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[57] ABSTRACT

A mass transfer device including a hollow fiber bundle
wound on a core for radially outward flow of a first fluid.
The core has an axis extending from one end to the other.
The hollow fiber bundle has packing fractions which
increase radially outward of the core’s axis for a major
portion of the bundle. Methods for making such mass
transfer device.

30 Claims, 4 Drawing Sheets
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MASS TRANSFER DEVICE HAVING A
HOLLOW FIBER BUNDLE

Matter enclosed in heavy brackets [ ] appears in the
original patent but forms no part of this reissue specifi-
cation; matter printed in italics indicates the additions
made by reissue.

FIELD OF THE INVENTION

The present invention relates to a mass transfer device in
which substances contained in fluids flowing on opposite
sides of microporous hollow fiber membranes are exchanged
for each other by molecular transfer across the membranes.
More particularly, the invention relates to a hollow fiber
blood oxygenator for extracorporeally oxygenating the
blood of an animal or human.

BACKGROUND OF THE INVENTION

Many types of hollow-fiber blood oxygenators have been
or are presently available. These are illustrated by:

1. longitudinal (axial) flow through an annular bundle-see

U.S. Pat. No. 4,975,247,
2. circumferential flow around an annular bundle-see U.S.
Pat. No. 3,794.468;

3. transverse flow across a bundle of substantially rect-

angular cross section-see U.S. Pat. No. 5.188.801; and

4., radially outward flow through an annular bundle-see

U.S. Pat. No. 3.422.008.

Methods for manufacturing the annular shaped hollow
fiber bundles are also available. U.S. Pat. Nos. 3.422.008
and 4.975.247 show a method for spiral winding of ribbons
of fibers in a criss-cross pattern. The latter patent shows the
formation of regional mats and interleaving of the ribbons at
the boundary of such regional mats. The above patents
disclose the mounting of a core on a rotating mounting
member, where the fiber guide traverses reciprocally along
a line parallel to the rotational (longitudinal) axis of the
mounting member. The above patents further disclose wind-
ing fiber onto the core at constant revolutions per minute
(RPM) of the mounting member and constant traverse speed
of the guide. As the bundle increases in size, i.e. as the
circumference of the bundle upon which the fiber is wound
increases, the packing fraction of the fiber decreases. In
other words, as the bundle extends radially outward relative
to the axis of the core, the packing fraction decreases.

For the purposes of this application, packing fraction is
defined to mean the fraction of a unit volume of bundle
space occupied by hollow fiber. The packing fraction may be
determined in ways known in the art including the conve-
nient method of measuring the interstitial space between
fiber by weight gain when a unit volume of bundle is primed
with a known liquid. Packing fraction at a particular region
or zone located radially outward may be determined by
stopping the winding process at the radially inner radial
boundary of the region or zone and determining the packing
fraction at that stage and then continuing the winding
process to the outer radial boundary of the region or zone
and determining the packing fraction at that stage. Compu-
tations known in the art will determine the packing fraction
of the region or zone using the prior two values.

It is an object of this invention to construct a radial
flow-annular bundle blood oxygenator where the packing
fraction approaches or exceeds the value of about sixty
percent for high gas transfer while avoiding high pressure
drops for the blood across the bundle and while avoiding
clotting of the blood in the bundle. It is a further object of
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2

this invention to construct a radial flow-annular bundle
blood oxygenator having the above stated objective, com-
bined with the use of a relatively small diameter core in the
range of about 0.25 inch to 2.5 inches. Smaller diameter
cores have the advantage of lowering the prime volume and
decreasing the overall size of the blood oxygenator unit. but
have the disadvantage that the above prior art winding
methods yield exaggerated decreases in the packing fraction
as the bundle extends radially outward. In order for a
packing fraction to approach or exceed sixty percent
throughout the bundle, the high packing fraction near a small
core will encourage clotting.

SUMMARY OF THE INVENTION

In accordance with the present invention, a mass transfer
device is provided having a hollow fiber bundle wound
around a supporting core. The core has a first end. second
end and an axis extending from said first end to said second
end. The hollow fiber bundle extends radially outward
relative to the axis of the core and has packing fractions
which increase radially outwardly throughout a major por-
tion of said hollow fiber bundle thereby providing a packing
fraction gradient. The hollow fiber bundle further has fibers
with each having a first end, a second end, a hollow interior
and a semi-permeable wall. The first ends of said fibers are
adjacent the first end of the core and the second ends of said
fibers are adjacent the second end of the core. The core
further has provider means for providing a first fluid to a
region of the hollow fiber bundle adjacent to the core.

The mass transfer device also has an outer housing
surrounding the hollow fiber bundle. The outer housing has
collector means for collecting the first fluid from a region of
the hollow fiber bundle adjacent to the housing. The first
fluid flows from the core radially outward through the
hollow fiber bundle. The mass transfer device also has first
potting means for potting the first ends of said fibers and for
sealing said fibers to said core and housing and second
potting means for potting the second ends of said fibers and
for sealing said fibers to said core and housing. The first and
second potting means, core and housing define an enclosed
chamber.

A second fluid inlet is operatively connected to the
interior of the fibers at one of the first ends and second ends
and a second fluid outlet operatively connected to the
interior of the fibers at the other of the first ends and second
ends. A first fluid inlet means is operatively connected to the
provider means and a first fluid outlet means operatively
connected to the collector means.

In the above context, a “major” portion of the bundle
means at least half as measured along the radius. In other
words, for a bundle having an inside radius of 0.5 inch and
an outside radius of 1.5 inches, the bundle has a radial
thickness of 1.0 inch. A major portion represents at least 0.5
inch thickness. This is illustrated by the bundle between 0.5
and 1.0 radii, by the bundle between 0.75 and 1.25 radii as
well as any similar pairs of radii where they differ by 0.5
inch. Alternatively, the packing fractions may also increase
for at least seventy-five percent of said radial thickness of
the hollow fiber bundle.

Still further, an inner average packing fraction may be
defined as the average of packing fractions occurring along
a radius beginning at said region of the hollow fiber bundle
adjacent to the core and extending along said radius twenty-
five percent outward toward the region of the hollow fiber
bundle adjacent to the housing. The outer average packing
fraction may be similarly defined along said radius begin-
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ning at said region of the hollow fiber bundle adjacent to the
housing and extending along said radius seventy-five per-
cent inward toward the region of the hollow fiber bundle
adjacent to the core. In this case, the packing fraction
associated with the bundle at the inner twenty-five percent of
the radial thickness is compared to the outer seventy-five
percent of the radial thickness. The inner average packing
fraction as defined is less than the outer average packing
fraction as defined. More specifically, the inner average
packing fraction may be within the range of seventy to
ninety-five percent of the outer average packing fraction as
so defined.

Alternatively. the inner average packing fraction may be
similarly defined along a radius beginning at said region of
the hollow fiber bundle adjacent to the core and extending
along said radius twenty-five percent outward toward the
region of the hollow fiber bundle adjacent to the housing,
The outer average packing fraction may be similarly defined
along said radius beginning at said region of the hollow fiber
bundle adjacent to the housing and extending along said
radius twenty-five percent inward toward the region of the
hollow fiber bundle adjacent to the core. Under these
definitions. the inner average packing fraction may be less
than the outer average packing fraction. Specifically, the
inner average packing fraction may be within the range of
sixty to ninety-five percent of the outer average packing
fraction.

The present invention is directed to bundles where the
packing fractions increase radially outward “in a major
portion of the bundle”. Consistent with the meaning of
“throughout 2 major portion of the bundle” used herein, the
packing fractions may increase or decrease or otherwise
vary outside of such major portion. The present invention is
also directed to bundles where the packing fractions
“increase” radially outward in a major portion of the bundle.
Consistent with the meaning of “increase™ used herein. the
packing fractions within the major portion are not required
to be ever or exclusively increasing. Within the major
portion. it is intended that such packing fractions increase
radially outwardly in such major portion of the bundle in the
sense that on the average such packing fractions increase
even though some may decrease.

Furthermore, the packing fractions may increase, in the
sense discussed immediately above, incrementally or con-
tinuously. In the case of incremental increases, the packing
fraction varies incrementally but within the above descrip-
tion “increases radially outwardly”. The incremental
increases may be substantial in comparison to slight
decreases between such increments. In the case of continu-
ous increases, the packing fraction varies continuously, but
within the above description of “increases radially out-
wardly”.

The fibers may include a first plurality of fibers positioned
helically around said core in a first direction from said first
end to said second end of said core and a second plurality of
fibers positioned helically around said core in a second
direction opposite said first direction from said first end of
said core to said second end of said core. The first and
second plurality of fibers may intersect one another at an
angle. Each of the first plurality of fibers and second
plurality of fibers may be made of at least one fiber ribbon
comprising one or more fibers.

Alternatively, each of said first plurality of fibers and
second plurality of fibers may be made of a fiber mat
comprising a plurality of substantially parallel, intercon-
nected fibers.
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The core, fiber bundle and housing may be generally
cylindrical and concentrically arranged. The first fluid may
be blood and the second fluid an oxygenating gas. The mass
transfer device may further have a heat exchanger chamber
containing heat exchanger means for regulating the tem-
perature of blood. The heat exchanger chamber may be
provided with a blood inlet and blood outlet from the heat
exchanger chamber. The heat exchanger chamber blood
outlet may be arranged in fluid communication with the
mass transfer device first fluid inlet means.

In the method aspect of the present invention, a method
for helically winding continuous semi-permeable hollow
fiber on a support core is provided to produce a hollow fiber
bundle for use in a radial flow mass transfer device. A
winding apparatus is provided which has a rotatable mount-
ing member having a longitudinal axis and a fiber guide
adjacent said mounting member. The fiber guide is adapted
for reciprocal movement along a line paraliel to the longi-
tudinal axis of said mounting member as the mounting
member rotates. A support core is provided which has a first
end. second end and an axis extending from said first end to
said second end. The support core is mounted for rotation on
said rotatable mounting member. At least one continuous
length of semi-permeable hollow fiber is provided where the
hollow fiber is positioned by said fiber guide and secured to
said support core. The mounting member is rotated and the
fiber guide is moved reciprocally with respect to the longi-
tudinal axis of the mounting member. Fiber is wound onto
said support core to form a hollow fiber bundle extending
radially outward relative to the axis of the core and having
packing fractions which increase radially outwardly in a
major portion of said hollow fiber bundle thereby providing
a packing fraction gradient.

The foregoing method may involve two or more fibers
positioned by the fiber guide. The two or more fibers are
wound onto the support core to form a wind angle which is
in a plane parallel to the axis of the support core. tangential
to the points at which the fibers are wound onto said support
core and containing said fibers. The wind angle is measured
between a projection into the plane of a line perpendicular
to the axis of the support core and the fibers. The wind angle
is increased throughout a major portion of such winding
thereby providing said increasing packing fraction.

The wind angle may be increased by increasing the
distance through which the fiber guide moves during one
rotation of the mounting thereby providing said increasing
packing fraction. The wind angle may be decreased,
increased or otherwise varied outside of the major portion of
the bundle. The wind angle will be considered to have
increased in the major portion of the bundle if on average it
increases even though it may vary including decreasing.

The winding apparatus may alternatively involve tensor
means for regulating the tension of said fiber as it is wound.
The tension of said fiber may be increased throughout a
major portion of such winding thereby providing said
increasing packing fraction. As a further alternative, the fiber
guide may be adapted to regulate the spacing between two
or more fibers being simultaneously wound and the spacing
may be decreased throughout a major portion of such
winding thereby providing said increasing packing fraction.

The major portion of said hollow fiber bundle may be
further restricted to require at least seventy-five percent of
said hollow fiber bundle. The inner average packing
fraction. along a radius beginning at said region of the
hollow fiber bundle adjacent to the core and extending along
said radius twenty-five percent outward toward the region of
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the hollow fiber bundle adjacent to the housing may be less
than the outer average packing fraction. along said radius
beginning at said region of the hollow fiber bundle adjacent
to the housing and extending along said radius seventy-five
percent inward toward the region of the hollow fiber bundle
adjacent to the core. Alternatively, the inner average packing
fraction, along a radius beginning at said region of the
hollow fiber bundle adjacent to the core and extending along
said radius twenty-five percent outward toward the region of
the hollow fiber bundle adjacent to the housing, is less than
the outer average packing fraction, along said radius begin-
ning at said region of the hollow fiber bundle adjacent to the
housing and extending along said radius twenty-five percent
inward toward the region of the hollow fiber bundle adjacent
to the core. The inner average packing fraction is as first
defined above may be in the range of seventy to ninety-five
percent and as second defined above within the range of
sixty to ninety-five percent of the outer average packing
fraction.

As a further alternative, a method of spirally winding at
least one fiber mat on a support core is provided to produce
a hollow fiber bundle for use in a radial flow mass transfer
device. A winding apparatus is provided having a rotatable
mounting member having a longitudinal axis and a fiber mat
guide adjacent said mounting member, said fiber mat guide
being adapted for feeding said at least one fiber mat for
winding onto a support core. A support core is provided
having a first end, second end and an axis extending from
said first end to said second end. The support core is
mounted for rotation on said rotatable mounting member. At
least one continuous length of fiber mat, said fiber mat
comprising a plurality of substantially parallel, intercon-
nected fibers, is positioned through said fiber guide and
secured to said support core.

The mounting member is rotated, winding said fiber onto
said support core to form a hollow fiber bundle extending
radially outward relative to the axis of the core with packing
fractions which increase radially outward in a major portion
of said hollow fiber bundle thereby providing a packing
fraction gradient. The fibers of one of said at least one mat
wound onto said support core form a wind angle which is in
aplane parallel to the axis of the support core and tangential
to the point at which the fiber is wound onto said support
core. The wind angle is measured between a projection into
the plane of a line perpendicular to the axis of the support
core and the fiber. The wind angle is generally increased in
a major portion of such winding thereby providing said
increasing packing fraction. The fibers of another of said at
least one mat wound onto said support core form a wind
angle which is in a plane parallel to the axis of the support
core and tangential to the point at which the fiber is wound
onto said support core wherein the wind angle of the fiber of
one of said at least one mat. The wind angle is measured
between a projection into the plane of a line perpendicular
to the axis of the support core and the fiber. The wind angle
of the fiber of the other of said at least one mat are in
opposite directions. The wind angle of the fiber of the other
of said at least one mat is generally or on the average
increased throughout a major portion of such winding
thereby providing said increasing packing fraction. Prefer-
ably the wind angle of each mat would be increased, but
alternatively the wind angle of one of such mats could be
increased.

BRIEF DESCRIPTION OF THE DRAWINGS
FIG. 1 is a cross-sectional view of the oxygenator of the
present invention, depicting the oxygenator vertically ori-
ented as it would be in use;
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FIG. 2 is a longitudinal cross-sectional view of the core
mandrel for use in the oxygenator of the present invention;

FIG. 3is a cross-sectional view of the core mandrel taken
along line 3—3 of FIG. 2;

FIG. 3a is a fragmentary detail of one of the ribs of the
core of the present invention taken from the encircled area
in FIG. 3,

FIG. 4 is a schematic view of the support core showing the
hollow fiber ribbon being wound on the core in an early
stage of the winding process;

FIG. § is a graph depicting fiber wind angle as a function
of bundle diameter;

FIG. 6 is a graph depicting actual packing fraction verses
bundle diameter;

FIG. 7 is a schematic representation of the winding
apparatus for the winding method of the present invention
wherein a fiber or ribbon of fibers is wound on the core
showing the wind angle;

FIG. 8 is a schematic representation of an alternative
winding method for forming a fiber bundie comprising
layers of fiber mats; and

FIG. 9 is a schematic representation showing a fiber guide
adapted for variable spacing between fibers.

DETAILED DESCRIPTION OF THE
INVENTION

Referring to the drawings, particularly FIG. 1. the blood
oxygenator 10 in accordance with the present invention
comprises a cylindrical outer housing 12. a generally cylin-
drical inner support core 14. A gas header or cap 18,
including a gas inlet 22, is fitted at the top of the oxygenator
10. Similarly, a bottom header or cap 20. including a gas
outlet 24, is fitted to the bottom of the oxygenator 10. The
bottom header also includes a blood entrance for providing
a blood flow into the oxygenator 10.

The oxygenator 10, at the bottom header 20. also may be
provided with, or carry a suitable heat exchanger 28. A fluid
type heat exchanger 28 is depicted with an inlet 30 and an
outlet 32, but other suitable heat exchange devices might be
incorporated with the oxygenator 10. for example. an elec-
trical heating and cooling device might be used.

The outer casing 12 has a generally cylindrical outermost
peripheral wall 34. open at both ends prior to assembly of the
oxygenator 10. At the base region 36, the inside of the wall
34 of the outer housing 12 includes an annular eccentric
relieved area 38 in an outlet manifold 39 adjacent to the wall
34. A blood outlet 40 is at the bottom of the manifold 39.
Other outlets or ports, such as sampling or recirculation
ports 41, may be suitably located on the oxygenator 10.

Referring to FIG. 2, the inner support core 19 is generally
cylindrical with a first top end 42, a second bottom end 44
and a longitudinal axis A extending between the ends. At
each end 42, 44, the core 14 carries disposable support
flanges 46, 48, respectively. Referring to FIG. 3a. the outer
diameter of the core 14 is defied by the outermost surface 50
of each of a plurality of ribs 52. The ribs 52 are generally
parallel to the core axis A and to each other, and extend for
the length of the core 14 between the disposable support
flanges 46, 48. Between each rib 52, the core 14 has a
plurality of relieved or recessed inlet manifold regions 54.
Two such regions 54 are apparent in FIG. 2. These regions
and others not shown in FIG. 2 are disposed between the ribs
52 equally about the entire outer circumference of the core.
The core includes a lumen 56 defined by the thickened
generally central portion of the core. One end of the lumen
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comprises a blood inlet 58 and is designed to be mounted on
the blood fitting 26 of the bottom cap 20. The other end of
the lumen is an open end 60 and is in fluid connection with
a chamber 62 defined by the ribs extending past the chamber
to the end of the core. The chamber 62 has one or more
window openings 64 between the ribs 52. The openings 64
are disposed between the ribs about the entire circumference
of the core and are in fluid communication with the recessed
or relieved inlet manifold regions of the core. The outside
surface of the core 14 between the ribs tapers outwardly
from the top end 42 adjacent the window 64 to the bottom
end and above the core 14 in which the blood inlet 58 is
located. Conversely, the lumen 56 tapers inwardly from the
top end 48 of the core 14 adjacent the window 64 to a
narrowest diameter adjacent the blood inlet 58.

The following calculations reflect relative cross-sectional
areas of core 14 including the cross-sectional areas available
for blood flow through core portions. The reference points
(A} A Ay Ay) are depicted in FIGS. 1 and 2 and indicate
the cross-sections at the top of the lumen 56, through the
windows 64 and at the top of the inlet manifold, formed by
the relieved regions 54. respectively. Al is the area at the
blood inlet 58.

A,=0.249 square inches. A,=0.346 square inches.
A;=0.331 square inches and A,=0.504 square inches.

Az
Az

Should be between 0.5 and 1.5. with a preferred value of
0.957

Ay
Az

Shouid lie between 0.7 and 1.7, with a preferred value of
1.522

Referring back to FIG. 1. an annular bundle 70 of heli-
cally wound, microporous hollow fibers is positioned in a
space defined by the outermost extent of the ribs 52 on the
support core 14 and the wall 34 of the outer housing 12. The
outlet manifold is formed by the gap between the radially
outermost region or surface of the bundle and the wall of the
housing. The top and bottom ends of the bundle 70 are
embedded in a solidified potting composition at the top and
bottom ends of the oxygenator. The fiber lumens commu-
nicate with the outer surface of the upper and lower potted
portions 72, 74. respectively. An oxygenating gas introduced
via gas inlet 22 flows into the top cap 18, through the lumens
of the hollow fibers, down to the opposite ends of the hollow
fibers at the lower potted region 74. and into the gas outlet
passage 24.

In operation. the oxygenator 10 is in a general vertical
position such as that depicted in FIG. 1. Blood to be
oxygenated is introduced into the core 14 through the
entrance 26 of the bottom cap 20 and through the blood inlet
end 58 of the core 14. The blood flows upwardly into the
lumen 56 of the core 14 toward the circumferential rib and
window array at the uppermost end of the core 14. The blood
flows through the windows 64. over the rounded lip 57 of the
lumen 56 and into the plurality of recesses or relieved
regions filling the inlet manifold provided by the space
between the innermost region of the fiber bundie and the
outside surface of the lumen 56 of the core 14. From the inlet
manifold. the blood flows radially away from the core 14, all
along the length of the core 14 between the upper and lower
potted regions 72, 74. or in other words, the length of the ribs
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52 and relieved areas therebetween. The blood flows through
the bundle radially over the outside of the fibers and enters
the outlet manifold 39 evenly along the length from the top
to the bottom thereof. The blood collects in the outlet
manifold, particularly in the eccentric collection region 74
adjacent the base of the oxygenator 10. and exits the
oxygenator 10 through the blood outlet 75.

Gas enters the oxygenator unit 10 through the gas inlet 22
and flows from inside of the cap 18 into and through the
hollow fibers comprising the bundle 70, into the chamber
defined by the bottom cap 20 and out the gas outlet 24. Gas
exchange takes place via diffusion through micropores in the
hollow fibers as the radial blood flow and the gas flow
generally perpendicular to the blood flow is occurring.

It should be understood that the potting process referred
to hereinabove is a well known fiber potting process wherein
the preferred potting material is polyurethane introduced by
centrifuging and reacted in situ. Other appropriate potting
materials may be used. Suitable sealants and gaskets may be
used at joints in the present invention. such as the joints
between the top and bottom caps 18, 20 and the outer
housing 12. The outer housing 12, the various inlet and
outlet nozzles 40, 41, etc.. and the top and bottom caps 18.
20 may be formed from suitable polycarbonate. one example
being the polycarbonate MAKROLON TM, from Miles,
Inc., Elkart, Indiana. Similarly, any suitable microporous
fiber may be used in the mass transfer device of the present
invention depending upon the particular application. In the
case of the preferred embodiment, a blood oxygenator, a
suitable fiber is the microporous polypropylene fiber
denoted X-10 made by Hoechst-Celanese.

In an incrementally increasing wind angle, the wind angle
is adjusted a finite number of times during the winding.
Between such adjustments, the procedure for spirally wind-
ing semi-permeable hollow fiber on a supporting core is set
forth in U.S. Pat. No. 4,975,247 at column 9, line 36 through
column 11, line 63, including FIGS. 12 through 16A., all of
which are incorporated herein by reference thereto for
showing the following winding procedure now generally
described.

The hollow fiber winding process may be conveniently
performed on an apparatus of the type illustrated schemati-
cally in FIG. 4. The fiber winding apparatus comprises a
rotating mounting member and a fiber guide 91 which
travels reciprocally as illustrated by double-headed arrow A
in FIG. 4 with respect to the longitudinal axis B, i.e. along
line A which is parallel to the axis of rotation B of the
mounting member. The fiber guide contains a number of
tubes, not illustrated in FIG. 4, through which the fibers are
threaded as they enter the guide from a supply container.
Alternatively, upstanding ribs, groves or guide pins may be
used to space the fibers. Also, ribbons may be formed having
any number of fiber strands. The industry commonly uses 6
strands and other numbers. Commerically available winding
apparatus are available for wrapping a continuous hollow
fiber (or a number of such hollow fibers) on the support core.
(Entec, Salt Lake City, Utah offers a winding apparatus with
electronic gearing for varying the rotational speed of the
mounting member and the traverse speed during winding).

The core just described is spirally wound with hollow
fibers in the following manner. The inner support core is
mounted on mounting member 90 of the winding apparatus.
Guide 91 is then positioned at the left hand side (as viewed
in FIG. 4) of the extended core. A ribbon of six continuous
semi-permeable hollow fiber is constructed from spools of
single-stranded fiber in known ways and threaded through
the guide tubes of fiber guide 91. Six such guide tubes are
used, one continuous hollow fiber being placed through each



Re. 36,125

9

tube in order to separate the fibers as they leave the supply
container. The leading end of the fiber ribbon is affixed to the
outer surface of the core extended at the far left end of the
core. Rotation of mounting member 90 of the winding
apparatus is begun in the direction indicated by arrow C in
FIG. 4. Motion of guide 91 is synchronized. preferably by
gearing. to mounting member 90 and automatically travels
axially of the core as mounting member 90 rotates. It will be
recognized by those skilled in the art that guide 91 travels
axially a fixed distance for each revolution of mounting
member 90.

Guide 91 travels from the first end (left hand side of FIG.
4) of the core to the second end (right hand side of FIG. 4)
where it decelerates. After decelerating, the guide reverses
direction, accelerates and travels back to its starting position.
After decelerating again and reversing direction, the guide
begins its travel cycle anew. Alternatively, the guide may
stop and dwell at the end points of the traverse. The
preferred reciprocal travel for guide 91 and the concurrent
rotation of mounting member 90 on which the extended
support core has been mounted is continued, subject to the
following described alteration, until a fiber bundle of desired
diameter has been wound onto the extended core.

As described more fully at column 10, line 23 through
column 11, line 62 of the *247 patent, in the left-to-right
travel of guide 91, the fiber ribbon was wound spirally
around the extended support core and the individual fibers in
the ribbon were laid down in contact with the outer surfaces
of the support core. In the subsequent second traverse
(right-to-left in FIG. 4) of guide 91, fiber ribbon continues
to be spirally wound onto the extended core. Portions of the
six fibers laid down during the second traverse of the fiber
guide contact fibers at certain crossover points. Except for
these crossover points at which there is fiber-to-fiber contact
with fibers laid down during the first traverse of guide 91, the
fibers laid down during the second traverse of the fiber guide
come into direct contact with the outer surface of the
extended core. In the known winding procedure being
discussed. the core is covered, except for the spacing, s.
between adjacent fibers and the distance, x. between the
sixth fiber of one ribbon and the first fiber of the next
adjacent ribbon, when the fiber guide has traveled a suffi-
cient number of traverses. Fibers of the fiber ribbon laid
down at a later traverse of the fiber guide will be in radial
registry with fibers laid down during an earlier traverse of
the fiber guide as taught in the art including the *247 patent
at column 11, line 13 through line 45.

FIG. 7 illustrates the wind angle for a single fiber. but
would apply as well for each of two or more fibers. Fiber 92
is contained in plane 93. Plane 93 is parallel to the axis A of
core 14. Plane 93 is tangential to point 94 at which fiber 92
is wound onto core 14. Line 95 is perpendicular to axis A and
passes through point 94 and axis A. Line 96 is a projection
into plane 93 of the normal line 95. Wind angle 97 is
measured in plane 93 between projection line 96 and fiber
92.

Alternatively, line 92 in tangential plane 93 is a projection
into plane 93 from a fiber (not shown) which lies outside of
plane 93.

EXAMPLE

In the preferred embodiment, the ratio of the mandrel or
core rotation relating to the traverse motion of the guide was
adjusted incrementally five times thereby adjusting the wind
angle of the fiber ribbon five times. This is illustrated in FIG.
5§ for a 1.30 inch core. FIG. 6 shows the actual packing
fraction resulting from such incremental adjustments as
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measured by the procedures set forth above. For example,
the fifth adjustment designated D in FIGS. § and 6, shows
the average packing fraction for the region or zone defined
by a radius extending from the axis of the core in the range
of 2.5 inches to about 3.1 inches. that results from setting the
wind angle at about 23° at the radius of 2.5 inches and
winding according to the conventional method discussed
above through to a radius of about 3.1 inches.

In an oxygenator, without attached optional heat
exchanger, having a membrane area of about 2.50 m? and
prime volume of 200 ml, the following results were obtained
for blood and ventilating gas flow rates of 7 lpm.

O, transfer rate 430 ml/min
CO, transfer rate 350 ml/min
Blood path AP 60 mm Hg
Gas path AP 7 mm Hg

As alternatives to the above method of the Example. in
which the wind angle was incrementally increased thereby
providing an increasing (as defined above) packing fraction.
the winding apparatus may include means for regulating the
tension of the fiber as it is wound. The tension of the fiber
if increased during winding will cause the fiber to pack
increasingly thereby increasing the packing fraction in a
radially outward direction. FIG. 4 shows roller 99 which
rotates on axis 100. Roller 99 may rotate in response to fiber
ribbon 101 passing against it or may be driven so that its
rotation matches the speed of ribbon 101. Here. as for all
alternatives that follow, the use of fiber tension to regulate
the packing fraction may be used with or in place of other
methods for regulating packing fraction such as regulating
the wind angle.

As a further alternative, the spacing between two or more
fibers being simultaneously wound may be decreased during
winding, either incrementally or continuously. to increase
packing fractions in a radially outward direction. FIG. 9
shows a five fiber stranded ribbon made of fibers 101, 102,
103, 104, 105 and 106 by guide 110 having eyelets for fiber
to pass through. The spacing “s” between eyelets I11 and
112, for example, may decrease during winding, incremen-
tally or continuously, to increase packing fractions.

As a still further alternative, a fiber mat, comprising one
or more plies, of may be used to make a bundle according
to the invention. U.S. Pat. No. 4,940,617 shows a two ply
mat having parallel fibers interconnected by cross-stitching
where the fibers in one ply form an angle relative to the
fibers in an adjacent layer. The *617 patent also shows the
construction of bundles by winding such mats onto a core.
Column 3, line 26 through column 14, line 67, including the
figures referenced therein. contain the disclosure of such
mats and bundles and are incorporated herein by reference.

FIG. 8 shows schematically a two ply mat 115 containing
fibers illustrated by fiber 116 and 117 interconnected by
cross-stitching illustrated by cross-stitch 118. A radially
outwardly increasing packing fraction may be obtained by
applying tension to mat 115 by roller 119 similar to the
above discussion for FIG. 4 and roller 99. A radially out-
wardly increasing packing fraction may be obtained by
applying shear stress to one or more of the plies, illustrated
by stretching ply 120 at side 121 in the direction E and side
122 in direction F. Other means may be employed for
increasing the angle of the fiber. Angle 127 is defined by
lines 125 and 126. As shown. line 12§ is contained in the ply
containing fiber 128 and is parallel to axis 129, while line
126 is an extension of fiber 126 at side 122.
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We claim:

1. A mass transfer device comprising

a hollow fiber bundle wound around a supporting core,
said core having a first end, second end and an axis
extending from said first end to said second end, said
hollow fiber bundle extending radially outward relative
to the axis of the core and having packing fractions
which increase radially outwardly in a major portion of
said hollow fiber bundle thereby providing a packing
fraction gradient. said hollow fiber bundle further com-
prising fibers each having a first end. a second end, a
hollow interior and a semi-permeable wall wherein the
first ends of said fibers are adjacent the first end of said
core and the second ends of said fibers are adjacent the
second end of said core, said core further having
provider means for providing a first fluid to a region of
the hollow fiber bundle adjacent to the core;

an outer housing surrounding said hollow fiber bundie,
said outer housing having collector means for collect-
ing the first fluid from a region of the hollow fiber
bundle adjacent to the housing. said first fluid flowing
from the core radially outward through the hollow fiber
bundle;
first potting means for potting the first ends of said fibers
and for sealing said fibers to said core and housing;

second potting means for potting the second ends of said
fibers and for sealing said fibers to said core and
housing. wherein said first and second potting means,
core and housing define an enclosed chamber;

a second fluid inlet operatively connected to the interior of

said fibers at one of said first ends and second ends and
a second fluid outlet operatively connected to the
interior of said fibers at the other of said first ends and
second ends; and

a first fluid inlet means operatively connected to the

provider means and a first fluid outlet means opera-
tively connected to the collector means.

2. A mass transfer device according to claim 1 wherein
said major portion of said hollow fiber bundle is at least
seventy-five percent of said hollow fiber bundle.

3. Amass transfer device according to claim 1 wherein an
inner average packing fraction, along a radius beginning at
said region of the hollow fiber bundle adjacent to the core
and extending along said radius twenty-five percent outward
toward the region of the hollow fiber bundle adjacent to the
housing. is less than the outer average packing fraction,
along said radius beginning at said region of the hollow fiber
bundle adjacent to the housing and extending along said
radius seventy-five percent inward toward the region of the
hollow fiber bundle adjacent to the core.

4. A mass transfer device according to claim 3 wherein the
inner average packing fraction is within the range of seventy
to ninety-five percent of the outer average packing fraction.

5. A mass transfer device according to claim 1 wherein the
inner average packing fraction. along a radius beginning at
said region of the hollow fiber bundle adjacent to the core
and extending along said radius twenty-five percent outward
toward the region of the hollow fiber bundle adjacent to the
housing, is less than the outer average packing fraction,
along said radius beginning at said region of the hollow fiber
bundle adjacent to the housing and extending along said
radius twenty-five percent inward toward the region of the
hollow fiber bundle adjacent to the core.

6. A mass transfer device according to claim 5 wherein the
inner average packing fraction is within the range of sixty to
ninety-five percent of the outer average packing fraction.

10

15

20

25

30

35

40

45

50

55

65

12

7. A mass transfer device according to claim 1 wherein
said packing fractions increase incrementally.

8. A mass transfer device according to claim 1 wherein
said packing fractions increase continuously.

9. A mass transfer device according to claim 1 wherein
said fibers include a first plurality of fibers positioned
helically around said core in a first direction from said first
end to said second end of said core and a second plurality of
fibers positioned helically around said core in a second
direction opposite said first direction from said first end of
said core to said second end of said core. wherein said first
and second plurality of fibers intersect one another at an
angle measured along the axis of said core.

10. A mass transfer device according to claim 9 wherein
each of said first plurality of fibers and second plurality of
fibers comprises at least one fiber ribbon comprising one or
more of said fibers.

11. A mass transfer device according to claim 9 wherein
each of said first plurality of fibers and second plurality of
fibers comprises a fiber mat comprising a plurality of
substantially parallel. interconnected fibers.

12. A mass transfer device according to claim 1 wherein
said fibers are arranged in a fiber mat comprising a plurality
of substantially parallel, interconnected fibers.

13. A mass transfer device according to claim 1 wherein
said core, fiber bundle and housing are generally cylindrical
and concentrically arranged.

14. A mass transfer device according to claim 1 wherein
the first fluid is blood and the second fluid is an oxygenating
gas.

15. A mass transfer device according to claim 14 wherein
said mass transfer device further comprises a heat exchanger
chamber containing a heat exchanger means for regulating
the temperature of blood, said heat exchanger chamber
provided with a blood inlet and blood outlet from said heat
exchanger chamber, wherein said heat exchanger chamber
blood outlet is arranged in fluid communication with the
mass transfer device first fluid inlet means.

16. A mass transfer device comprising:

a hollow fiber bundle wound around a supporting core,
said core having a first end, second end and an axis
extending from said first end to said second end, said
hollow fiber bundle extending radially outward relative
to the axis of the core and having packing fractions
which increase radially outwardly in a major portion of
said hollow fiber bundle thereby providing a packing
fraction gradient, said hollow fiber bundle further
comprising fibers each having a first end, a second end,
a hollow interior and a semi-permeable wall wherein
the first ends of said fibers are adjacent the first end of
said core and the second ends of said fibers are
adjacent the second end of said core;

an outer housing surrounding said hollow fiber bundle;

a first fluid inlet operatively connected to a region of the
hollow fiber bundle adjacent to the core and a first fluid
outlet operatively connected to a region of the hollow
Jfiber bundle adjacent to the housing such that said first
fluid is caused to flow from the core radially outward
through the hollow fiber bundle;

a first potting element adjacent the first ends of said fibers,
the first potting element configured to seal said fibers to
said core and housing;

a second potting element adjacent the second ends of said
[ibers, the second potting element configured to seal
said fibers to said core and housing, wherein said first
and second potting elements, core and housing define
an enclosed chamber; and
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a second fluid inlet operatively connected to the interior
of said fibers at one of said first ends and second ends
and a second fluid outlet operatively connected to the
interior of said fibers at the other of said first ends and
second ends.

17. A mass transfer device according to claim 16 wherein
said major portion of said hollow fiber bundle is at least
seventy-five percent of said hollow fiber bundle.

18. A mass transfer device according to claim 16 wherein
an inner average packing fraction, along a radius beginning
at said region of the hollow fiber bundle adjacent to the core
and extending along said radius twenty-five percent outward
toward the region of the hollow fiber bundle adjacent to the
housing, is less than the outer average packing fraction,
along said radius beginning at said region of the hollow
fiber bundle adjacent to the housing and extending along
said radius seventy-five percent inward toward the region of
the hollow fiber bundle adjacent to the core.

19. A mass transfer device according to claim 18 wherein
the inner average packing fraction is within the range of
seventy to ninety-five percent of the outer average packing
fraction.

20. A mass transfer device according to claim 16 wherein
the inner average packing fraction, along a radius begin-
ning at said region of the hollow fiber bundle adjacent to the
core and extending along said radius twenty-five percent
outward toward the region of the hollow fiber bundle adja-
cent to the housing, is less than the outer average packing
fraction, along said radius beginning at said region of the
hollow fiber bundle adjacent to the housing and extending
along said radius twenty-five percent inward toward the
region of the hollow fiber bundle adjacent the core.

21. A mass transfer device according to clam 20 wherein
the inner average packing fraction is within the range of
sixty to ninetyfive percent of the outer average packing
Jfraction.

22. A mass transfer device according to claim 16 wherein
said packing fractions increase incrementally.
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23. A mass transfer device according to claim 16 wherein
said packing fractions increase continuously.

24. A mass transfer device according to claim 16 wherein
said fibers include a first plurality of fibers positioned
helically around said core in a first direction from said first
end to said second end of said core and a second plurality
of fibers positioned helically around said core in a second
direction opposite said first direction from said first end of
said core to said second end of said core, wherein said first
and second plurality of fibers intersect one another at an
angle measured along the axis of said core.

25. A mass transfer device according to claim 24 wherein
each of said first plurality of fibers and second plurality of
fibers comprises at least one fiber ribbon comprising one or
more of said fibers.

26. A mass transfer device according to claim 24 wherein
each of said first plurality of fibers and second plurality of
fibers comprises a fiber mat comprising a plurality of
substantially parallel, interconnected fibers.

27. A mass transfer device according to claim 16 wherein
said fibers are arranged in a fiber mat comprising a plurality
of substantially parallel, interconnected fibers.

28. A mass transfer device according to claim 16 wherein
said core, fiber bundle and housing are generally cylindrical
and concentrically arranged.

29. A mass transfer device according to claim 16 wherein
the first fluid is blood and the second fluid is an oxygenating
gas.

30. A mass transfer device according to claim 16 wherein
said mass transfer device further comprises a heat
exchanger chamber containing a heat exchanger for regu-
lating the temperature of blood, said heat exchanger cham-
ber provided with a blood inlet and blood outlet, from said
heat exchanger chamber, wherein said heat exchanger
chamber blood outlet is arranged in fluid communication
with the mass transfer device first fluid inlet.
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