wo 2011/156875 A1 I 10KV AR

(12) INTERNATIONAL APPLICATION PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT)

1 1d Intellectual P t izati AN
(19) World Intellectual Property Organization /g ]I ) 0M)F 00N 00 0N 00O O
International Bureau S,/ 0
3\ ) 10) International Publication Number
(43) International Publication Date \'{:/_?___/ (10)
22 December 2011 (22.12.2011) PCT WO 2011/156875 Al
(51) International Patent Classification: AO, AT, AU, AZ, BA, BB, BG, BH, BR, BW, BY, BZ,
A6IM 25/00 (2006.01) A61B 19/10 (2006.01) CA, CH, CL, CN, CO, CR, CU, CZ, DE, DK, DM, DO,
A L. DZ, EC, EE, EG, ES, FI, GB, GD, GE, GH, GM, GT,
(21) International Application Number: HN. HR. HU. ID. IL. IN. IS. JP. KE. KG. KM. KN, KP
PCT/BE2011/000034 KR, KZ, LA, LC, LK, LR, LS, LT, LU, LY, MA, MD,
(22) International Filing Date: ME, MG, MK, MN, MW, MX, MY, MZ, NA, NG, NI,
26 May 2011 (26.05.2011) NO, NZ, OM, PE, PG, PH, PL, PT, RO, RS, RU, SC, SD,
. SE, SG, SK, SL, SM, ST, SV, SY, TH, TJ, TM, TN, TR,
(25) Filing Language: Dutch TT, TZ, UA, UG, US, UZ, VC, VN, ZA, ZM, ZW.
(26) Publication Language: English  (84) Designated States (unless otherwise indicated, for every
(30) Priority Data: kind of regional protection available): ARIPO (BW, GH,
BE2010/0322 27 May 2010 (27.05.2010) BE GM, KE, LR, LS, MW, MZ, NA, SD, SL, SZ, TZ, UG,
ZM, ZW), Eurasian (AM, AZ, BY, KG, KZ, MD, RU, TJ,
(71) Applicant (for all designated States except US). AGFA TM), European (AL, AT, BE, BG, CH, CY, CZ, DE, DK,
HEALTHCARE [BE/BE]; Septestraat 27, B-2640 Mort- EE, ES, FI, FR, GB, GR, HR, HU, IE, IS, IT, LT, LU,
sel (BE). LV, MC, MK, MT, NL, NO, PL, PT, RO, RS, SE, SI, SK,
. SM, TR), OAPI (BF, BJ, CF, CG, CL CM, GA, GN, GQ,
(72) Inventor; and GW, ML, MR, NE, SN, TD, TG).

(75) Inventor/Applicant (for US only): VAN DAMME, Wal-
ter [BE/BE]; c/o Agfa HealthCare NV, Septestraat 27, Published:
B-2640 Mortsel (BE).

(74) Agent: AGFA HEALTHCARE NV; Septestraat 27, __ before the expiration of the time limit for amending the
B-2640 Mortsel (BE). claims and to be republished in the event of receipt of

(81) Designated States (unless otherwise indicated, for every amendments (Rule 48.2(h))
kind of national protection available): AE, AG, AL, AM,

—  with international search report (Art. 21(3))

(54) Title: RECEIVER FOR CATHETER

15
3
2 .
4 10 Fig. 2
11 1
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RECEIVER FOR CATHETER
Field of the invention

The present invention relates to the use of receivers in combination with surgical drapes.
More in particular, the invention relates to receivers that are used in combination with surgical
drapes during medical procedures, whereby a catheter is introduced in a vein or artery.

Background of the invention

Angiography is an examination whereby a contrastmedium is introduced in the veins.
Therefore a catheter is inserted in the artery of the groin. As soon as the catheter is
positioned, the radiologist administers the contrast medium. Thereafter the blood vessels can
be visualised on a monitor by means of medical imaging techniques.

An angiographic examination requires the use of guiding threads and catheters. The catheters
that are used during such examinations, sometimes are removed temporarily out of the body
of the patient by the physician so as to be reintroduced in the patient’s body in a later phase of
the examination. The catheters that are removed out of the patient’s body by the physician, are
put by an assistant or by the physician in a receiver containing a physiological solution
containing heparin. In such a way the receiver remains moist. The catheter can also be
washed through with the solution to remove the blood remaining in the lumen of the catheter.
Usually a bowl is used as receiver. Examples of such bowls are described in a.o. WO
9856687 and US 6691946.

In practice it happens that more than one catheters and guiding threads are put in the receiver.
Each time a physician wishes to reintroduce a catheter in a patient’s body, the selected
catheter needs to be taken out of the receiver by the physician or the assistant.

During surgical procedures drapes are used to shield an environment in a sterile way.
These drapes constitute during surgical procedures a barrier against blood and other body
fluids. '

During an angiographic examination a patient is covered with a surgical drape wherein at the
position of the groin two openings are made. At the position of these openings, a physician -
introduces guiding threads and/or catheters in a vein or artery of a patient. A technique often
used during such angiographic procedures is the so-called technique of Seldinger.
The Seldinger-technique comprises the following basic steps :

1) the selected blood vessel is lanced by means of a hollow needle

2) through the hollow needle a guiding thread is inserted through the selected blood

vessel in the body of the patient
3) the hollow needle is removed
4) a catheter is positioned over the guiding thread
*5) the guiding thread is removed

In US 5074316 a basic pouch for instruments is described that during an angiographic
examination can be attached to a surgical drape at or around the place where a catheter is
inserted in the body of a patient. The instrument pouch is made from a transparant material
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and can be positioned over the catheter line to ease the manipulation of catheters. The
instrument pouch is not used to store the catheters or to temporarily hold same.

EP 1113970 describes a method to temporarily store guiding threads. The storage takes place
in a flexible hollow tube that is closed at one end with a mouthpiece wherein more than one
opening is made. The flexible hollow tube can be attached to the surgical drape whereby the
end that comprises the mouthpiece with the openings, can be positioned in the immediate
vicinity of an opening in the surgical drape at or around the groin area of the patient. More
than one guiding thread can be stored simultaneously. The ends of the various guiding threads
differ in shape. This simplifies the selection of the appropriate guiding thread by the
physician for re-insertion in the patient. The method described in EP 1113970 is directed to
guiding threads. In practice guiding threads are fine metal threads. Catheters have a larger
diameter compared to guiding threads. Quite some catheters are manufactured from plastics
and comprise a special coating. To the surface of catheters a coating can be foreseen that
prevents the quick clotting of blood. When the method described in EP 1113970 would be
used for the temporary storage of catheters, the coating at the surface of the catheters could be
damaged.

US 6802323 describes a construction to temporarily store guiding threads and catheters. It
deals with a rather voluminous and stiff construction that comprises a drainage system. The
construction can be attached to the pending side of a surgical drape. This construction fills the
space between the physician and the table supporting the patient. The method provides the
temporary storage of guiding threads and catheters by locking the guiding threads and
catheters parallel one to the other. The stored guiding threads and catheters can be moistened
with a saline solution containing heparin. By frequently locking of a catheter the coating of
the catheter can be damaged. :

US 2005/0279366 A1, published December 22, 2005, describes a receiver for the storage of
a.o0. catheters, as used during surgical procedures such as a heart-catherisation. The receiver
or envelope comprises an open upper side and closed side parts and bottom parts. In such a
receiver a catheter can indeed be stored, as illustrated on figure 5 of this patent application.
From this figure and description it is apparant that the catheter in this envelope can only be
stored in a folded manner. This causes problems as well during the introduction of the
catheter in the envelope, as well as by the removal out of the catheter from the envelope.

On top hereof, in case more that one guiding thread and/or catheter should be stored in such
envelope concomitantly, these are in contact with each other frequently, leading to damage
en causing further difficulty for manipulation.

WO02004/060184 A1, published July 22, 2004, describes a receiver for the storage of surgical
instruments. The receiver can be attached to the surgical drape, and can even be permanently
affixed to it. From the description and the drawings it is clear that such areceiver is not
suitable for the storage of guiding threads and/or catheters. The complete upper side of the
receiver is open, and the dimensions of the receiver do not allow to hold a guiding thread
and/or catheter, unless in a quite folded position. In view of the stiffness of such elements,
this is excluded in practise. The likelihood that a guiding thread or catheter placed in such a
receiver puts out or juts out is quite high. As a result the guiding thread/catheter should loose
its sterile character and so become unsuitable for further use. This holds true in particular
when one wishes to store not one but several guiding threads and/or catheters in such receiver.
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WO02011/025439 A1, published on March 3, 2011, describes also a receiver for the storage of
guiding threads and/or catheters. The dimensions of this receiver are so large that these
elements can be stored therein in non-folded or partly folded position. The disadvantage of
this type of receiver is on the one hand that its dimensions render its use in practice quite
difficult. On the other hand, this receiver comprises a very large opening at its upper side, as
a result whereof it is difficult to include a solution hererin, such as e.g. a saline solution
comprising heparin, without such solution ‘leaking’ from the receiver,-and at the same time
moisturing the stored guiding thread and/or catheter over its entire length.

For the above reasons there remains a need for a combination of a surgical drape and a
receiver wherein guiding threads and catheters temporarily can be stored in a userfriendly
way.

SUMMARY OF THE INVENTION

The present invention relates to an elongated synthetic receiver that is open or can be opened
only at the elongated upper side. The synthetic receiver comprises at the elongated side a
sticky strip enabling the attachment of the synthetic receiver to the surgical drape. Guiding
threads and catheters that are removed out of the body of a patient during an. angiographic
examination can be stored quickly and easily in the synthetic receiver. A fluid can be
included in the synthetic receiver so as to moisten the guiding threads and catheters.

More in particular the invention comprises the products and methods as set forth in the
enclosed claims.

SHORT DESCRIPTION OF THE DRAWINGS

Figure 1 is a front view of a receiver.

Figure 2 is a side view of a receiver.

Figure 3isa front view of a receiver, that comprises various sticky strips.

Figure 4 is a front view of a receiver, that comprises supplementary compartments.

Figure 5 is a side view of a receiver, that compris.e's supplementary compartments.

Figure 6 is a front view of a receiver, that comprises a reclosable closing mechanism.

Figure 7 is a side view of a receivér, that comprises a reclosable closing mechanism.
DEFINITIONS

The term “flexible” relates to the possibility of a material of being transformed by the exertion
of an external force, without being immediately damaged.

The term “transformable element” relates to an element that can be transformed manually and

that is capable to retain more or less the newly adopted form.

DESCRIPTION OF THE INVENTION
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The invention relates predominantly to a longitudinal receiver. This element is suitable for
the storage of guiding threads and/or catheters used during a surgical procedure and is at least
partly folded along its longitudinal axis. The receiver comprises a front- (10) and rearside
(11), the bottom part (12) and side parts whereof are waterproof connected to each other, and
the rearside whereof comprises means (3) for the attachment of the receiver to a surgical
drape, and the upper part whereof comprises an opening (15). The receiver according to the
invention is characterized in that the length of the receiver obtained by at least partly
unfolding the receiver is sufficient to store the said guiding threads and/or catheters in
unfolded position through said opening (15).

Such a receiver accordlng to the invention presents numerous advantages in practice. During

a surgical procedure the guiding threads and/or catheters can be easily inserted, stored and
taken back out. Because the guiding threads and/or catheters are stored in non-folded and
hence stretched position, manipulation not only is easier and more handy, but the risk for
being damaged during manipulation is also virtually non-existant. The possibility that more
of these stored elements become entangled with each other is practically excluded. In view of
the dimensions of the receiver, the guiding threads and/or catheters can also be stored
humidly.

By judiciously and according to size unfolding of the pre-folded receiver it is possible to
adapt the length of the receiver to conform to the guiding threads and/or catheters that are
used in any type of surgical procedure. Depending upon the kind of surgical procedure, the
type and in particular the length of the guiding threads and/or catheters differ. The receiver
according to the invention allows that one sole type of receiver in at least partly folded
position can'be used for the creation of a receiver suitable for each type of surgical procedure
by unfolding ‘according to size’. In this way one can avoid the production of a large portfolio
of receivers, each suitable for a particular kind of surgical procedure, or the production of one
single type of receiver that is too short for being used in some procedures, and too long in

. other cases. When the receiver is too short, then the guiding threads and/or catheters can only
be stored in folded position, resulting in the disadvantages described above. When the
receiver is too long, it takes unnecessary place on the surgical table, resulting in difficulties in
practice.

The length of the receiver in at least partly folded position amounts to between 40 cm and 240
cm. Preferably the length of the receiver amounts to between 60 cm and 150 cm, preferably
at least minimum 100 cm.

The height of the receiver amounts to between 2 cm and 25 cm. Preferably the height of the
receiver amounts to between 3 cm and 15 cm, preferably at least minimum 5 cm, still more
preferably minimum 10 cm.

The receiver can be manufactured from various kinds of fluid-impermeable material.
Preferably the receiver is manufactured from a flexible kind of synthetic material such as
polyethylene. To ease the selection of guiding threads or catheters that are contained in the
receiver, the receiver is preferably manufactured from a transparant material.

The receiver is preferably made from a sterilisable material.

To the rear side of the receiver a double sided sticky strip can be attached. Suitable double
sided sticky strips like e.g. “3M Transparant Polyethylene, 4.9 mil Double Coated Tape 9889,
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60 #Liner” are commercially available from 3M. After affixing this sticky strip, this sticky
strip is preferably covered by a release-foil. The sticky strip can be affixed over the entire
length of the receiver. Also plural sticky strips, spread over the entire rear side of the
receiver, can be affixed. After removal of the release foil the sticky side is available for use.
By means of this sticky strip or strips the receicer can be attached to the surgical drape that
covers the patient. -

The receiver according to the invention can easily be unfolded so as to conform to the size
suitable for the storage of guiding threads and/or catheters in unfolded or stretched position,
used in case of specific surgical procedures.

Upon its manufacture, the receiver according to the invention is folded in_‘a way that enables
the partial unfolding of the receiver when used in practice.

The receiver can be attached to the surgical drape at the inner side of the leg of the patient.
The receiver can be attached to the surgical drape at the outer side of the leg of the patient.

It is possible to attach a receiver as well at the inner side of the leg of the patient, as well as at
the outer side of the leg of the patient.

The receiver can be attached to the pending side of the surgical drape.

In case an elongated receiver is used, the receiver can be attached by means of the sticky strip
and by making one or more corners around the feet of the patient.

Depending upon the length of the guiding threads or catheters used, it is possible to attach a
receiver fully or partially to the surgical drape.

In case one wishes not to use the full length of the longitudinal receiver, part of the
longitudinal receiver can be folded back. The folded part of the longitudinal receiver can be
attached to the surgical drape by means of a sticky strip.

In the receiver that stores temporarily the guiding threads and catheters, a fluid can be present
so as to moisten the stored guiding threads and catheters. To this end a saltine solution
containing heparin can be used. :

So as to remove possible remaining blood rests in the catheters, the catheters stored in the
receiver can be washed trough in the receiver by means of a solution containing heparin. This
can be accomplished by taking one end of the catheter out of the receiver and by inserting a
solution containing heparin in the catheter. The solution that flows out of the catheter at its
other end can e.g. be received in the receiver.

So as to keep the opening of the receiver easily accessible for the temporary storage of a
guiding thread or a catheter, a deformable element with a predefined stiffness can be
incorporated at or around the open end of the receiver. Such a deformable element can be
deformed manually and can also be useful to prevent that the receiver containing the solution
falls completely open. The deformable element can also be used to temporarily clip a surgical
instrument, such as a syringe, during a surgical procedure
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The deformable element can e. g. be made by one or more metal threads surrounded by a
deformable synthetic material. An example of such a deformable element is commercially
available under the brand Flexform (available from 3M).

In a preferred embodiment the dimensions, in particular the height of the rear side of the
receiver, are at least equal to the dimensions, in particular the height of the front side of the
receiver. In a more preferred embodiment the dimensions of the front- and rearside of the
receiver are equal.

Preferably the dimensions of the front- and rearside are selected such that the ratio of the
width of the opening (15) over the height of the front-, resp. rearside of the receiver, is
minimum 1 over 2, more preferably 1 over 3, still more preferably 1 over 5. These ratios can
be accomplished in practice by a judicious use of the deformable element as described above.
These ratios should not be identical over the entire length of the opening (15). It is clear that
close to the side parts ofthe receiver the opening may be minimal, and that the opening widens
further away from the side parts. The deformable element as described above can be used
advantageously to steer the width of the opening over the entire length of the receiver.

Figures 1 and 2 represent the front resp. the side view of the receiver. The receiver comprises
a layer of synthetic material (1). To the rear side of the receiver a sticky strip (3) is affixed.
The sticky strip is covered by means of a release foil (4). To the front side of the receiver a
deformable element (2) with a predefined stiffnes is affixed.

Figure 3 represents the front view of a receiver that comprises various sticky strips at its rear
side (5).

At or around the open end of the receiver, a reclosable closing mechanism can be foreseen at
the inner side of the receiver. By means of such closing mechanism some parts of the
opening of the receiver can be temporarily closed. Examples of such reclosable closing
mechanisms are known in the art and are described e.g. in US 5138750, US 7137736 and
US20060104548. The judicious use of such a reclosable closing mechanism can reduce the
risk of undesirable opening of the receiver.

In case the reclosable closing mechanism is characterized by a sufficient degree of stiffness,
the presence of such reclosable closing mechanism can make the presence of a deformable
element superfluous.

Figures 6 and 7 represent resp. the front view and side view of a receiver, that comprises a
reclosable closing mechanism (7).

To avoid damage to catheters, sufficient space should be foreseen in the receiver. This is to
avoid that pressure should be exerted on the catheters for storage. The provision of sufficient
space in the receiver is also desirable to take back the selected catheter out of the receiver.

It is possible to include in the receiver another smaller additional receiver to avoid contact
between the various catheters or between catheters and guiding threads. This smaller receiver
can — if desired — comprise a deformable element.



WO 2011/156875 PCT/BE2011/000034

7

Figures 4 and 5 represent respectively the front view and the side view of a receiver, that
comprises a smaller additional receiver (6). The use of a receiver comprising such additional
compartment can help with the easy retrieval of the desired guiding thread or catheter.

The receiver is used during examinations wherein a guiding thread or catheter in inserted in a
vein or artery. When the practising physician removes a guiding thread or catheter
temporarily out of the body of a patient, this guiding thread or catheter can be put back in the
receiver in one smooth movement.

An advantage fo the receiver according to the invention is the fact that catheters in case of
removal out of the body of the patient can be put directly in one smooth movement in the
receiver whilst the practising physician keeps an eye on the patient. Because of the smaller
number of manipulations that should be practised with the guiding thread or the catheter, the
risc that the guiding thread or catheter touches one or the other part of the drape or the
instrument table is smaller compared to the present still practised procedures whereby the
practising physician should turn away from the patient to put the guiding thread or catheter
away, or whereby the physician hands over the guiding thread or catheter to an assistant who
subsequently stores the guiding thread or catheter. Each and every contact between the fragile
catheter and another object can have an inferior effect on the coating covering the catheter.

By application of the present invention the number of manipulations that should be performed
with the catheter during an angiographic examination can be reduced to a minimum.
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CLAIMS

1.

Longitudinal receiver suitable for the storage of guiding threads and/or catheters used
during a surgical examination, at least partly folded in the longitudinal direction,

‘comprising a front- (10) and rearside (11), the bottom part (12) and side parts (13,14)

whereof are waterproof connected to each other, the rear part whereof comprises
means (3) for the attachment of the receiver to a surgical drape, the upper part whereof
comprises an opening (15), characterised in that the length of the receiver obtained by
at least partly unfoldmg is sufficient to store the said guiding threads and/or catheters

“through said opening in non-folded form.

Receiver according to claim 1 characterized in that the receiver is manufactured from
a flexible material, preferably transparant.

Receiver according to claim 1 or 2, characterised in that the means for attachment
comprises sticky substances, preferably a two-sided sticky strip.

Receiver according to one of the preceding claims characterized in that the receiver is
filled at least partly with a fluid.

Receiver according to claim 4, characterised in that the fluid is a saline solution,
preferably containing heparin.

Receiver according to one of the previous claims, characterised in that the front side
comprises a deformable element.

Receiver according to claim 6, characterised in that the deformable element comprises
a metal thread, covered by a deformable synthetic material.

Receiver according to one of the previous claims, characterized in that it comprises
compartments for the storage of catheters.

Receiver according to one of the previous claims, characterized in that the length of
the receiver in at least partly unfolded position amounts to minimum 50 cm, preferably
100 cm, resp. 150 cm. :
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