 to a desired 
location within the circulatory system of a patient after the 
guide wire 22 has been so positioned using conventional 
guidance techniques. It is to be readily understood that, 
while shown as a conventional guide wire 22, the guide 
element forming part of the guide mechanism 16 of the 
present invention may include any number of well known 
guidance mechanisms depending upon the application, 
including but not limited to balloon catheters, imaging 
wires, and guide catheters dimensioned to be slideably 
received through the central lumen. For example, although 
not appropriate for retrograde progression (such as the 
left-heart application shown in FIG. 1), a balloon catheter 
may be a suitable guidance mechanism for a right-heart 
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assist application. In such a case, the balloon may be inflated 
and used as a "sail" to direct the catheter to a desired location 
(such as the pulmonary artery), after which point the blood 
pump 12 and cannula 14 can be advanced over the catheter 
to a trans-valvular configuration with the blood pump 12 in 5 

the right atrium and the ports 38, 40 of the cannula 14 in the 
pulmonary artery. 

12 
between the cannula 14 and the region contammg the 
impeller blades 58. Although shown as a single integral 
element, it is to be understood that the pump body 34 and 
shroud 36 may comprise two separate (and sometimes 
separable) components, the significance of which will 
become apparent below. The pump body 34 and shroud 36 
may be constructed from any number of suitable materials, 
including but not limited to stainless steel or other medical 
grade compositions or alloys. The cannula 14 may also be 

FIGS. 3 and 4 further detail the construction of the blood 
pump 12, cannula 14, drive cable assembly 18, and "over
the-wire" guide mechanism 16. The blood pump 12 includes 
a rotor 44 having a shaft 46 and an impeller 48. The shaft 46 

10 constructed from any number of suitable materials, includ
ing but not limited to medical grade plastics. As shown, the 
cannula 14 may also be fortified with spiral-wound rein
forcement wire 72 within the walls of the cannula 14. 

is rotatably disposed within the pump body 34 via a bearing 
pack comprising, by way of example, ball bearing assem
blies 50, 52 and spring 54. Ball bearings assemblies 50, 52 
are well known in the art, each comprising an inner race 15 

which rotates along with the rotor shaft 46, an outer race 
which remains in a static and fixed position against the inner 
surface of the pump body 34, and a plurality of ball bearings 
disposed between the inner and outer races. The spring 54 
biases each bearing assembly 50, 52 axially away from one 20 

another to reduce axial play during pump operation. The 
shaft 46 is generally hollow and dimensioned to receive a 
cable adapter 60 therein for the purpose of coupling the rotor 
44 to a drive cable 62 forming part of the drive cable 
assembly 18. The drive cable 62 may be secured to the cable 25 

adapter 60 in any number of suitable fashions, including but 
not limited to the use of adhesives, crimping, and laser 
welding. These same techniques may be used to secure the 
cable adapter 60 within the shaft 46 of the rotor 44. A radial 
seal 64 is provided in between the wall of the pump body 34 30 

and a distal stepped region 66 on the rotor shaft 46, the 
function of which will be described below. 

The impeller 48 includes a hub 56 and a plurality of 
blades 58 extending therefrom. The hub 56 is generally 
conical and, according to the first broad aspect of the present 35 

invention, is hollow throughout to form part of the central 
lumen of the guide mechanism 16. In this regard, the hub 56 
is preferably provided with a gasket or seal member 68 at its 
distal tip. The seal member 68 may be made of any suitable 
sealing material (including but not limited to silicone) such 40 

that the pump 12 and cannula 14 may be easily progressed 
along the guide wire 22 for delivery to a desired circulatory 
site. The seal member 68 should also be robust enough to 
prevent the ingress of blood into the interior of the rotor hub 
56 during pump operation, whether the guide wire 22 45 

remains in place or is fully withdrawn. The blades 58 are 
dimensioned to reside in close tolerance with the interior 
surface of the shroud 36. In operation, the blades 58 impart 
both an axial and radial vector on the blood which causes it 
to flow outward through the flow ports 38 formed in the 50 

shroud 36. As used herein, the term "axial flow" is deemed 
to include flow characteristics like that shown in FIG. 3, 
which include both an axial and slight radial component. It 
is to be readily appreciated that, although shown as an axial 
flow type, blood pump 12 may comprise any number of 55 

suitable types of intravascular blood pumps, including but 
not limited to so-called "mixed flow" intravascular blood 
pumps without departing from the scope of the present 
invention. 

The drive cable assembly 18 includes the drive cable 62 
and the drive cable sheath 32. The drive cable 62 is coupled 
to the rotor 44 via the cable adapter 60. The drive cable 
sheath 32 includes a central lumen 74 and a plurality of side 
lumens 76. The central lumen 74 serves as a protective 
covering for the drive cable 62. The central lumen 74, along 
with the side lumens 76, also forms part of the purge fluid 
delivery system 26 shown above in FIG. 2, which will be 
described in greater detail below. The side lumens 76 are 
provided in fluid communication with the fluid inlet conduit 
28, while the central lumen 74 is provided in fluid commu
nication with the fluid outlet conduit 30. The side lumens 76 
are thus configured to deliver purge, fluid into the pump 12, 
while the central lumen 74 is configured to transport purge 
fluid away from the pump 12 along the length of the drive 
cable 62. 

The pressurized purge fluid within the side lumens 76 may 
take one of two flow paths upon entry into the pump 12. One 
flow path passes through the interior of the pump 12 and 
onward past the radial seal 64 to prevent the ingress of blood 
into the pump body 34 during pump operation. More spe
cifically, the purge fluid flows distally around the cable 
adapter 60, through the ball bearing assemblies 50, 52, and 
onward past the radial seal 64. This egress of purge fluid past 
the radial seal 64 can be controlled to effectively thwart the 
ingress of blood past the radial seal 64, which might 
otherwise cause clotting and/or pump damage. The other 
flow path is directed back out the central lumen 74 for 
delivery to the fluid outlet conduit 30. In so doing, this flow 
path bathes the components of the pump 12 and/or drive 
cable 62 and thereby reduces frictional heating within the 
pump 12 and/or the central lumen 74 of the sheath 32 during 
pump operation. 

The "over-the-wire" guide mechanism 16 includes a 
central lumen through which the guide wire 22 may extend 
for the purpose of slideably advancing the blood pump 12 
and cannula 14 into a desired position within the circulatory 
system of a patient. In the embodiment shown, this central 
lumen is established by forming and co-aligning the indi
vidual central lumens within each of the drive cable 62, the 
cable adapter 60, the shaft 46 and hub 56 of the rotor 44, and 
the cannula 14. In this regard, the drive cable 62 is prefer
ably of wound-wire construction having a central lumen 
formed therein. The central lumens within the cable adapter 
60, rotor 44, and gasket 68 may be formed via machining or 
molding processes. These central lumens should preferably 

The cannula 14 is coupled at its proximal end to the rotor 
shroud 36. This may be accomplished in any number of 
fashions, including but not limited to the use of adhesives. 
This may also be facilitated by dimensioning the shroud 36 
to include a narrow inlet region 70 capable of being received 
flushly within the proximal end of the cannula 14. The inlet 
region 70 of the shroud 36 should preferably have a tapered 
interior surface for establishing a smooth flow transition 

60 be sized such that they permit the slideable passage of the 
pump 12 and cannula 14 therealong, but do not interfere 
with or constrain the guide wire 22 to cause inadvertent 
rotation of the guide wire 22 during pump operation. As 
noted above, it is also contemplated to remove the guide 

65 wire 22 after the pump 12 and cannula 14 are properly 
positioned in the patient. In this case, the gasket or seal 68 
on the hub 56 should be robust enough to reseal after the 
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guide wire 22 is withdrawn and prevent the ingress of blood 
into the interior of the rotor 44. 

Referring to FIG. 5, the motor coupler 24 includes a 
housing 78, a drive shaft adapter 80, and a bearing assembly 
82. The drive shaft adapter 80 includes a drive shaft coupler 
84 dimensioned to receive a drive shaft of a motor (not 
shown), and a drive cable coupler 86 dimensioned to receive 
the drive cable 62. Any of a variety of attachment techniques 
may be employed to securely fasten the drive cable 62 to the 
drive cable coupler 86, including but not limited to adhe
sives, crimping, and laser welding. The drive shaft adapter 
80 is rotatably disposed within the housing 78 by the bearing 
assembly 82. The bearing assembly 82 includes a sleeve 88 
(which may alternatively be formed as an integral part of the 
housing 78) for retaining a pair of ball bearing assemblies 
90, 92 and a spring 94 of the type described above. That is, 
each bearing assembly 90, 92 generally comprises an inner 
race which rotates along with the drive shaft adapter 80, an 
outer race which remains in a static and fixed position 
against the inner surface of the retaining sleeve 88, and a 
plurality of ball bearings disposed between the inner and 
outer races. The spring 94 is provided to bias each bearing 
assembly 90, 92 axially away from one another to reduce 
axial play during operation. 

The purge fluid delivery system 26 includes a housing 96 
having a central lumen 98, an inflow port 100, and an 
outflow port 102. The housing 96 is also dimensioned to 
matingly receive a portion of the motor coupler 24. In this 
regard, a seal element 104 is provided sandwiched in 
between the housing 96 and housing 78 and including an 
aperture which extends about the drive shaft adapter 80 as it 
exits the housing 78 to prevent the ingress of purge fluid into 
the motor coupler 24. A fluid guide structure 106 is also 
provided within the central lumen 98 for the purpose of 
separating the inflow and outflow ports 100, 102. The fluid 
guide structure 106 includes a central lumen 108 through 
which the drive cable 62 extends, and an elevated portion 
110 that retains an 0-ring 112 against the inner surface of the 
central lumen 98 of the housing 96. The drive cable sheath 
32 is secured to the housing 96 such that the inflow port 100 

14 
clarity and consistency, then, like reference numerals will be 
used to denote like elements and distinctions pointed out 
where necessary. Moreover, due to the commonality of 
principles employed in both intravascular blood pump sys
tems 10, 120, a discussion to the level of detail set forth 
above is not deemed necessary with regard to the intravas
cular blood pump system 120. Instead, those aspects in 
common with the intravascular blood pump 10 are hereby 
incorporated into the discussion of the intravascular blood 

10 pump system 120. 
In its most general form, the intravascular blood pump 

system 120 of this second broad aspect of the present 
invention comprises the blood pump 12 and cannula 14 
arrangement, wherein the cannula 14 is equipped with a 

15 "side-rigger" or "rapid exchange" guide mechanism 122. In 
an important aspect of the present invention, the "rapid 
exchange" or "side-rigger" guide mechanism 122 includes a 
guide carriage 124 formed along at least a portion of the 
cannula 14, and a suitable guide element (such as guide wire 

20 22) dimensioned to pass slidably through a lumen (not 
shown) extending through the guide carriage 124. The 
"rapid exchange" guide mechanism 122 thereby provides 
the ability to selectively guide the blood pump 12 and 
cannula 14 to a predetermined position in the circulatory 

25 system of a patient in the manner described above. Namely, 
the guide wire 22 may be first introduced into the vascular 
system of a patient through any suitable access point and 
guided to a desired location within the circulatory system of 
the patient, i.e. the left ventricle as shown. The blood pump 

30 12 and cannula 14 may thereafter be advanced along the 
guide wire 22 and positioned in the trans-valvular configu
ration shown for providing left-heart assist. 

FIGS. 7-9 further illustrate the "side-rigger" or "rapid
exchange" guide mechanism 122 of this second broad aspect 

35 of the present invention. In a preferred embodiment, the 
"side-rigger" guide mechanism 122 includes a lumen 126 
formed within the guide carriage 124. The guide carriage 
124 is preferably formed as an integral extension of the wall 
of the cannula 14. FIGS. 7 and 8 comport with the embodi-

40 ment shown in FIG. 6, namely illustrating the guide carriage 
124 formed along the exterior surface of the cannula 14. 
FIG. 9 illustrates an alternate embodiment wherein the guide 
carriage 124 may be formed along the interior surface of the 
cannula 14. In either case, the guide wire 22 is advanced to 

is communicatively coupled to the side lumens 76, and the 
outflow port 102 is communicatively coupled to the central 
lumen 74. In this fashion, pressurized purge fluid may be 
introduced through the inflow port 100 via inflow conduit 
28, and removed through the outflow port 102 via outflow 
conduit 30. By way of example, the inflow conduit 28 and 
outflow conduit 30 may be coupled to their respective ports 
100, 102 via barbed connectors 114. Similarly, the inflow 
and outflow conduits 28, 30 may be equipped with any 
number of suitable connectors (such as those illustrated by 
way of example in FIG. 2) for establishing fluid communi
cation with a source of pressurized fluid (not shown). The 
pressurized fluid source (not shown) may include, but is not 
necessarily limited to, the use of a syringe, an indeflator, a 
fluid delivery pump, or an accumulator arrangement to 55 

provide the requisite delivery of pressurized fluid. The purge 
fluid delivery system 26 thus provides a two-way transmis
sion of purge fluid within the drive cable sheath 32 for the 
purposes of cooling the blood pump 12 and preventing the 
ingress of blood past the radial seal 64 and into blood pump 60 

12. 

45 a desired location in the vasculature of the patient, after 
which point the blood pump 12 and cannula 14 can be 
slidably advanced therealong for delivery to the desired 
location according to the present invention. The guide wire 
22 may thereafter be withdrawn from the patient. If the 

50 guide carriage 124 is formed along the exterior surface of the 
cannula 14 (as shown in FIGS. 7-8), then the cannula 14 
should preferably be positioned so that the guide carriage 
124 does not extend in a trans-valvular fashion. For 
example, with reference to FIG. 6, the guide carriage 124 
should be positioned wholly within the left ventricle such 
that the pulsatile blood flow during beating heart procedures 
will not inadvertently pass through the side lumen 126 and 
pass through the aortic valve. 

The intravascular blood pump system 120 is constructed 
in virtually the same manner as the intravascular blood 
pump system 10 shown and described above, with the 
exception of the location of the respective guide mecha
nisms 16, 122. More specifically, because the guide mecha
nism 122 is disposed along the side of the cannula 14, there 

Referring to FIG. 6, shown is a guidable intra-vascular 
blood pump system 120 according to a second broad aspect 
of the present invention. As will be described hereinafter, the 
intravascular blood pump system 120 differs from the intra
vascular blood pump system 10 described above only as to 
the type of guide mechanism employed. In the interest of 

65 is no need to form a central lumen extending through the 
blood pump 12, drive cable assembly 18, purge fluid deliv
ery system 26, and motor coupler 24 as detailed above with 
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regard to the intravascular blood pump system 10. As such, 
these components need not be specially machined or molded 
to include such central lumens as was required with the 
intravascular blood pump system 10 set forth above. 

16 

Referring to FIG. 10, shown is a guidable intravascular 
blood pump system 130 according to a third broad aspect of 
the present invention. Again, due to the commonality 
between many of the same components and features of the 
intravascular blood pump systems described above and the 
intravascular blood pump system 130, like reference numer- 10 

als will be used to denote like elements and distinctions 

14 may be equipped with dedicated lumens to rece1ve 
various guide mechanisms (such as guide wires, balloon 
catheters, selectively deformable elements such as Nitonol, 
etc). In similar fashion, the guide catheter 132 may be used 
to transport fluid to and/or from the patient, such as by 
providing apertures 138 along predetermined regions of the 
catheter 132. 

FIG. 11 demonstrates a significant feature of the present 
invention involving the use of the guide catheter 132 to 
transport fluid to and/or from the patient. An optional 
perfusion assembly 140 is provided as part of the intravas-

pointed out where necessary. As will be explained in greater 
detail below, the intravascular blood pump system 130 
employs yet another unique and useful guide mechanism 
according to the present invention. However, because many 
of the same components are employed, a discussion to the 
level of detail set forth above is not deemed necessary with 
regard to the intravascular blood pump system 130. Instead, 
those aspects in common with the intravascular blood pumps 
described above are hereby incorporated into the discussion 
of the intravascular blood pump system 130. 

In its most general form, the intravascular blood pump 
system 130 of this third broad aspect of the present invention 
comprises the blood pump 12 and cannula 14 arrangement, 
wherein a "guide catheter" 132 is provided as the guide 
mechanism for positioning the pump 12 and cannula 14 at a 
desired location within the circulatory system of the patient. 
More specifically, with brief reference to FIG. 12, the 
intravascular blood pump system 130 is formed in two 
separate assemblies according to the present invention: a 
conduit assembly 134 and pump assembly 136. In its most 
basic form, the conduit assembly 134 comprises the guide 
catheter 132 and cannula 14 coupled to the rotor shroud 36. 
The pump assembly 136 is constructed such that the pump 
body 34 and rotor 44 can be disengaged from the rotor 
shroud 36 and removed entirely from the conduit assembly 
134. Referring again to FIG. 10, this dual construction forms 
a significant feature of the present invention because it 
provides the ability to form the blood pump 12 at a desired 
location in a patient using two separate and distinct steps. 
The first step involves positioning the conduit assembly 134 
(with the pump assembly 136 removed) within a patient 
such that the shroud 36 and cannula 14 are each disposed in 
a desired location, such as a trans-valvular configuration for 
cardiac assist procedures. In an important aspect, the task of 
positioning the conduit assembly 134 within the patient may 
be advantageously facilitated through the use of any number 
of well known guidance mechanisms, including but not 
limited to guide wires, balloon catheters, imaging wires, 
guide catheters, and/or techniques involving ultra-sound or 
fluoroscopy. The second step in providing the intravascular 
blood pump system 130 of the present invention involves 
advancing the pump assembly 136 through the conduit 
assembly 134 such that the rotor 44 docks within the shroud 
36 to form the pump 12 at the desired location. 

By way of clarification, the term "cannula" is used to 
denote cannula 14 because it serves a primary purpose of 
transporting fluid into the blood pump 12, whereas the term 
"catheter" is used to denote the catheter 132 because it 
serves a primary purpose of guiding or directing devices or 
components (i.e. the pump assembly 136) to a desired 
location within the body. It is to be readily understood, 
however, that these terms are only used for convenience and 
in a general fashion such that the cannula 14 may serve 
certain guiding functions and the catheter 132 may serve 
certain fluid transportation functions without departing from 
the scope of the present invention. For example, the cannula 

cular blood pump system 130 of the present invention. The 
perfusion assembly 140 includes a conduit 142 in fluid 
communication with the apertures 138, which in this case 

15 are formed near the distal region of the guide catheter 132 
a short distance downstream from the blood pump 12. In use, 
blood will pass along the exterior of the guide catheter 132 
for distribution throughout the body, as well as within the 
interior of the guide catheter 132 after passing into the 

20 apertures 138. The perfusion assembly 140 may then be 
employed to selectively reroute blood from within the guide 
catheter 132 to a point within the patient's vasculature 
downstream from the point where the guide catheter 132 
enters the body. A hemostasis valve assembly 146 of the 

25 perfusion assembly 140 permits the drive cable assembly 18 
to pass through to the purge fluid delivery system 26 while 
preventing blood flow other than into the perfusion assembly 
140. A seal assembly 150 of the purge fluid delivery system 
26 permits the drive cable 62 to pass through to the motor 

30 20 while preventing the flow of purge fluid other than into 
and from the purge fluid delivery system 26. The perfusion 
assembly 140 includes a control mechanism 148 for selec
tively controlling the distribution of perfusion blood flow 
from the perfusion assembly 140 into the patient. This 

35 control mechanism 148 may be automatic based on certain 
feedback criteria or manually operated. 

FIGS. 12-17 illustrate an exemplary construction of the 
intravascular blood pump system 130 according to the third 
broad aspect of the present invention. As shown in FIG. 12, 

40 the conduit assembly 134 may be selectively disengaged so 
as to remove the pump assembly 136 therefrom. According 
to the present invention, the conduit assembly 134 may be 
introduced (without the pump assembly 136) into the cir
culatory system of a patient and selectively guided such that 

45 the rotor shroud 36 and cannula 14 are positioned at a 
desired location. The pump assembly 136 can thereafter be 
selectively introduced into the conduit assembly 134. A 
challenge in such a "back-loading" arrangement is ensuring 
that the pump assembly 136 docks appropriately within the 

50 rotor shroud 36 and is maintained in proper engagement 
during operation of the resulting pump 12. 

An exemplary docking arrangement will now be 
described with reference to FIG. 14. In a preferred embodi
ment, the rotor 44 may be properly and accurately docked 

55 within the shroud 36 by forming angled mating surfaces on 
corresponding portions of the shroud 36 and pump body 34. 
More specifically, an angled mating surface may be formed 
on the interior surface of the rotor shroud 36 along that 
portion extending proximally from the flow aperture 38. A 

60 corresponding angled mating surface may be provided along 
the exterior surface of the pump body 34 along a distal 
portion thereof. The mating surfaces shown in FIG. 14 may 
preferably be formed in the range from about 2 degrees to 10 
degrees, and more preferably formed in the range from about 

65 3 degrees to 6 degrees. Mating angles within these ranges 
are adequate to guide the distal end of the pump body 34 to 
a point generally flush with the proximal edge of the flow 



US 9,597,437 B2 
17 18 

0-ring 190 is disposed within a groove formed in the rotor 
shaft 46 so as to maintain the bearing assembly 180 against 
the seal spring 182. The 0-ring 190 is further secured within 
the groove in the rotor shaft 46 via a contoured lip portion 

aperture 38 as shown in FIG. 14. In this fashion, the pump 
assembly 136 and the rotor shroud 36 combine to form the 
blood pump 12. More importantly, this docking is carried 
out such that the rotor 44 and rotor blades 58 are maintained 
in proper position for efficient and safe pump operation. 

An exemplary biasing scheme for maintaining the pump 
assembly 136 in this docked relationship will now be 
described with reference to FIGS. 12-13 and 16-17. The 
conduit assembly 134 is preferably equipped with a male 
quick-connect coupling 152 capable of engaging with a 
female quick-connect coupling 154 forming part of the 
perfusion assembly 140 of the present invention. A bias 
spring 156 is provided in between the perfusion assembly 
140 and the housing 96 of the purge fluid delivery system 26. 
The bias spring 156 is preferably dimensioned so as to be in 
tension when the male quick-connect 152 is engaged within 
the female quick-connect 154 as part of the docking process 

5 extending from the distal end of the cable adapter 60. The 
proximal end of the cable adapter 60 flushly engages the 
drive cable 62. 

The purge fluid delivery system of the embodiment shown 
in FIG. 18 provides for a one way delivery of purge fluid to 

10 the blood pump 12. That is, pressurized fluid (namely, fluid 
pressurized to some level elevated above the blood pressure 
in the surrounding vessel) is injected in between the drive 
cable 62 and the interior of the protective sheath 32 during 
operation. This serves to reduce any frictional heating that 

15 exists between the drive cable 62 and sheath 32. The 

of the present invention. As such, the bias spring 156 serves 
to maintain the pump assembly 136 in the docked position 
within the rotor shroud 36. The bias spring 156 may be 20 

coupled to the housing 96 of the purge fluid delivery system 

pressurized fluid also flows through the interior of the pump 
12 such that, if the seal at 192 is broken, the pressurized fluid 
will flow past the open seal 192 and onward through the 
blood flow ports 38 formed in the shroud 36. This serves to 
keep blood from entering the pump 12 in an effort to avoid 
clotting and/or damaging the pump 12. 

The pump assembly 136 may be docked within the 
conduit assembly 134 in any number of different fashions 
without departing from the scope of the present invention. 

26 in any number of suitable fashions. One such coupling 
arrangement may comprise a female quick-connect coupling 
158 attached to the housing 96 and a male quick-connect 
coupling 160 attached to the bias spring 156. 

An exemplary embodiment of the perfusion assembly 140 
is shown with reference to FIGS. 12-13 and 17. The perfu
sion assembly 140 shown includes the hemostasis valve 146 
coupled to the female quick-connect coupling 154. A length 

25 That is to say, the docking scheme shown in FIG. 18 is set 
forth by way of example only and is not to be deemed 
limiting or restrictive as to numerous ways to temporarily 
engage or "dock" the pump assembly 136 within the conduit 

of tubing 162 extends between the opposing barb connectors 30 

of the hemostasis valve 146 and the female quick-connect 
coupling 154. A continuous lumen is formed extending 
through the interior of the male quick-connect coupling 152, 
the female-quick-connect coupling 154, the tubing 162, and 
the hemostasis valve 146. The drive cable assembly 18 35 

extends through this continuous lumen and exits through a 
Touehy-Borst hemostasis seal 164 which prevents the 
migration of blood out of the proximal end of the perfusion 
assembly 140. A side-port 166 is disposed in fluid commu
nication with the central lumen of the perfusion assembly 40 

140. In one embodiment, this side-port 166 may be equipped 
with a conduit 168 having a stop-cock 170 to selectively 
control the distribution of blood through a perfusion conduit 
(i.e. conduit 142 of FIG. 11) coupled to the stop-cock 170. 

assembly 134. The only requirement is that the pump 
assembly 136 and conduit assembly 134 dock such that the 
rotor 44 is disposed within the shroud 36 to provide the 
desired axial flow through the cannula 14 and out the shroud 
36. The exemplary docking scheme involves forming an 
annular engagement groove 194 along the interior of the 
shroud 36, and forming a complementary annular ridge 196 
along the exterior surface of the pump body 34. During 
insertion, the pump assembly 136 will be advanced into the 
conduit assembly 134 until the annular ridge 196 on the 
pump body 34 engages within the groove 194 formed in the 
shroud 36. This docking scheme is generally advantageous 
in that the engagement action between the annular ridge 196 
and groove 194 will provide tactile feedback to the physi
cian during the process of inserting the pump assembly 136 
into the conduit assembly 134 such that the physician will be 
able to determine when the docking has been completed. 

As will be appreciated by those skilled in the art, the 
location of the annular ridge 196 and engagement groove 
194 may be varied such that they are disposed closer or 
farther away from the flow apertures 38. It may be advan-

It will be appreciated that this type of manual control system 45 

for selectively perfusing the patient may be replaced with 
control circuitry for automatically controlling the rate of 
perfusion. Such automatic perfusion may be based on con
trol algorithms based on contemporaneous feedback or 
pre-programmed thresholds. 

The foregoing discussion details a host of inventive 
aspects forming part of the present invention. It will be 
appreciated by those skilled in the art that changes could be 
made to the embodiments described above without departing 
from the broad inventive concepts thereof. The following 55 

evidences, by way of example only, various additional 
aspects forming part of the present invention. 

50 tageous to form these docking structures close to the flow 
apertures 38 in an effort to thwart the ingress of blood into 
the junction extending between the interior of the shroud 36 
and the exterior surface of the pump body 34. It is also 

FIG. 18 illustrates an alternate configuration of the intra
vascular blood pump system 130 of the third broad aspect of 
the present invention having an alternate bearing assembly, 60 

purge fluid delivery, and docking scheme. The bearing 
assembly includes a seal spring 182 and a bearing assembly 
180. The bearing assembly 180 includes an inner race 184, 
an outer race 186, and a plurality of balls 188 which enable 
the inner race 184 to rotate along with the rotor shaft 46 65 

while the outer race 186 remains in a static and fixed 
position relative to an inner surface of the pump body 34. An 

contemplated to employ selectively inflatable structures, 
such as balloons, in an effort to temporarily engage or dock 
the pump assembly 136 within the conduit assembly 134. In 
this regard, one or more lumens may be formed within the 
pump body 34 extending from the interior of the pump body 
34 in fluid communication with a balloon disposed along the 
exterior surface of the pump body 34. The pressurized fluid 
flowing within the interior of the pump body 34 may then be 
used to inflate the balloon, which will then engage within an 
annular groove in the shroud 36, such as at 194. Of course, 
the engagement structures may also be reversed without 
departing from the scope of the present invention. For 
example, the shroud 36 may be equipped with a fluid 
delivery lumen therein for inflating a balloon disposed on 
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the interior surface of the shroud 36, which may in turn be 
disposed within an annular engagement groove formed 
along the exterior surface of the pump body 34. 

While this invention has been shown in use largely in 
during left-heart applications it is to be readily appreciated 
that this does not limit the applications of this invention for 
use in left heart support only. Rather, the guidable intravas
cular blood pump of the present invention can be utilized in 
right-heart support applications and a wide variety of other 
applications apparent to those skilled in the art. For example, 10 

with reference to FIG. 19, shown is an intravascular blood 
pump 200 (of the type shown and described above with 
reference to FIGS. 2-5) configured for use in a right-heart 
support application. In this embodiment, the intravascular 

15 
blood pump system 200 is equipped, by way of example, 
with an "over-the-wire" guide mechanism 16 comprising a 
balloon catheter 202. It is to be readily appreciated that, 
although shown and described below in terms of an embodi
ment of the type shown in FIGS. 2-5, the intravascular blood 20 

pump systems 120, 130 disclosed herein may also be con
figured for use in right-heart applications. Such right-heart 
configurations, and others apparent to those skilled in the art 
based on the broad principles enumerated in this application, 
are contemplated as being within the scope of the present 25 

invention. 

20 
Those skilled in the art will also appreciate that, although 

shown and described above in terms of "axial flow," the 
present invention is not limited to the axial flow type 
intravascular blood pumps. Rather, the intravascular blood 
pumps 12 may comprise any number of suitable types of 
intravascular blood pumps, including but not limited to 
so-called "mixed flow" intravascular blood pumps, without 
departing from the scope of the present invention. 

With regard to the embodiments shown in FIGS. 10-17, it 
is furthermore contemplated that the guide catheter 132 may 
be separable from the conduit assembly 134 after the pump 
assembly 136 is docked within the shroud 36 to form the 
pump 12 at the desired location within the circulatory 
system of the patient. This may be accomplished by pro
viding the guide catheter 132 in a detachable fashion via any 
number of suitable arrangements. By removing the guide 
catheter 132 after the pump 12 assembled, wound manage
ment of the access point into the patient's vasculature may 
be improved. This is due, in part, to the substantial reduction 
in size of the device extending into the patient (i.e. the drive 
cable assembly 18 as opposed to the larger diameter guide 
catheter 132). 

It is also contemplated to incorporate various pressure 
sensing and/or guidability features into at least one of the 
cannula, 14 and pump 12. Such features may include, but are 
not necessarily limited to, those shown and described in 
commonly-owned and co-pending U.S. patent application 
Ser. No. 09/280,988 (filed Mar. 30, 1999) entitled "Steerable 

The intravascular blood pump system 200 is shown 
positioned within the heart, such as may be advantageous to 
provide right heart support during beating heart surgery. To 
position the guidable intravascular blood pump system 200 
in the right heart according to the present invention, a 
suitable guide element (such as balloon catheter 202) is first 
advanced to a desired location within the heart via the "sail" 
action of an inflated balloon. After the balloon catheter 202 

3° Cannula," and U.S. patent application Ser. No. 09/280,970 
(filed Mar. 30, 1999) entitled "Pressure Sensing Cannula," 
the disclosures of which are hereby expressly incorporated 
by reference as if set forth herein in their entirety and 

35 
physically incorporated as APPENDIX A and APPENDIX B 
respectively to the present specification. These pressure 
sensing features may include, but are not necessarily limited 
to, the use of fluid-filled lumens, piezo-electric pressure 
sensing elements, strain gauges, and analysis of the torque/ 

is located in the desired position (such as in the pulmonary 
artery as shown), the intravascular blood pump system 200 
according to the present invention may be advanced over the 
balloon catheter 202 and guided into a desired arrangement. 
For right heart support, this would involve advanced into the 
pump 12 and cannula 14 overt the balloon catheter 202 until 
the fluid inlet 204 is disposed within the vena cava (or right 
atrium) and the fluid outlet 206 is positioned within the 
pulmonary artery. The pump 12 may then be selectively (i.e. 
automatically or on-demand) controlled to transport blood 
from the vena cava (or right atrium) in a trans-valvular 45 

fashion through the tricuspid valve, the right ventricle, and 
the pulmonary valve for deposit within the pulmonary artery. 
Providing right-heart support during beating heart surgery 
advantageously overcomes conditions where cardiac output 
may become compromised during beating heart surgery, 
such as when the heart is lifted to gain access to posterior 
vessels, thereby avoiding the need for cardiopulmonary 
bypass. 

40 current relationship (based on the dynamic pressure differ
ential between the inlet and outlet of the pump). The 
guidability features may include, but are not necessarily 
limited to, the use of side lumens and deformable materials 
(i.e. Nitonol). 

Various pump and cannula arrangements have been 
described and shown above for providing right and/or left 
heart support wherein blood is deliberately re-routed 
through and past the right and/or left ventricle in an effort to 
reduce the volume of blood to be pumped by the particular 

50 ventricle. While "unloading" the ventricles in this fashion is 
preferred in certain instances, it is to be readily understood 
that the pump and cannula arrangements described herein 
may also be employed to "preload" the ventricles. Ventricu-

It is also contemplated as part of the present invention that 
the guidable intravascular blood pump systems can be 
introduced into the patient's vasculature to achieve the 
intravascular access into the right or left heart through any 
number of access points, including but not limited to the 
internal jugular vein, the brachiocephalic vein, carotid 
artery, axillary artery, femoral vein, femoral artery, and 
subclavian artery. The intravascular blood pump systems of 
the present invention may also be introduced via direct 
introduction, such as into the aorta, the atria, and the 
ventricles. As is well known in the art, such intravascular 
access may be achieved percutaneously through the use of 
the Seldinger technique or directly through the use of 
minimally invasive access techniques. 

55 lar preloading may be accomplished by positioning the 
outflow cannula from the pump into a given ventricle such 
that the pump may be employed to fill or preload the 
ventricle with blood. This may be particularly useful with 
the right ventricle. On occasion, the right ventricle is not 

60 supplied with sufficient levels of blood from the right atrium 
such that, upon contraction, the right ventricle delivers an 
insufficient quantity of blood to the pulmonary artery. This 
may result when the right ventricle and/or right atrium are in 
a stressed or distorted condition during surgery. Preloading 

65 overcomes this problem by actively supplying blood into the 
right ventricle, thereby facilitating the delivery of blood into 
the pulmonary artery. The same technique can be used to 
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preload the left ventricle and thus facilitate the delivery of 
blood from the left ventricle into the aorta. 

Appendix A-(U.S. Ser. No. 09/280,988) 

Steerable Cannula 

BACKGROUND OF THE INVENTION 

22 
catheter acts as a guide wire in facilitating the advancement 
of the cannula to the desired destination. The flow directed 
balloon catheter is first inserted into place in the patient's 
body, and the cannula, threaded around the flow directed 
balloon catheter, is then advanced into the desired position. 

Insertion of the flow directed balloon catheter is effected 
using the inflatable balloon disposed at a distal tip of the 
flow directed balloon catheter. A lumen in communication 
with the balloon delivers inflating fluid to the balloon, 

1. Field of the Invention 
The invention relates to vascular cannulas for use m 

medical procedures. 

10 
thereby inflating the balloon and causing it to operate as a 
"sail" which is pulled along in the blood stream through the 
natural blood flow in the patient's circulatory system. 

2. Description of Related Art 
In medical applications and specifically in surgery, the list 

The above procedures have met with only limited success, 
and there exists a long felt need for devices and methods that 
facilitate placement of a cannula in a patient's body. A 

of uses for cannulas is exhaustive. Cannulas are to be 
distinguished from catheters in that catheters generally have 

15 system that will assist in the manipulation of the cannula 
through the vascular structure or other bodily regions of the 
patient would accordingly serve to make the placement 
process more efficient and less time-consuming, improving 
the chance of overall success of a surgical procedure. 

a substantially smaller fluid-carrying capacity are used pri
marily for sampling or measurement purposes or for deliv
ery of small quantities of fluid, whereas cannulas are gen
erally larger and are used for volumetric fluid transfer. One 20 

application of cannulas involves the augmenting or supple
menting of pulmonary blood flow through the beating heart 
during cardiac-surgery by use of one or more cannulas 
involved in the intake and return ofblood into the circulatory 
system. The cannulas interface between the patient's circu- 25 

latory system and the mechanical pumps that power the 
augmentation procedure. Such an application is described in 
co-pending PCT Application no. PCT/US97/18674 entitled 
"Single Port Cardiac Support Apparatus", filed Oct. 14, 
1997 and incorporated herein by reference in its entirety. 

BRIEF SUMMARY OF THE INVENTION 

As will be appreciated, precise and quick placement of the 
cannula in surgical applications is critical, given the severe 
time constraints facing a surgeon whose patient's vital life 
sustaining functions have been suspended during the proce
dure. Currently, methods for placing cannulas in a patient's 35 

body are crude, in that they rely on guesswork and trial and 
error. Specifically, a surgeon will insert the cannula and 
direct it towards the desired destination, but ultimately must 
feel by hand, through the patient's tissue for example, 
whether it has reached that destination. The surgeon may be 40 

forced to make several retractions and re-insertions until the 
process succeeds. Shortcomings of such a procedure are 
clear and may include damage to the delicate tissue involved 
and waste of valuable time. Additionally, constraints on the 
flexibility of the material are imposed since a prescribed 45 

amount of rigidity is required to enable the cannula to be felt 
through the tissue and insure that the cannula does not 
collapse under insertion force. 

The present invention overcomes the deficiencies of the 
prior art by providing a cannula which can be steered during 
its advancement in the body of the patient. Steering is 
implemented using cables connected to a deformable portion 
of the cannula. The cables extend to the proximal end of the 
cannula from where the operator can selectively apply 
tensional forces to thereby cause the cannula to curve at the 
deformable portion. The deformable portion is disposed 

30 preferable at the distal end of the cannula, but may be 
located at other sites along the length of the cannula. 

In accordance with a second embodiment of the inven-
tion, the cannula is provided with more than one cable for 
facilitating deformation along multiple planes. Additionally, 
preformed curves may be provided along the length of the 
cannula, which curves can be either augmented or straight-
ened by applied tension to the cables. 

The cannula, in accordance with a third embodiment, is 
provided with a spiraling wire formed in the cannula wall. 
The spiraling wire operates to provide rigidity to the body of 
the cannula and maintain good fluid flow therein. The 
spiraling wire may comprise a portion of the cable used to 
impart deformation in an arrangement in accordance with a 
fourth embodiment of the invention. 

In accordance with a fifth embodiment of the invention, 
the steerable cannula is provided with an inflatable balloon 
at the distal end thereof for assisting in guiding the cannula 
to its desired destination. The inflatable balloon is selec
tively inflatable using a lumen which effects fluid commu-
nication between an fluid source and the balloon. 

In accordance with a sixth embodiment of the invention, 
a steerable cannula having a pigtail distal tip configuration 
is provided. 

In accordance with a seventh embodiment of the inven-

Alternatively, the surgeon may rely on the use of guiding 
devices such as a guide wire threaded through the cannula. 50 

The guide wire is often easier to manipulate than the 
cannula, and its placement precedes placement of the can
nula. After the guide wire is in place, the cannula is pushed 
along the length of the guide wire, following the guide wire tion, a steerable cannula having a movably supported guide 

55 wire is provided. to the desired destination. 
It is also known that a flow directed balloon catheter can 

be used as a guide wire. Balloon catheters are well known 
In accordance with an eighth embodiment of the inven

tion, a steerable cannula having an integrally formed guide 
wire is provided. in the art and have a multitude of uses, including delivery or 

removal of fluid from the surgical site. However, flow 
directed balloon catheters are typically at least an order of 
magnitude smaller than cannulas. Their small size accord
ingly severely limits their application since both quantity 
and rate of fluid flow through the catheter are limited. In fact 

In accordance with a ninth embodiment of the invention, 
60 a steerable cannula is used in a co-axial cannula arrange

ment. 

it is precisely because of their small size that flow directed 
balloon catheters can be used as guiding devices for the 65 

larger, more robust and versatile cannulas. During use as a 
guiding device for a cannula, the flow directed balloon 

BRIEF DESCRIPTION OF THE SEVERAL 
VIEWS OF THE DRAWING(S) 

Many advantages of the present invention will be appar
ent to those skilled in the art with a reading of this speci-
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fication in conjunction with the attached drawings, wherein 
like reference numerals are applied to like elements and 
wherein: 

FIG. 20 is schematic side view of a steerable cannula in 
the undeformed state in accordance with the first embodi
ment of the invention; 

FIG. 21 is a schematic cross-sectional view of the steer
able cannula of FIG. 20 taken along line A-A; 

FIG. 22 is a schematic side view of the steerable cannula 
in the deformed state in accordance with the first embodi
ment; 

FIG. 23 is a schematic cross-sectional view of a steerable 
cannula having two cables in accordance with a second 
embodiment of the invention; 

24 
With reference to FIGS. 20-23 in which an exemplary 

arrangement in accordance with a first embodiment of the 
invention is shown, cannula 1120 can be seen as comprising 
a substantially cylindrical structure having a wall 1122 
which defines a main lumen 1124. Lumen 1124 is adapted 
for fluid transport to or from the body of the patient and may 
be provided with one or more holes 1126 located adjacent to 
distal tip 1128 and permitting passage of fluid therethrough. 
Holes 1126 supplement fluid flow through main port 1125, 

10 especially in situations of blockage of main port 1125. 
Cannula 1120 may be one of two complementary cannulas 
(not shown) used in a surgical procedure, one for intake and 
the other for removal of blood or other fluid from the 

FIG. 24 is a schematic side view of a steerable cannula 15 

patient's body. Alternatively cannula 1120 may comprise a 
component of a co-axial, single port device in which cannula 
1120 is surrounded by a second, larger conduit, with cannula having a reinforcing wire in accordance with a third embodi

ment of the invention; 
FIG. 25 is a schematic cut-away view of a steerable 

cannula in accordance with a fourth embodiment of the 
invention; 

FIG. 26 is a schematic cross-sectional view taken along 
line B-B of FIG. 25; 

FIG. 27 is a schematic side view of a steerable cannula 
having a preformed curve and an inflatable balloon formed 
at a distal end thereof in accordance with a fifth embodiment 
of the invention; 

FIG. 28 is a schematic side view of the inflatable balloon 
of fifth embodiment of the invention, wherein the balloon is 
shown in the inflated state; 

FIG. 29 is a schematic cross-sectional view taken along 
line C-C of FIG. 28; 

FIG. 30 is a schematic view showing a steerable cannula 
having a pigtail distal tip configuration in accordance with a 
sixth embodiment of the invention; 

FIG. 31 is a schematic view showing a steerable cannula 
having a guidewire distal tip configuration in accordance 
with a seventh embodiment of the invention; 

FIG. 32 is a schematic view showing a steerable cannula 
having a guidewire distal tip configuration in accordance 
with an eighth embodiment of the invention; 

FIG. 33 is a schematic side view showing a steerable 
cannula used in a co-axial configuration in accordance with 
a ninth embodiment of the invention, wherein the steerable 
cannula is advanced to a first relative position; 

FIG. 34 is a schematic side view showing a steerable 
cannula of FIG. 33, wherein the steerable cannula is 
advanced to a second relative position; and 

FIG. 35 is a schematic side view of a configuration in 
accordance with a tenth embodiment of the invention. 

DETAILED DESCRIPTION OF THE 
INVENTION 

The present invention comprises a steerable cannula in 
which a portion which is adapted for insertion into the body 
of a patient, preferably into the vascular system of the 
patient, is configured to be selectively deformable. The 
deformation aids in changing the direction of the cannula 
during the insertion process such that the cannula can be 
steered in a desired direction as it is advanced toward its 
destination in the patient's body. Deformation is effected 
using a cable connected with the deformable portion of the 
cannula. Tension on the cable, induced by for example 
rotating a portion of a handle disposed at a proximal end of 
the cannula exterior of the body of the patient, results in 
tension on one wall of the deformable portion and thereby 
causes it to bend in the direction of the cable. 

1120 for example operating to intake blood from the patient 
towards a pump system and the conduit operating to replace 
the blood from the pump back into the patient for augmen-

20 tation of blood flow during beating heart surgery as 
described in co-pending PCT Application no. PCT/US97/ 
18674 mentioned above. 

At a proximal end 1130 of cannula 1120 is provided a 
handle 1132 which serves to transmit turning forces applied 

25 by an operator's hand to the cannula to aid in its manipu
lation in the patient's body. As such, handle 1132 is rigidly 
attached to wall1122 of cannula 1120, although portions of 
handle 1132 may be configured for motion relative to 
cannula 1120 in order to impart the necessary tension on 

30 cables used for deforming the cannula 1120 as described 
below. Rotation of the rigidly attached portion of handle 
1132, results in a corresponding rotation of the distal end 
1128 of the cannula 1120 within the patient's body, thus 
aiding in the cannula's manipulation and advancement to the 

35 desired destination. 
Wall 1122, in addition to defining main lumen 1124 of 

cannula 1120, contains a secondary lumen 1136 formed 
therein. Movably mounted in lumen 1136 is a cable 1138 
which is secured at point 1140 in wall1122. Point 1140 may 

40 be disposed anywhere along the length of the cannula 1120, 
but in the preferred embodiment lies at distal end 1128. 

Cannula 1120 is provided with a deformable portion 1142 
formed along at least a segment of its length. In the 
exemplary arrangement shown in FIGS. 20-22, deformable 

45 portion 1142 is disposed in close proximity to distal end 
1128 of cannula 1120; however, it is to be understood that 
this not intended to be limiting and that other regions in the 
cannula 1120 can alternatively or additionally be made 

50 

deformable depending on the contemplated application. 
Deformable portion 1142 serves to cause cannula 1120 to 

bend in response to tension applied to cable 1138 and 
thereby assume a configuration as shown in FIG. 22. 
Depending on the location of point 1140 and the location of 
lumen 1136 radially and axially along wall 1122, applied 

55 tension to cable 1138 causes cannula 1120 to turn on itself 
in the direction of pull to thereby assume a curve having a 
predetermined orientation. Additionally, if cannula 1120 is 
provided with one or more preformed curves, which may be 
in identical or in different planes along the length of the 

60 cannula as is contemplated, tension in cable 1138 can 
operate to temporarily straighten the cannula along at least 
one of these planes to facilitate handling during a particular 
maneuver through the patient's body. 

It is also contemplated that more than one cable can be 
65 provided, supported in suitable secondary lumens formed in 

cannula 1120. As can be seen from FIG. 23, a second lumen 
1146 can be provided in wall1122 of cannula 1120, second 
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lumen 1146 movably supporting cable 1144 therein. Cables 
1138 and 1144 are thus disposed on opposite sides of 
carmula 1120 and serve to provide steerability in two direc
tions. The cables are configured such that a pulling of one 
cable is coordinated with a slacking of the other cable in 5 

order permit bending of carmula 1120 at deformable portion 
1142. Although shown to be diametrically opposed in posi
tion, cables 1138 and 1144 can occupy any position along 
wall1122, and it will be appreciated that the number of such 
cables used can vary depending on the application, as can 10 

their distribution in wall 1122, and any desired number of 
turning directions can accordingly be achieved in accor
dance with the present invention. 

Wall 1122 can be formed of materials ranging from rigid 
to flexible, and in the preferred embodiment comprises a 15 

semi-rigid transparent material such as silicone rubber. Of 
course it is to be understood that by definition deformable 
portion 1142 is to be constructed of a flexible material, 
regardless of the construction of the remainder of the wall 
1122, such that carmula 1120 can bend when appropriate 20 

pulling forces are imparted through the cable(s). 
Selective bending of cannula 1120 can also be facilitated 

using a core member provided for this purpose. Core mem
ber 1182, preferable formed of material having appreciable 
stiffness relative to wall 1122, is disposed longitudinally 25 

within cannula 1120 and serves to provide a deflection point 
to locate and control the bending point of the cannula. Core 
1182 is removable and can be movable distally or proxi
mally within carmula 1120 in order to alter the deflection 
point. In this manner also flow blockage in the carmula 1120 30 

can be insured during insertion. 
As can be seen from FIG. 24, a spiraling wire 1148 can be 

provided for structural reinforcement of cannula 1120. Wire 
1148 is either molded into the wall 1122 or is otherwise 
supported therein, and extends either partially or fully across 35 

the length of the cannula 1120. Wire 1148 facilitates han
dling of the carmula 1120 and reduces the possibility of 
carmula 1120 collapsing or being pinched shut and thus 
closing off the flow of fluid to or from the patient. Other 
ways of reinforcing the tubular body of carmula 1120 are 40 

known in the art and will adapt equally well to the present 
invention. In addition, no reinforcement may be needed if 
the carmula material is sufficiently rigid or if sufficient fluid 
flow is present within the carmula. 

Alternatively, as shown in FIGS. 25-26, spiraling wire 45 

1148 can itself comprise a portion of cable 1138. In such an 
arrangement, cannula wall 1122 is formed of two layers 
1162 and 1164, between which is formed a lumen 1166. 
Layers 1162 and 1164 may be discrete layers bonded 
together at appropriate regions, or they may be a single layer 50 

folded back upon itself to form the two layers, with lumen 
1166 and wire 1148 occupying predetermined regions ther
ebetween. Cable 1138 is housed in a polymide tube 1170 
disposed in lumen 1166 and extends beyond the end 1168 of 
tube 1170 to then spiral exteriorly of inner layer 1162 and 55 

interiorly of outer layer 1164 to thereby lend structural 
support to the carmula 1120. Metal or other tape 1172 can be 
used to secure spiraling wire 1148 in place. In a variation of 
this, cable 1138 and wire 1148 may be two discrete com
ponents which are welded or otherwise connected together 60 

at any desired point along the body of cannula 1120. 
Alternatively, as shown in FIG. 35, cable 1138 may be 
secured to a band 1184 disposed radially about or adjacently 
to tip 1186 of cannula 1120. In all of these variations, cable 
1138 may be formed of single or multiple strands of metal, 65 

plastic or carbon fiber composite, but preferably cable 1138 
is formed of a single strand of stainless steel having a 

26 
TEFLON™ coating. In the FIGS. 33-35 arrangements, 
carmula 1120 is shown with an atraumatic bullet tip 1186 
having side holes 1188 and end holes 1190. It will be 
appreciated that such a tip can be provided for any arrange
ment of the invention. It will also be appreciated that the tip 
1186 can itself serve as the anchor for the cable 1138 in 
certain arrangements. The tip 1186 is fixedly bonded to 
distal end 1125 of carmula 1120 and enables a simplified 
construction of the steering mechanism and provides a blunt 
surface that will not injure tissue in the body. 

Lumens 1136 and 1146, or other similar lumens, in 
addition to supporting cables 1138 and 1144 therein, may be 
used to supply inflating fluid to a balloon 1150 provided at 
the outer surface of the distal end 1128 of cannula 1120. As 
shown in the exemplary embodiment of FIGS. 27-29, bal
loon 1150 is in fluid communication with inflating fluid 
source 1152, via supply tube 1154 and lumen 1156. Fluid 
source 1152 serves to selectively provide fluid, such as 
saline, air or other gas, to balloon 1150 to thereby cause the 
balloon to inflate within the patient's body. Balloon inflation 
in this manner assists in placement of the carmula 1120, 
especially when inserting the cannula antegrade, with the 
inflated balloon serving to float the tip of cannula within the 
fluid flow to thus transport it to the desired location in the 
body. Cannula 1120 is provided with one preformed curve 
1158 in addition to curve 1160 imparted by the tension in 
cable 1138. Balloon 1150 is shown in the deflated state in 
FIG. 27 and in the inflated state in FIGS. 28 and 29. 

Various distal tip configurations can be selected for can
nula 1120, depending on the particular application as appre
ciated by those of ordinary skill in the art. For example, a 
pigtail shape can be used for crossing the aortic valve 
retrograde. The pigtail shape, illustrated in FIG. 30, can be 
formed by bonding or thermal welding or otherwise attach
ing a thermoplastic rod 117 4 formed into a loop at the distal 
end of the cannula 1120. Alternatively, a J-tip wire 1176 can 
be configured to protrude from the distal tip 1128, as 
illustrated in FIGS. 31 and 32. The J-tip wire can be a 
conventional guidewire movable or fixedly supported in a 
dedicated lumen 1178 formed in a rigidly attached tube 1180 
(FIG. 31), or it can be supported, rigidly or movably, 
between layers of material from which the wall 1122 of 
carmula 1120 is formed. Guidewires are known in the art and 
can for example be formed of windings of wire coiled 
around a core and having one or more preformed curves 
formed therein. 

An embodiment in which carmula 1120 is used in a 
coaxial configuration is shown in FIGS. 33 and 34. Cannula 
1120 serves as an inner cannula, passing through outer 
conduit 1180 while the two components are disposed in the 
patient's body. An important advantage of this arrangement 
is that outer conduit 1180 operates to vary the radius of 
curvature of inner carmula 1120 by providing a base point as 
the inner carmula 1120 is advanced. In this manner manipu
lation of the inner cannula 1120 and outer conduit 1180 is 
facilitated and advancement to the desired destination in the 
body of the patient is more efficiently accomplished. 

The above are exemplary modes of carrying out the 
invention and are not intended to be limiting. It will be 
apparent to one of ordinary skill in the art that modifications 
thereto can be made without inventive departure from the 
spirit and scope of the invention. 

Abstract of U.S. Ser. No. 09/280,988 

A steerable carmula is provided with at least one cable 
through which tension is communicated to a deformable 
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portion of the cannula. The tension causes the cannula to 
bend at the deformable portion, enabling selective steering 
of the cannula during insertion into the body of the patient. 

Appendix B-(U.S. Ser. No. 09/280,970) 
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across the main lumen. In this manner transducer signal is 
increased, and an improved differential pressure measure
ment signal achieved. 

In accordance with a third embodiment of the invention, 
one or more pressure transducers are used in conjunction 
with a pair of coaxial cannulas for measuring pressure. 

Pressure Sensing Cannula 

BACKGROUND OF THE INVENTION 

In accordance with at fourth embodiment of the invention, 
a differential pressure transducer is used, the differential 
pressure transducer being mounted in a dedicated secondary 

10 lumen in communication with the first lumen. 
Field of the Invention 
The present invention relates to cannulas used in surgical 

applications, and more particularly, to a cannula equipped 
with a pressure/flow rate transducer. 

In accordance with a fifth embodiment of the invention, 
the secondary lumen housing the differential pressure trans
ducer is disposed across a knee formed in the cannula to 
augment pressure measurement. Partial occlusions may also 

Description of the Related Art 15 be provided for this purpose. 
In medical applications and specifically in surgery, the list 

of uses for cannulas is exhaustive. One application involves 
the augmenting or supplementing of pulmonary blood flow 
through the beating heart during cardia-surgery by use of 
one or more cannulas involved in the intake and return of 20 

blood into the circulatory system. The cannulas interface 
between the patient's circulatory system and the mechanical 
pumps that power the augmentation procedure. Such an 
application is described in co-pending PCT Application no. 
PCTIUS97/18674 entitled "Single Port Cardiac Support 25 

Apparatus", filed Oct. 14, 1997 and incorporated herein by 
reference in its entirety. 

When performing cardiac surgery cannulas are placed 
within the patient's blood stream and used for inflow and 
outflow of blood or other fluids. If the operator wishes to 30 

determine the rate of fluid flow, either a catheter with 
appropriate sensors must also be placed in the patient's 
blood stream, or other sensors such as an external ultrasonic 
sensor as disclosed in U.S. Pat. No. 5,179,862 are used. A 
shortcoming of ultrasonic systems such as that described in 35 

U.S. Pat. No. 5,179,862 is that they require significant 
monitoring. Ultrasonic sensors also require that tubing of a 
specific diameter be used, thereby adding to the cost and 
complexity of the surgical procedure. Additionally, ultra
sonic sensors are expensive and nondisposable, thereby 40 

adding to the cost of the surgical procedure. 
Another method to measure flow rate is through the use of 

a thermodilution catheter. Thermodilution catheters require 
the infusion of a solution, typically saline, of a known 
temperature, with a distally disposed thermistor measuring 45 

the temperature change to determine the flow rate. This 
method is also expensive, increasing the cost of the surgical 
procedure. A second problem with using flow-sensing cath
eters, such as thermodilution catheters, is that they require 
the operator to place more incisions within the patient. The 50 

catheters must be placed so that they do not interfere with 
the inflow or out flow of the cannula. Visual markers along 
the length of the cannula may also be used to determine 
location, the greater the number of markers the more accu
rate the placement at the expense of quick readings due to 55 

the greater number of markings. 

SUMMARY OF THE INVENTION 

The present invention overcomes the deficiencies of the 60 

prior art by providing a cannula assembly having one or 
more pressure transducers coupled to a main lumen thereof. 

In accordance with a sixth embodiment of the invention, 
the secondary lumen housing the differential pressure trans
ducer is formed integrally with the tubular wall defining the 
main lumen. 

In accordance with a seventh embodiment of the inven-
tion, a soft, flexible tapered tip is provided at the distal end 
of the cannula. Such a configuration allows for easier 
negotiation through the patient's body during surgical pro
cedure. 

In accordance with an eighth embodiment of the inven-
tion, an inflatable balloon is provided at the distal end of the 
cannula. The inflatable balloon aids in transporting the 
cannula to the desired destination. 

In accordance with a ninth embodiment of the invention, 
a guide wire lumen is provided for supporting a guide wire 
in the cannula. The guide wire is used as a predecessor step 
in the insertion of the cannula. 

In accordance with a tenth embodiment of the invention, 
a light guide is supported in the cannula. The light guide 
conveys light to a predetermined portion of the cannula to 
thereby aid in the visualization and location of the cannula 
during the surgical procedure. 

The invention realizes various advantages over the prior 
art, including a reduction in the number of incisions that a 
surgeon must make in performing surgical procedures, along 
with a reduction in the amount of foreign material intro-
duced into the patient's body, while providing safe, rapid, 
accurate and cost-effective fluid flow rate measurements. 

BRIEF DESCRIPTION OF THE DRAWINGS 

Many advantages of the present invention will be appar
ent to those skilled in the art with a reading of this speci
fication in conjnnction with the attached drawings, wherein 
like reference numerals are applied to like elements and 
wherein: 

FIG. 36 is a schematic side view of a first embodiment of 
the invention; 

FIG. 37 is a schematic cross-sectional view taken along 
line D-D of FIG. 36; 

FIG. 38 is a schematic cross-sectional view taken along 
line E-E of FIG. 36; 

FIG. 39 is a schematic view of a cannula in accordance 
with the invention in a surgical application; 

FIG. 40 is a schematic partial cut-away side view of a 
second embodiment of the invention; 

FIG. 41 is a schematic cross-sectional view taken along 
line F-F of FIG. 40; 

FIG. 42 is a schematic side view of a third embodiment 
In accordance with a first embodiment, the pressure trans
ducers are attached to the substantially tubular wall defining 
the main lumen. 65 of the invention; 

In accordance with a second embodiment, a partial occlu
sion is provided in the cannula to increase the pressure drop 

FIG. 43 is a schematic side view of a fourth embodiment 
of the invention; 
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FIG. 44 is a schematic side view of a fifth embodiment of 
the invention; 

FIG. 45 is a schematic side view of a sixth embodiment 
of the invention; 

FIG. 46 is a schematic cross sectional view taken along 
line G-G of FIG. 45; 

FIG. 47 is a schematic side view of a seventh embodiment 
of the invention; 

30 
forcement may be needed if the cannula material is suffi
ciently rigid or if sufficient fluid flow is present within the 
cannula. 

A connector 2223 is provided at the proximal 2225 end of 
cannula 2220. Connector 2223 is suitably sized to interface 
with various surgical instruments, including but not limited 
to a reverse flow pump or fluid conduits leading thereto (not 
shown). Cannula 2220 may also have one or more holes 
2226 located adjacent to distal tip 2222 to facilitate fluid FIGS. 48 and 49 are schematic side views of an eighth 

embodiment of the invention; 
FIG. 50 is a schematic cross-sectional view taken along 

line H-H of FIG. 49; 
FIG. 51 is a schematic side view of a ninth embodiment 

10 flow therethrough. Cannula 2220 may be one of two comple
mentary cannulas used in a surgical procedure, one for 
intake and the other for removal of blood or other biocom
patible fluid from the patient's body. Alternatively, cannula 

of the invention; 
FIG. 52 is a schematic side view of a tenth embodiment 15 

of the invention; and 
FIG. 53 is a schematic cross-sectional view taken along 

line K-K of FIG. 52; and 

2220 may comprise a component of a co-axial, single port 
device in which cannula 2220 is surrounded by a second, 
larger conduit, with cannula 2220 for example operating to 
intake blood from the patient towards a pump system and the 
conduit operating to replace the blood from the pump system 
back into the patient for augmentation of blood flow during FIG. 54 is a schematic side view of an eleventh embodi

ment of the invention. 20 beating heart surgery as described in the co-pending PCT 
Application No. PCT/US97/18674 mentioned above. 

DETAILED DESCRIPTION OF THE 
PREFERRED EMBODIMENTS 

In order to provide real time fluid flow information in 
accordance with the present invention, a pair of pressure 
transducers 2224, 2232 are provided at two separate loca-

In accordance with the invention, a cannula comprising a 
substantially tubular, semi-flexible material adapted for fluid 
transport while inserted in a patient's body is provided with 
one or more pressure transducers which are fixedly or 
adjustably supported in the cannula. The pressure transduc
ers are disposed internally or externally of the cannula and 
are used to provide a measurement of the rate of fluid flow. 
In the internal configuration, the rate of fluid flow within the 
cannula is measured. In the external configuration, the rate 
of fluid flow outside the cannula is measured. The cannula 

25 tions as illustrated in FIG. 36. Pressure transducers 2224, 
2232 are of the type known in the art and each comprises for 
instance a piezo-electric crystal housed in an integrated 
circuit (IC) chip (not shown). The crystal configuration is 
designed to be pressure sensitive, generating an electrical 

30 signal in proportion to the amount of pressure experienced. 
The principle governing the relationship between fluid 

flow and pressure is defined by Bernoulli's equation, herein 
solved for flow rate V and is determined by: 

V= 
!:.P·2d ·a2 

f-L-p 

can also be adapted to support a guide wire to aid the 35 

operator in its insertion through the patient's body, and/or a 
light source to provide a visual reference during the insertion 
procedure. It is to be understood that the use of the term 
"cannula" is intended to encompass cannulas, catheters, and 
any related devices having similar application. 40 where ll.P is the measured difference in pressure, d is the 

internal diameter of the lumen, a is the area of the lumen, f 
is a frictional factor of the lumen material, L is the lumen 
length over which the pressure measurement is conducted, 
and p is a measurable constant representative of the density 

An exemplary arrangement in accordance with a first 
embodiment of the invention is shown FIGS. 36-38. Can
nula 2220 comprises a substantially cylindrical structure 
having a wall 2228 defining a main lumen 2221. Wall 2228 
can be formed of materials ranging from rigid to flexible, 
and in the preferred embodiment comprises a semi-rigid 
transparent material such as polyurethane, silicone rubber or 
other material. Lumens other than main lumen 2221 may 
also be provided, as described below. The cannula may also 

45 of the fluid. The flow rate information can be used for a 

be formed from vinyl plastisol. To form a cannula of vinyl 50 

plastisol, a mandrel is dipped into liquid vinyl plastisol and 
heated. Wire is then wrapped around the mandrel and first 
formed layer. The mandrel is then dipped again encasing the 
wire, and then heated. The mandrel is then removed. 
Lumens and transducers may be formed within the wall of 55 

the cannula during the dipping process. 
To lend structural support for the thin wall which allows 

maximum flow with minimal insertion damage, spiraling 
wire 2230 is provided for reinforcement and is either molded 
into the wall 2228 or is otherwise supported therein, and 60 

extends either partially or fully across the length of the 
cannula 2220. Wire 2230 facilitates handling of the cannula 
2220 and reduces the possibility of cannula 2220 collapsing 
or being pinched shut and thus closing off the flow of fluid 
to or from the patient. Other ways of reinforcing the tubular 65 

body of cannula 2220 are known in the art and will adapt 
equally well to the present invention. In addition, no rein-

variety of purposes, including monitoring the patient's con
dition and controlling the fluid pump used during the pro
cedure. 

In the preferred embodiment, transducers 2224, 2232 are 
imbedded in the wall 2228, which is formed for instance by 
application of successive layers of laminate and inteljecting 
the transducers therebetween during the layering process. 
Depending on at what stage in the layering process the 
transducers 2224, 2232 are put in place in the wall 2228, 
their proximity to the interior of the cannula 2220 or its 
exterior can be controlled in order to optimize measurement 
of cannula interior or exterior pressure. From the interior 
pressure measurements, a determination of flow rate within 
main lumen 2221 can be made using the known diameter of 
the main lumen 2221. Similarly, from the exterior pressure 
measurements, flow rate of exterior fluid-for example, 
blood-can be measured if the diameter of the blood chan
nel, such as the artery, is known, or the cannula can be 
calibrated with thermodilution catheters which assume the 
diameter of the vessel or artery they are placed within. 

In the FIG. 36 exemplary arrangement, pressure trans
ducer 2232 is disposed at a location near the distal tip 2222 
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of cannula 2220, while pressure transducer 2224 may be 
disposed anywhere along the length of cannula 2220 
between pressure transducer 2232 and proximal end 2225. It 
is also contemplated that the pressure transducers 2224, 
2232 may be detachably disposed in dedicated secondary 5 

lumens formed in or along tubular wall 2228, the dedicated 
secondary lumen extending to the proximal end 2225 and 
supporting any electrical cables connected to the pressure 
transducers 2224, 2232. In the detachable arrangement, the 
location of pressure transducers 2224, 2232 in the cannula 10 

2220 can be adjusted to suit the particular application, such 
that one transducer can be disposed within one chamber of 
the heart while the other is at a different of portion of the 
heart to thereby provide a pressure/flow rate measurement of 
a predetermined portion of the patient's body, for example 15 

flow into the heart from a designated blood vessel. Such an 
application is shown in FIG. 39. 

Pressure transducers 2224, 2232 are in electrical commu
nication with console 2236 via cable 2238, which is sup
ported in secondary lumen 2242 provided in cannula 2220. 20 

Calculations for determining fluid flow rate using signals 
generated by the pressure transducers 2224, 2232 and 
relayed via cable 2238 are conducted at the console 2236 or 
at any processor or processing system connected thereto. 

As shown in FIGS. 40 and 41, cannula 2220 may also 25 

contain a partial occlusion portion 2247 that forms a venturi 
2246 within the main lumen 2221 of cannula 2220. Venturi 
2246, which may be disposed anywhere along the length of 
the cannula 2220, induces a pronounced pressure drop, 
creating a greater differential in pressure between proximal 30 

region 2225 and distal region 2222, thereby requiring less 
signal amplification of the pressure transducers and less 
filtering of the signal and consequently yielding a more 
accurate flow rate measurement. Preferably the location of 
the pressure transducer 2232 is in the vicinity of venturi 35 

2246 as shown in FIG. 54. 

32 
attached at any desired points along the length of cannula 
2220 to thereby couple secondary lumen 2256 to main 
lumen 2221 and provide a pressure difference measurement 
between the desired points. Attachment of lumen 2257 and 
transducer 2254 across knee 2249 of cannula 2220, as shown 
in FIG. 44, will provide a stronger signal, with knee 2249 
operating in accordance with the same principal as venturi 
2246 discussed above. Thus it is to be understood that a 
venturi could also be used in conjunction with the differen
tial pressure transducer 2254. The ports 2261 and 2263 at 
which the lumen 2256 interfaces with cannula 2220 may be 
sealed by an appropriate membrane, with saline or other 
fluid being permanently housed in the lumen 2256. Alter
natively, ports 2261 and 2263 may be open, permitting fluid 
communication between the cannula 2220 and the lumen 
2256 and attached transducer 2254. The latter, open con-
figuration would achieve a more faithful pressure represen
tation. Stopcocks 2274 and 2276 can be provided in the ports 
2261 and 2263 to permit priming and/or de-airing of the 
ports. It should also be noted that although in the arrange
ments of FIGS. 43 and 44 the lumen 2256 is provided as a 
separate tubular structure, lumen 2256 may alternatively be 
formed integrally with wall 2228 of cannula 2220, again 
with ports 2261 and 2263 being either open or closed to 
main lumen 2221 depending on the application. Such an 
arrangement is illustrated in FIGS. 45 and 46 in which is 
shown transducer 2254 in commnnication with lumen 2272 
integrally formed in wall 2228 of cannula 2220. 

Various distal tip configurations can be selected for can
nula 2220 and used with the pressure sensing transducers, 
depending on the particular application as appreciated by 
those of ordinary skill in the art. FIG. 47 shows an exem
plary embodiment in which the distal tip 2222 is formed of 
a soft, flexible material having a bullet shape. As shown 
exemplarily in FIGS. 48-50, the cannula 2220 may be 
equipped to support other tools, such as an inflatable balloon 
2240 which is deployed for example in order to assist in 
transporting the distal tip 2222 to the desired destination in 
the patient's body during the surgical procedure. Balloon 

40 2240 is inflated through an inflating lumen 2244 provided in 
cannula 2220 using a bio-compatible fluid such as saline or 
carbon dioxide gas. Preferably inflating lumen 2244 is 
formed integrally within wall 2228, by leaving an appropri
ate gap during the fabrication process, and is provided with 

FIG. 42 shows an embodiment in accordance with the 
invention in which the pressure transducers 2224, 2232 are 
used with a co-axial, single port device 2250 in which 
cannula 2220 is surrounded by a second, larger conduit 
2248, with cannula 2220 for example operating to intake 
blood from the patient towards a pump system (not shown) 
and conduit 2248 operating to replace the blood from the 
pump system, via openings 2252, back into the patient for 
augmentation of blood flow during beating heart surgery as 
described in the co-pending PCT Application no. PCT/ 
US97/18674 mentioned above. It is to be understood that 
pressure transducers 2224, 2232 can be mounted fixedly or 
detachably either to the interior or exterior of either the 
cannula 2220 or the conduit 2248 in the above-described 50 

manner. More than one pair of these transducers can also be 
used in a myriad possible combinations in accordance with 
the invention. In the preferred embodiment, the cannula 
2220 is provided with a bullet nosed tip, as illustrated in for 
example FIGS. 42-44. Other tip configurations, such as a 
bevel, may also be used, as will be appreciated by those 
skilled in the art. 

An alternative to using pairs of pressure transducers such 
as transducers 2224, 2232 is the use of a single differential 
pressure transducer 2254, as shown in FIG. 43. Differential 
pressure transducers are also well known in the art and 
comprise for example a piezo-electric crystal electro-me
chanically configured to be responsive to a pressure differ
ence between two opposing sides thereof. These two sides 
correspond respectively to proximal end 2257 and distal end 
2259 of secondary lumen 2256 in which transducer 2254 is 
mounted. Proximal and distal ends 2257 and 2259 are 

45 a fitting (not shown) at its proximal end to interface with an 
inflating device for supplying the bio-compatible fluid. The 
lumen 2221 within the cannula 2220 can also be adapted to 
support a balloon catheter (not shown) which can be used to 
place the cannula within the patient's body. An obturator 
(not shown) may also be disposed through the main lumen 
2221 to aid in insertion and guiding within the patient's 
body. 

Another tool which cannula 2220 may support is shown 
in FIG. 51 and comprises a J-hook guidewire 2262 disposed 

55 slideably within lumen 2264, which is formed integrally in 
wall 2228 of cannula 2220. In operation, guidewire 2262, 
easier to manipulate than the cannula 2220, is first inserted 
into the patient's body and manipulated to the surgical site. 
Subsequently the cannula 2220 is maneuvering along the 

60 guidewire 2262, which passes through lumen 2264, to the 
desired destination. 

As illustrated in FIGS. 52 and 53, cannula 2220 may also 
contain a light guide 2266, which may be supported in 
lumen 2268. Light guide 2266 comprises one or more 

65 optical fibers formed of, for example, glass or other mate
rials, such as plastic, known for that purpose. Distal tip of 
light guide 2266 is configured for light projection, such that 
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light provided at the proximal end of light guide 2266 is 
projected therefrom. An appropriate shape for such projec
tion is a spherical shape, although other shapes and projec
tion schemes, such as directional projection, fall within the 
purview of the invention. The source of light may be any 
conventional monochromatic (laser/LED) or polychromatic 
device 2270, and more than one light source with associated 
light guide can be used for color coding and providing a 
visual reference to different portions of the cannula 2220, 
depending on the colors of light used and on the location of 10 

the projection terminus of the light guides. In this manner 
cannula 2220 can be visually guided through the patient's 
body, relying on the transmissivity of tissue to permit the 
location of the illuminated cannula in the patient's body. As 

15 
will be appreciated, the location of the cannula 2220 can also 
be determined by examining the pressure waveform detected 
by the pressure transducers 2224, 2232 and 2254. The 
physiological pressure waveform recorded by the transduc-
ers can be used to determine the location of cannula 2220 in 20 
relation to the valves of the patient's heart. 

As will be appreciated by those skilled in the art, cannula 
2220 may be provided with one or more preformed curves 
along its length to aid in its manipulation through the 
patient's vasculature. Multiple curves may be disposed 25 
along the same plane or in different planes, depending on the 
application. 

34 
smaller cross sectionally than the cannula lumen, both 
the elongate lumen and the cannula lumen not extend
ing through the rotor hub; 

wherein the method for providing left-heart support com
prises the steps of 

passing the guide wire into the patient such that a distal 
end of the guide wire is positioned in the left ventricle 
of the patient's heart; 

placing the guide wire through both the cannula and the 
elongate lumen such that the guide wire extends proxi
mally away from the intravascular blood pump, the 
guide wire not passing through the rotor hub or the 
catheter, and the guide wire extends out of the intra
vascular blood pump system in a distal direction 
through the elongate lumen; 

advancing the cannula into the patient using the guide 
wire and positioning the cannula across an aortic valve 
of the patient such that a distal end of the cannula and 
the at least one second port are positioned in the left 
ventricle and a proximal end of the cannula and the at 
least one first port are positioned in the aorta; 

passing purge fluid through the purge lumen to the intra
vascular blood pump; 

measuring pressure adjacent the intravascular blood 
pump; and 

spinning the rotor so as to pump blood from the patient's 
heart into the at least one second port through the 
cannula lumen and out the at least one first port to 
provide left-heart support. 

An additional feature in accordance with the invention is 
the use of radiopaque markings (not shown) anywhere along 
the cannula body. Such markings render portions of the 30 
cannula 2220 visible to x-ray radiation for visualizing the 
cannula during its use. 2. The method of claim 1 wherein the guide wire enters 

the intravascular blood pump system through one end of the 
elongate lumen and exits the intravascular blood pump 

35 
system through an opposite end of the elongate lumen. 

The above are exemplary modes of carrying out the 
invention and are not intended to be limiting. It will be 
apparent to those skilled in the art that modifications thereto 
can be made without departure from the spirit and scope of 
the invention. It will also be apparent that all devices and 
methods herein disclosed will adapt equally to animal use as 
well as human use. 

What is claimed is: 
1. A method for providing left-heart support using an 

intravascular blood pump system, wherein the intravascular 
blood pump system comprises: 

40 

an intravascular blood pump adapted to be guided to a 45 

predetermined location within the circulatory system of 
a patient by a guide wire and configured to provide 
left-heart support, the intravascular blood pump com
prising a rotor having a rotor hub tapering in the distal 
direction, at least one blade extending radially outward 50 

from the rotor hub, the rotor hub having a distal end 
extending distally beyond a most distal portion of the at 
least one blade; 

a catheter coupled to a proximal end of the intravascular 
blood pump, a purge lumen extending through the 55 

catheter; 
a cannula coupled to a distal end of the intravascular 

blood pump, one or more first ports and one or more 
second ports establishing fluid communication between 
a cannula lumen and an exterior region of the cannula, 60 

wherein at least one first port is located in proximity to 
the rotor and at least one second port is spaced apart 
from and located distal to the at least one first port; and 

an elongate lumen associated with the cannula and sized 
to slidably receive the guide wire and dimensioned 65 

such that the guide wire passes slidably and coaxially 
through the elongate lumen, the elongate lumen is sized 

3. The method of claim 1 wherein the cannula is posi
tioned such that the elongate lumen lies wholly within the 
left ventricle during left-heart support and the elongate 
lumen is distal to the intravascular blood pump. 

4. The method of claim 1 wherein the guide wire and 
intravascular blood pump system are inserted into and 
advanced along the femoral artery towards the patient's 
heart. 

5. The method of claim 1 further comprising the step of 
pressurizing the purge fluid to a pressure sufficient to avoid 
clotting of the patient's blood and sufficient to assure that the 
pressure is higher than the patient's blood pressure adjacent 
the intravascular blood pump. 

6. The method of claim 1 further comprising the step of 
increasing blood volume in the left ventricle to facilitate 
pumping of blood out of the left ventricle. 

7. The method of claim 1 further comprising the step of 
inserting a guide catheter into the patient, wherein the guide 
wire is placed in the patient through the guide catheter. 

8. The method of claim 1 further comprising the step of 
calculating blood pressure adjacent the intravascular blood 
pump. 

9. The method of claim 1 further comprising the step of 
removing the guide wire from the patient after the cannula 
is advanced into the patient. 

10. The method of claim 1 wherein the intravascular 
blood pump system further comprising a housing connected 
to a proximal end of the catheter and first and second 
conduits each connected to the housing, at least one of the 
first conduit and second conduit in fluid communication with 
the purge lumen, the housing remains outside the patient 
while providing left-heart support; and 
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wherein the method further comprising the step of pump
ing the purge fluid through one of the first and second 
conduits, through the housing and purge lumen to the 
intravascular blood pump. 
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25. The method of claim 1 wherein the intravascular 

blood pump system further comprising a fluid delivery pump 
configured to deliver purge fluid through the purge lumen 
towards the intravascular blood pump at a pressure that is 
both sufficient to avoid clotting of the patient's blood and 
that is higher than a blood pressure of the patient adjacent 
the intravascular blood pump. 

11. The method of claim 1 wherein the cannula is rein
forced with a spiral wire and wherein the purge lumen is a 
side lumen extending longitudinally through the catheter but 
offset radially from a central axis of the catheter. 

12. The method of claim 1 wherein the intravascular 
blood pump further comprising a pressure sensing element 
configured to sense pressure proximate the intravascular 
blood pump, the pressure sensing element comprising at 
least one of a piezo-electric pressure sensing element and a 
strain gauge. 

26. The method of claim 1 wherein the elongate lumen is 
at least partially disposed within an outer surface of the 

10 cannula. 
27. The method of claim 22 wherein the elongate lumen 

is located proximal to the distal tip member. 

13. The method of claim 12 wherein the pressure sensing 
element further comprising a fluid column extending 
through the catheter. 

28. A method for providing left-heart support using an 

15 
intravascular blood pump system, wherein the intravascular 
blood pump system comprises: 

14. The method of claim 12 wherein the pressure sensing 
element is used to determine a differential pressure. 

15. The method of claim 1 wherein the intravascular 
blood pump system further comprising a rotor shroud, a 
portion of the rotor shroud having an outer diameter match
ing an inner diameter of a proximal portion of the cannula. 

20 

16. The method of claim 1 wherein the intravascular 25 

blood pump system further comprising a rotor shroud dis
posed about the rotor and wherein a proximal portion of the 
cannula is disposed about a distal portion of the rotor shroud, 
the distal portion of the rotor shroud having an outer 
diameter smaller than a diameter of a more proximal portion 30 

of the rotor shroud, at least a portion of the rotor shroud 
having the same outer diameter as the cannula. 

17. The method of claim 1 wherein the intravascular 
blood pump system further comprising a rotor shroud, motor 
assembly and a drive cable, the drive cable at least partially 35 

disposed within the catheter, 
wherein the motor assembly and drive cable are config

ured to drive the rotor, wherein the elongate lumen is 
proximal to the cannula and the motor assembly is 
configured to remain external to the patient, and 

wherein the intravascular blood pump system comprising 
a dual construction arrangement whereby the rotor is 
configured to be docked within the rotor shroud. 

40 

18. The method of claim 1 wherein the elongate lumen 
runs longitudinally through and is an integral extension of a 45 

wall of the cannula. 
19. The method of claim 1 wherein the elongate lumen is 

a side lumen extending longitudinally but offset radially 
from a central axis of the cannula along at least a portion of 
the cannula. 

20. The method of claim 1 wherein the elongate lumen is 
adapted to guide the guide wire through a distal end of the 
intravascular blood pump system. 

21. The method of claim 1 wherein the elongate lumen is 
shorter in length than the cannula lumen. 

22. The method of claim 1 wherein the intravascular 
blood pump system further comprising a distal tip member 

50 

55 

at one end, the distal tip member comprising a stem portion, 
extending distally away from a distal end of the cannula 
lumen, and a curved tail portion located distal to the stem 60 

portion. 
23. The method of claim 1 wherein the intravascular 

blood pump system further comprising a pigtail shaped 
distal tip member at one end. 

24. The method of claim 1 wherein the intravascular 65 

blood pump system further comprising a J-shaped shaped 
distal tip member at one end. 

an intravascular blood pump adapted to be guided to a 
predetermined location within the circulatory system of 
a patient by a guide wire and configured to provide 
left-heart support, the intravascular blood pump com
prising a rotor having a rotor hub tapering in the distal 
direction and a rotor shroud at least partially disposed 
about the rotor hub, at least one blade extending 
radially outward from the rotor hub, a distal end of the 
hub extending distally beyond a most distal portion of 
the at least one blade; 

a catheter coupled to a proximal end of the intravascular 
blood pump, a purge lumen extending through the 
catheter; 

a cannula coupled to a distal end of the intravascular 
blood pump, a portion of the rotor shroud having an 
outer diameter matching an inner diameter of a proxi
mal portion of the cannula, the proximal portion of the 
cannula disposed about a distal end of the rotor shroud, 
one or more first ports and one or more second ports 
establishing fluid communication between a cannula 
lumen and an exterior region of the cannula, wherein at 
least one first port is located in proximity to the rotor 
and at least one second port is spaced apart from and 
located distal to the at least one first port; 

an elongate lumen associated with the cannula and sized 
to slidably receive the guide wire and dimensioned 
such that the guide wire passes slidably and coaxially 
through the elongate lumen, the elongate lumen is sized 
smaller cross sectionally than the cannula lumen, both 
the elongate lumen and the cannula lumen not extend
ing through the rotor huh, the elongate lumen adapted 
to guide the guide wire through a distal end of the 
intravascular blood pump system, the elongate lumen is 
at least partially disposed within an outer surface of the 
cannula; 

a housing connected to a proximal end of the catheter; and 
first and second conduits each connected to the housing, 

at least one of the first conduit and second conduit in 
fluid communication with the purge lumen, the housing 
remains outside the patient while providing left-heart 
support; 

wherein the method for providing left-heart support com
prises the steps of 

passing the guide wire through the patient's femoral 
artery such that a distal end of the guide wire is 
positioned in the left ventricle of the patient's heart; 

placing the guide wire through both the cannula and the 
elongate lumen, wherein the guide wire enters the 
intravascular blood pump system through one end of 
the elongate lumen and exits the intravascular blood 
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pump system through an opposite end of the elongate 
lumen, the guide wire not passing through the rotor hub 
or the catheter; 

advancing the cannula into the patient using the guide 
wire and positioning the cannula across an aortic valve 
of the patient such that a distal end of the cannula and 
the at least one second port are positioned in the left 
ventricle and a proximal end of the cannula and the at 
least one first port are positioned in the aorta; 

passing purge fluid through one of the first and second 
10 

conduits, through the housing and purge lumen to the 
intravascular blood pump; 

measuring pressure adjacent the intravascular blood 
pump; and 

spinning the rotor so as to pump blood from the patient's 
heart into the at least one second port through the 15 

cannula lumen and out the at least one first port to 
provide left-heart support. 

29. The method of claim 28 wherein the intravascular 
blood pump system further comprising a fluid delivery pump 

38 
configured to deliver purge fluid through the purge lumen 
towards the intravascular blood pump at a pressure that is 
both sufficient to avoid clotting of the patient's blood and 
that is higher than a blood pressure of the patient adjacent 
the intravascular blood pump. 

30. The method of claim 28 wherein the intravascular 
blood pump system further comprising a motor assembly 
and a drive cable, the drive cable at least partially disposed 
within the catheter, 

wherein the motor assembly and drive cable are config
ured to drive the rotor, 

wherein the elongate lumen is proximal to the cannula and 
the motor assembly is configured to remain external to 
the patient, and 

wherein the intravascular blood pump system comprising 
a dual construction arrangement whereby the rotor is 
configured to be docked within the rotor shroud. 

* * * * * 




