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Description

BACKGROUND OF THE INVENTION

[0001] Spectrophotometric-type instruments are
known and used in a variety of applications. An instru-
ment of this type and an associated patient interface op-
tical probe are, for example, disclosed in the Anderson
etal. U.S. Patent5,879,294. The probe includes a hous-
ing and a number of optical fibers. The optical fibers ter-
minate at a tissue-facing surface of the probe and are
coupled between the probe and instrument within a ca-
ble housing. The embodiment of the probe shown in the
Anderson et al. Patent has several send fibers through
which light of different wavelengths is transmitted from
the instrument to the probe. The tissue-facing surface
of the probe is positioned in contact with the tissue being
analyzed to transmit the light from the send fibers into
the tissue. The receive fiber collects light that has
traveled through the tissue being analyzed and trans-
mits the collected light back to the instrument for
processing.

[0002] There remains a continuing need for improved
optical probes for use with spectrophotometric instru-
ments. To provide accurate measurements it is impor-
tant for the probe to maximize the coupling of the meas-
urement light between the optical fibers and the tissue.
In particular, it is important to maximize the coupling of
the light emitted from the ends of the send fibers into the
tissue, and to maximize the coupling of the collected
light,back to the receive fibers. Measurement accuracy
can also be enhanced by minimizing the amount of am-
bient light that enters the receive fibers. The probe
should be capable of providing a high degree of hygiene.
A probe which provides these features and which is ef-
ficient to manufacture and convenient to use would be
especially desirable.

[0003] European Patent Application EP 0868 881 dis-
closes a measurement condition setting fixture 2 for re-
ceiving and holding a light irradiation section. The fixture
includes a window with an optically transparent material
14 over the window.

SUMMARY OF THE INVENTION

[0004] The present invention is a disposable tip
adapted for use in connection with an optical probe of a
medical instrument , as defined in claim 1. The probe tip
includes an elastomeric base member having an ex-
tended patient tissue-engaging surface and structure for
releasably engaging the probe of the medical instru-
ment. A window in the base member transmits light be-
tween the probe and the tissue being analyzed. Adhe-
sive on the tissue-engaging surface of the base member
releasably secures the tip to a patient. The tip provides
a high degree of light coupling between the probe and
tissue being analyzed, while at the same time providing
a high degree of ambient light exclusion. It can be con-
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veniently attached to and removed from the probe.
Since it can be efficiently manufactured and disposed
of after a single use, the probe tip also provides a high
degree of patient hygiene.

BRIEF DESCRIPTION OF THE DRAWINGS

[0005]

Figure 1 is an exploded sectional side view of an
embodiment of an optical probe to which the dis-
posable tip of the present invention can be releas-
ably attached.

Figure 2 is a sectional side view of the probe shown
in Figure 1 without the optical fibers.

Figure 3 is a sectional side view of the probe shown
in Figure 1 with the optical fibers.

Figure 4 is an exploded isometric view of the probe
shown in Figure 1 and the disposable tip of the
present invention showing the upper surfaces of the
components.

Figure 5 is a an exploded isometric view of the
probe shown in Figure 1 and the disposable tip of
the present invention showing the lower surfaces of
the components.

Figure 6 is a sectional end view of the probe and
disposable tip shown in Figures 4 and 5.

Figure 7 is a bottom view of a second embodiment
of a tip in accordance with the present invention.

DETAILED DESCRIPTION OF THE PREFERRED
EMBODIMENTS

[0006] Figures 1-4 illustrate one embodiment of an
optical probe 10 and a disposable tip 100 which can be
releasably attached to the probe. As shown, the probe
10 includes an insert 12 for holding optical fibers 14, 16
and 18, and a housing 20 into which the insert is mount-
ed. The optical fibers 14, 16 and 18 terminate at a tissue-
facing surface 22 of the insert 12 and are coupled be-
tween the insert 12 and instrument (not shown) within a
cable housing 24. The illustrated embodiment of the in-
vention includes four send fibers 14 through which light
of different wavelengths is transmitted to the probe 10.
The ends of the send fibers 14 are sealed in a ferrule
26. A mixer fiber 28 is located between the ferrule 26
and the tissue-facing surface 22 of the probe 10. The
different wavelengths of light emitted from the ends of
the send fibers 14 are mixed within the mixer fiber 28
and thereby scattered throughout the surface area of the
mixer fiber at the tissue-facing surface 22. Each wave-
length of light will therefore travel through a similar vol-
ume of tissue after being transmitted from the probe 10.
The receive fiber 18 and calibration recognition fiber 16
also have ends which terminate at the tissue-facing sur-
face 22 of the probe 10. The receive fiber 18 collects
light that has traveled through the tissue being analyzed
and transmits the collected light to the instrument for



3 EP 1180 965 B1 4

processing. Light emitted by the calibration recognition
fiber and collected by the receive fiber is used by the
instrument to control a calibration procedure.

[0007] The disposable tip 100 and the manner by
which it is releasably mounted to the probe 10 can be
described generally with reference to Figures 4-6. The
probe tip 100 is an elastomeric fixturing device which is
used to removably attach the optical probe 10 to a pa-
tient's tissue measurement site (e.g., the skin of a pa-
tient). The illustrated embodiment of the tip 100 includes
a boot or mating section 106 and a tissue-engaging sec-
tion 108 which extends from the mating section. The tip
100 can be formed from a I|-piece elastomeric base
member molded from flexible material such as silicone
rubber (e.g., 50 shore A durometer from Applied Sili-
cone) or polyethylene foam (e.g., Plastasote from Zote-
foams Limited). Other suitable materials include iso-
prene/EPDM/nitrile rubbers, PVC, polyurethane, rubber
alloys and vinyl acetate foams. An optically clear win-
dow 102 (i.e., a window which transmits the light wave-
lengths of interest) extends from the mating section 106
through the tissue-engaging section 108 and separates
the probe 10 from the patient's skin, thereby functioning
as a fluid/infection barrier. A pressure sensitive adhe-
sive 105 on the bottom of tissue-engaging surface of the
section 108 holds the tip 100 and attached probe 10 to
the measurement site. Once removed from the patient's
skin, the tip 100 can be removed from the probe 10 and
disposed. Alternatively, the adhesive 105 can be re-
placed and the tip 100 reused. The materials from which
the tip 100 is manufactured are preferably compatible
with sterilization processes such as gammaray and eth-
ylene oxide. Tip 100 can be sterilized by these or other
suitable approaches if appropriate for the intended ap-
plication.

[0008] A probe-engaging recess 110 in the mating
section 106 is adapted to releasably secure the tip 100
to the probe 10. The illustrated embodiment of the tip
100 has a mating section 106 with a tapered cavity re-
cess 110 which mates and fits snugly to the correspond-
ingly tapered exterior surface of the tip housing 20. In
particular, the housing 20 has a tip-engaging section 112
with an outer surface that extends outwardly - with in-
creasing distance toward the tissue-facing surface 22.
Similarly, the inner surface of the recess 110 extends
outwardly with increasing distance toward the tissue-en-
gaging surface 104. The mating configuration of the tip
recess 110 and probe section 112 enables the optical
probe 10 to be conveniently inserted into and removed
from the tip 100 without having to remove the tip from
the patient, while at the same time providing a secure
attachment between the probe and tip. Furthermore, the
sloping surfaces of the mating section 106 and the re-
cess 110 cooperate to urge the tissue-facing surface 22
of the probe 10 toward the tip 100 and the tissue of the
patient to which the probe is mounted. In other embod-
iments of the tip (not shown) the probe and tip are con-
figured with the tissue-facing surface of the probe ex-
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tending slightly through the window 102 to further initiate
intimate contact with the tissue being analyzed. Per-
formance of the probe 10 can be optimized by configur-
ing tip 100, housing 20 and insert 12 in such a manner
that the tissue-facing surface 22 at which the optical fib-
ers 16, 18, 28 terminate are positioned as close as pos-
sible to the window 102 and the patient's tissue to pro-
vide good optical coupling of the send and receive light
signals.

[0009] In one embodiment the material of the tip 100
is optically opaque and has mating surfaces which over-
lap the reusable probe tip in a manner to trap ambient
light. The tip preferably prevents or minimizes the
amount of ambient light entering the tissue being meas-
ured near the measurement site. This property is ac-
complished by the tissue-engaging surface of the sec-
tion 108 extending from and surrounding the window
102 The fixture can be molded with a saddle or other
shape which enables it to conform to the curvature of
the leg, arm or other anatomy of the patient. The re-
cessed channels 109 in the upper surface (i.e., the sur-
face opposite the tissue-engaging surface 104) of the
section 108 enhance the flexibility of the tip 100 and its
ability to conform to the contour of the patient's anatomy
to which the tip is mounted.

[0010] A double-sided pressure sensitive adhesive
105 can be bonded to the tissue-engaging surface 104
of the tip 100. Alternatively, the adhesive 105 can be a
transfer tape (unsupported pressure sensitive adhe-
sive). A single coated tape (pressure sensitive adhesive
on the tissue-engaging side only) could also be used.
The adhesive and any associated support substrates
should be optically clear if they are also functioning as
the window 102. Alternatively, a separate section of op-
tically clear material which does not have adhesive
properties can be mounted to the tip 100 to function as
the window 102. Such a window 102 component can be
fixtured within the cavity of the tip 100. For example, the
window can be a thin (e.g., about 0.127mm), thermofor-
med transparent (i.e., polyester, polyethylene or poly-
carbonate) plastic material molded to conform to the
hole through the elastomeric tip 100. The window 102
can then be permanently mounted by adhesive to the
elastomeric member forming the tip 100. One embodi-
ment of the invention includes a window 102 formed
from polyester film (e.g., Mylar Type D from DuPont of
Wilmington, DE). When adapted for use on patients, the
adhesive 105 is preferably non-irritating, non-toxic and
biocompatible. In one embodiment of the invention, type
1524 double coated tape from 3M Healthcare of St.
Paul, MN, is used for adhesive 105.

[0011] Arelease liner 114 can be used to protect the
adhesive 105 and window 102 while the tip is being
stored prior to use. The liner 114 should be designed to
be easily pulled off the tip 100 to expose the pressure
sensitive adhesive 105. The release liner 114 can also
be formed from optically clear materials, thereby allow-
ing the tip 100 to be used intermittently on a patient be-
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fore the release liner 114 is removed and the tip 100 is
fixedly mounted to the patient for continuous measure-
ments. Alternatively, a non-transparent paper or plastic
release liner 114 can be used if the adhesive component
is not designed to provide the window 102 between the
tip 100 and probe 10. In yet another embodiment of the
invention the adhesive can be applied to the tissue-en-
gaging surface 104 of the tip 100 immediately prior to
its use on a patient.

[0012] Structural approaches other than the elasto-
meric interference fit described above can be used to
releasably secure the tip 100 to the optical probe 10. For
example, snap-type or other buttons or latch mecha-
nisms can be used for this purpose.

[0013] The probe tip 100 does not permanently fixture
the optical components (e.g., optical fibers 14, 16 and
18 and light mixer 28) of the probe 10 within a "patient
sensor." Instead, the optical (and relatively expensive
and functionally reusable) components can be removed
from the patient without affecting the attachment of the
tip 100 to the patient. This reversibility of the connection
between the probe 10 and the patient allows the probe
to be disconnected and reused on the same patient with-
out having to issue a new disposable tip 100. In situa-
tions where a patient is temporarily removed from the
instrument (e.g., for x-ray or surgery), the tip 100 can
remain attached to the patient and measurement later
resumed. The tip 100 can be relatively easily yet secure-
ly attached to the housing 20 without the need for hooks,
snaps or other fasteners. The tip is also soft and com-
fortable, resulting in little if any damage to the tissue to
which it is mounted.

[0014] Figure 7 is an illustration of the bottom of a tip
200 in accordance with another embodiment of the in-
vention. Tip 200 can be formed from two overlaying
sheets of polyethylene foam (not separately visible in
Figure 7) and a sheet of double sided adhesive having
a release liner (also not shown in Figure 7) by thermal
compression molding processes in a steel rule die. The
bottom polyethylene layer (i.e., the layer with the tissue-
engaging surface 204) is preferably black or otherwise
optically opaque to the sensitive wavelength range of
the spectrophotometric instrument to minimize the ef-
fects of ambient light on the measurement, while the top
layer can be colored to enable printing and/or to indicate
the size of the tip 200. The molded sheets can be large
enough to include a plurality of adjacent tips having their
windows 202 aligned with one another and cut from the
sheets during the molding operation. Following the
molding operation the release liner can be removed and
a strip 207 of optically clear polyester (e.g., Mylar Type
D from DuPont) or other material applied to the adhesive
across all the windows 202. The release liner can then
be reapplied, and the individual tips 200 cut from the
molded sheet. Tips 200 manufactured using this method
will have the strip 207 of the clear material covering the
window 202 extending between opposite ends of the
tips, yet leaving sufficient exposed adhesive to enable
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the tip to securely adhere to the patient. A strip 207 of
this type, as opposed to a piece of optically clear mate-
rial over the window but surrounded by adhesive, allows
moisture to relatively easily diffuse from the tissue/win-
dow interface.

Claims

1. Adisposable tip adapted for use in connection with
an optical probe (10) of an instrument, including a
one piece elastomeric base member having an ex-
tended tissue-engaging surface and a structure for
releasably engaging the optical probe of the instru-
ment, the structure for releasably engaging includ-
ing a cavity (110) for engaging a projection (112) on
the probe, and a window (102) in the base member
for transmitting light between the probe and a tis-
sue, characterized in that:

the inner walls of the cavity (110) slope out-
wardly with increasing distance toward the tis-
sue-facing surface (104) for mating with the
projection on the probe.

2. The tip of claim 1 and further including adhesive on
the tissue-engaging surface of the base member for
releasably securing the tip to a patient.

3. The tip of claim 2 and further including a release
liner covering the adhesive.

4. Thetip according to one of the claims 1 to 3 wherein
the cavity surrounds the window.

5. Thetip according to one of the claims 1 to 4 wherein
the structure for engaging the optical probe sur-
rounds the window.

6. The tip according to one of the claims 1 to 5 wherein
the window includes an optically transparent mem-
ber mounted to the base member.

7. The tip according to one of the claims 1 to 6 and
further including adhesive on an optically clear sub-
strate which covers the window and tissue-engag-
ing surface of the base member.

8. The tip according to one of the claims 1 to 7 wherein
the tip and window are a one-piece member.

9. Thetip according to one of the claims 1 to 8 wherein
the structure for releasably engaging the probe pro-
vides an interference/friction fit to the probe.

10. The tip according to one of the claims 1 to 9 wherein
the tissue-engaging surface of the base member is
optically opaque.
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Patentanspriiche

1.

10.

Wegwerfspitze, angepasst fiir die Verwendung mit
einem optischen Fihler (10) eines Instruments, die
ein einteilig ausgebildetes, elastomeres Basisteil
mit einer erweiterten gewebekontaktierenden Fla-
che und eine Anordnung zum Herstellen einer 16s-
baren Verbindung mit dem optischen Fuhler des In-
struments umfasst, wobei die, die I6sbare Verbin-
dung herstellende Anordnung einen Hohlraum
(110) zum Aufnehmen eines Vorsprungs (112) am
Flhler aufweist, sowie ein Fenster (102) im Basis-
teil zum Weiterleiten von Licht zwischen dem Fihler
und einem Gewebe, dadurch gekennzeichnet,
dass:

die Innenwénde des Hohlraums (110) in Rich-
tung der dem Gewebe zugewandten Flache
(104) mit zunehmendem Abstand abgeschragt
ausgebildet sind, um den Vorsprung des Fiih-
lers aufzunehmen.

Spitze nach Anspruch 1, weiterhin umfassend ein
Klebemittel auf der gewebekontaktierenden Flache
des Basisteils, um die Spitze I6sbar am Patienten
anzubringen.

Spitze nach Anspruch 2, weiterhin umfassend ei-
nen das Klebemittel bedeckenden Abziehstreifen.

Spitze nach einem der Anspriiche 1 bis 3, wobei der
Hohlraum das Fenster umgibt.

Spitze nach einem der Anspriiche 1 bis 4, wobei die
Anordnung zum Herstellen der I6sbaren Verbin-
dung mit dem Fuhler das Fenster umgibt.

Spitze nach einem der Anspriiche 1 bis 5, wobei
das Fenster ein am Basisteil angebrachtes optisch
transparentes Element umfasst.

Spitze nach einem der Ansprliche 1 bis 6, die wei-
terhin ein Klebemittel auf einem optisch transparen-
ten Substrat umfasst, das das Fenster und die ge-
webekontaktierende Flache des Basisteils bedeckt.

Spitze nach einem der Anspriiche 1 bis 7, wobei die
Spitze und das Fenster in einem Teil ausgebildet
sind.

Spitze nach einem der Anspriiche 1 bis 8, wobei die
Anordnung zum Herstellen der I6sbaren Verbin-
dung mit dem Fihler derart ausgebildet ist, dass ei-
ne Pressverbindung/reibschlissige Verbindung mit
dem Fihler hergestellt wird.

Spitze nach einem der Anspriiche 1 bis 9, wobei die
gewebekontaktierende Flache des Basisteils licht-
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undurchlassig ist.

Revendications

Extrémité jetable adaptée pour étre utilisée en as-
sociation avec une sonde optique (10) d'un instru-
ment, comprenant un élément de base en élasto-
mere monobloc présentant une surface de mise en
prise de tissu étendue et une structure destinée a
mettre en prise de maniere détachable la sonde op-
tique de l'instrument, la structure destinée a mettre
en prise de maniére détachable comprenant une
cavité (110) destinée a mettre en prise une saillie
(112) sur la sonde, et une fenétre (102) dans I'élé-
ment de base destinée a transmettre la lumiére en-
tre la sonde et un tissu, caractérisée en ce que :

les parois internes de la cavité (110) sont incli-
nées vers I'extérieur avec une distance en aug-
mentation vers la surface en face du tissu (104)
pour s'associer avec la saillie sur la sonde.

Extrémité selon la revendication 1 et comprenant
en outre un adhésif sur la surface de mise en prise
du tissu de I'élément de base afin de fixer de ma-
niére détachable I'extrémité au patient.

Extrémité selon la revendication 2 et comprenant
en outre un film antiadhésif recouvrant I'adhésif.

Extrémité selon l'une quelconque des revendica-
tions 1 a 3, dans laquelle la cavité entoure la fené-
tre.

Extrémité selon l'une quelconque des revendica-
tions 1 a 4, dans laquelle la structure destinée a
mettre en prise la sonde optique entoure la fenétre.

Extrémité selon l'une quelconque des revendica-
tions 1 a 5, dans laquelle la fenétre comprend un
élément optiquement transparent fixé a I'élément
de base.

Extrémité selon l'une quelconque des revendica-
tions 1 & 6 et comprenant en outre un adhésif sur
un support optiquement clair qui couvre la fenétre
et la surface de mise en prise du tissu de I'élément
de base.

Extrémité selon l'une quelconque des revendica-
tions 1 a 7, dans laquelle I'extrémité et la fenétre
constituent un élément monobloc.

Extrémité selon l'une quelconque des revendica-
tions 1 a 8, dans laquelle la structure destinée a
mettre en prise de maniére détachable la sonde
fournit un ajustement par serrage/friction a la son-
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de.

10. Extrémité selon l'une quelconque des revendica-
tions 1 a9, dans laquelle la surface de mise en prise
du tissu de I'élément de base est optiquement opa-
que.
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