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ABSTRACT 

This invention describes novel methods and devices for 
Stabilizing and retracting tissue during Surgery, in particular 
internal tissue. Patches of material, preferably biodegrad 
able, are adhered to tissue Surfaces. By manipulation of the 
patches, for example directly with forceps, or via Sutures 
attached to the patches, tissues can be retracted or otherwise 
manipulated with minimal trauma to the tissues. The method 
is especially useful in minimally-invasive Surgery. 
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BODEGRADABLE TISSUE RETRACTOR 

RELATED APPLICATION 

0001. This application is a divisional application of U.S. 
patent application Ser. No. 10/114,922, filed Apr. 3, 2002, 
which is a continuation application of U.S. patent applica 
tion Ser. No. 09/634,366, filed Aug. 9, 2000, which is a 
continuation application of U.S. patent application Ser. No. 
09/045,401, filed Mar. 20, 1998, which claims the benefit 
under Title 35, U.S.C. S119(e) of U.S. provisional applica 
tion Ser. No. 60/042,054, filed Mar. 20, 1997, incorporated 
herein by reference. 

FIELD OF THE INVENTION 

0002 The invention relates generally to Surgical devices, 
and more particularly to materials and methods for retraction 
and Stabilization of tissues, using biodegradable patches 
adhered to tissue in a releasable manner. 

BACKGROUND OF THE INVENTION 

0003. During Surgery, it is often necessary to retract 
tissue, especially internal tissue, to operate upon it or upon 
adjacent tissue. This is conventionally accomplished using 
forceps, or other mechanical gripping devices adapted for 
the purpose. Retraction or manipulation may also be accom 
plished by implanting a Suture into the tissue, but there is a 
Significant risk of tissue tearing even with Strong, muscular 
tissue. 

0004 U.S. Pat. No. 4,621,619 (Sharpe) describes a plas 
tic disposable, hand applied medical retractor for retracting 
flesh at the edges of an incision or aperture in the human or 
animal body. The retractor includes a hook for impaling 
flesh and a pad that has an adhesive Surface that can be 
adhered to skin to anchor the retractor to keep flesh in a 
retracted position. 

0005 U.S. Pat. No. 4,899,762 (Muller) describes a com 
bination Surgical drape, dressing, and closure Structure and 
method of use before, during, and after a Surgical procedure. 
The dressing portion can be adhered to a patient over a 
Surgical field and, after an incision is made, the incision can 
be retracted with retractors, forceps, or clamps Secured to the 
dressing portion. 

0006 U.S. Pat. No. 5,026,389 (Thieler) describes a sur 
gical method and apparatus for opening and closing a 
Surgical wound. An elastic member is adhered acroSS a 
patient's skin at a treatment Site. An incision is made by 
cutting through the elastic member and through the patient's 
skin to permit a Surgical procedure to be conducted. The 
incision is closed by reapproximating the patient's skin at 
the treatment Site and by bringing the cut edges of the elastic 
member together and adhering a relatively inelastic Sealing 
member over the elastic member to maintain the cut edges 
while the wound heals. 

0007 International Patent Publication No. WO 96/29370, 
published Sep. 26, 1996, describes a barrier or drug delivery 
System that is adherent to a tissue Surface to which it is 
applied. Tissue can be stained with a photoinitiator, then a 
polymer Solution or gel having added thereto a defined 
amount of the same or a different photoinitiator can be 
applied to the tissue. Exposure of light causes polymeriza 
tion at the Surface, providing adherence and forming a gel. 
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The resulting polymerizable barrier materials are useful for 
Sealing tissue Surfaces and junctions against leaks of fluids. 
TiSSue Surfaces also can be adhered to each other. The 
adhesive qualities of the material are demonstrated in an 
example in which pieces of abdominal wall were excised 
from a euthanized rat and were clamped to a glass Slide with 
binder clips. Polymeric material was adhered to the abdomi 
nal wall tissue. The polymer was urged away from the tissue 
and fractured, with portions remaining adherent to the tissue. 

0008 While the above and other disclosures describe, in 
Some cases, useful tissue-adherent devices, there exists a 
need for retraction of Soft internal tissueS Such as liver and 
Spleen. Accordingly, it is an object of the present invention 
to provide a device for retraction of tissue, internally of a 
patient, in connection with a Surgical procedure. 

SUMMARY OF THE INVENTION 

0009. A novel technique to accomplish retraction of 
tissue is described herein. The present invention provides a 
variety of methods, kits, Systems, devices, and new uses, all 
concerning retraction of tissue using an agent that adheres to 
the tissue. All of the devices, kits, and Systems can be used 
in conjunction with improved uses and methods of the 
invention, and Vice versa. 

0010. In one aspect, the invention provides a method that 
involves applying a tissue-affixing article to a Surface of 
tissue internally of a patient. The tissue-affixing article is 
adhered to the Surface of the tissue, and the tissue is retracted 
by exerting a manipulative force on the tissue-affixing 
article. In one embodiment the method is to affix an adhesive 
to tissue, internally of a patient, and to retract the tissue via 
the adhesive, that is, to physically manipulate the tissue by 
applying force directly or, preferably, indirectly, to the 
adhesive. This can be accomplished by affixing a patch of a 
material having Sufficient tensile Strength to the tissue, using 
a Suitable adhesive. In one embodiment, an unadhered 
portion of the patch may then be easily grasped and moved 
or Stabilized by Suitable retraction means, Such as a retract 
ing instrument, or a Suture that is passed through the 
unadhered portion of the patch, or which is permanently 
pre-attached to the patch. Alternatively, the patch may be 
completely adhered to the tissue, and a Suture may then be 
passed through the adhered patch to provide tension without 
necessarily penetrating the tissue, or a retracting instrument 
may be applied to the adhesive or the patch. In each case, the 
patch can distribute the applied force over a larger Surface 
area of the tissue than that which would be contacted directly 
by the retracting means, thus reducing potential tissue 
trauma, as might occur if a Suture were passed directly 
through tissue and retracted. Moreover, the ability to achieve 
and maintain retraction of a tissue in a confined Space using 
a means of retraction which minimizes obstruction of access 
ports is particularly important in minimally-invasive Sur 
gery, Such as laparoscopy or other endoscopic Surgery. This 
concept is particularly applicable to organs Such as cardiac 
tissue, lung tissue, and GI (gastrointestinal) tissue in mini 
mally invasive Surgical procedures. 

0011. The above and other methods of the invention can 
be carried out in minimally invasive procedures, in which a 
tissue-affixing article that can be a patch, or a Suture/patch 
combination can be passed through a Small diameter needle 
acceSS port and adhered to the target tissue. The Suture then 
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passes out of the body through the needle acceSS port, and 
does not obstruct larger endoscopic ports through which the 
Surgery may be performed. Alternatively, a retracting Suture 
can be passed outwardly through tissue to the exterior of the 
body with a needle, allowing retraction without adding an 
access port for that purpose. 
0012. In another embodiment the invention involves 
Securing an area of tissue internally of a patient with an 
adhesive and applying a force to the tissue via the adhesive 
thereby retracting the tissue in connection with a Surgical 
procedure. Force can be applied to the tissue via the adhe 
Sive by grasping the adhesive directly, (via, for example, a 
tab formed from the adhesive material) or by applying a 
force to the adhesive indirectly by applying a force to an 
article adhered to or secured within the adhesive. For 
example, a patch can be adhered to the adhesive, a mesh can 
be formed within the adhesive when the adhesive is a fluid 
that is solidified by light or the like, etc. 
0013 In another embodiment a method is provided that 
involves percutaneously inserting a tissue-affixing article 
into a patient, adhering the affixing article to a tissue Surface 
internally of the patient, and retracting the tissue Surface via 
the affixing article. 
0.014) Another aspect of the invention involves tissue 
retracting devices and arrangements. In one embodiment, a 
tissue-affixing article is provided in combination with an 
adhesive and a Suture fastenable to the article. 

0.015 According to another embodiment the invention 
provides a percutaneously deliverable assembly including a 
distal portion constructed and arranged to be inserted into a 
patient percutaneously, and a proximal portion constructed 
and arranged to remain outside of a patient during a Surgical 
procedure, the distal portion constructed and arranged to 
contain a tissue-affixing article. 
0016. The invention also provides a kit that includes a 
tissue-affixing article for application to and retraction of 
tissue internally of a patient, and an adhesive for bonding the 
tissue-affixing article to the tissue. 
0.017. Also provided is a device for the percutaneous 
application of a tissue-affixing article to tissue. The device 
includes an obturator with a notch for holding the tissue 
affixing article, and a needle or cannula for percutaneous 
access of the obturator. 

0.018. In another aspect the invention provides the use of 
kits, devices, and Systems as described above in Surgical 
procedures. In one embodiment the devices, kits, or Systems 
can be used in minimally invasive Surgery. In another 
embodiment they can be used in open, internal Surgery. 
0019. Other advantages, novel features, and objects of the 
invention will become apparent from the following detailed 
description of the invention when considered in conjunction 
with the accompanying drawings, which are Schematic and 
which are not intended to be drawn to Scale. In the figures, 
each identical or nearly identical component that is illus 
trated in various figures is represented by a single numeral. 
For purposes of clarity, not every component is labeled in 
every figure. 

BRIEF DESCRIPTION OF THE DRAWINGS 

0020 FIG. 1 illustrates schematically a tissue-affixing 
article connected to a Suture, the tissue-affixing article 
adhesively Secured to a tissue Surface of a heart; 
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0021 FIG. 2 illustrates, schematically, a percutaneously 
insertable portal including a distal, insertable portion having 
a port in which is mounted a tissue-affixing article; 
0022 FIG. 2a is a cross-sectional view taken along line 
2a-2a of FIG. 2; 
0023 FIG.2b is a cross-sectional view taken along line 
2b-2b of FIG. 2; 
0024 FIG. 2c is a cross-sectional view taken along line 
2C-2c of FIG. 2. 

DETAILED DESCRIPTION OF THE 
INVENTION 

0025 The Retractor and Associated Devices 
0026 FIG. 1 is a schematic illustration of a tissue 
affixing article (20) which has been adhered to a surface of 
tissue (10) external of a heart by a biologically-compatible 
adhesive, and to which retractive force is being applied to an 
unadhered tab (30) of the patch via a suture (40). FIG. 2 
shows an embodiment of a percutaneously-passable appli 
cation assembly for percutaneously inserting a rolled tissue 
affixing article (150) with a pre-attached suture (100) with an 
optional retainer (110). The rolled-up tissue-affixing article 
is placed in a notch in an obturator (140), as shown in 
croSS-Section 2b-2b, with the Suture running in a groove in 
the obturator as shown in croSS Section 2a-2a. The obturator 
is enclosed in a needle (130), which may be capped at the 
extracorporeal (proximal) end with a removable lock-out 
(120) to prevent motion of the obturator during insertion of 
the needle. The needle defines one embodiment of a “portal” 
as that term is used herein, the obturator and needle together 
defining one embodiment of a percutaneously-passable 
assembly (160) of the invention. After insertion of the needle 
through the skin and into the body cavity where retraction is 
to occur, the obturator is advanced and the tissue-affixing 
article is removed from the notch in the obturator. The 
obturator and optionally the needle may then be removed, 
leaving only the Suture passing through the wall of the body 
cavity. The tissue-affixing article is then adhered to the target 
tissue to allow retraction thereof. 

0027. In use, the device illustrated in FIG. 2 can be used 
to apply the tissue-affixing article to the tissue Surface, for 
example via tamping or pressing the tissue-affixing article 
onto the Surface, or another device can be used. For 
example, the portal can be inserted percutaneously (via a 
puncture created by the needle, through a trocar cannula, or 
the like) and another instrument, optionally inserted through 
another incision, can be used to manipulate the tissue 
affixing article and apply the tissue-affixing article to tissue. 
The device illustrated in FIG. 2 can include (not shown) an 
adhesive-dispensing port, and an emitter of electromagnetic 
radiation Such that, in the embodiment described in which a 
photo-activated adhesive is used to Secure the tissue, the 
device in FIG. 2 can be used to deploy the tissue-affixing 
article, to apply adhesive to a tissue Surface, and to photo 
adhere the tissue to the tissue-affixing article. The tissue 
affixing article can be applied entirely via the device of FIG. 
2 in that embodiment. In other embodiments the tissue 
affixing article will be deployed by the device of FIG. 2, 
another device will be used to apply a photoadhesive to the 
tissue Surface and to apply the tissue-affixing article to the 
photoadhesive and photo-adhere the tissue to the tissue 
affixing article. 
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0028. In a more complex arrangement, not illustrated, the 
device which inserts the tissue-affixing article percutane 
ously can also be used to deploy and adhere the tissue 
affixing article. For example, the tissue-affixing article could 
be pretreated with dried adhesive, as described below, and 
could be loosely attached to a set of expandable prongs, for 
example of the type used for retrieving Small objects in 
mechanical repairs. Then after percutaneous insertion, the 
tissue-affixing article is expanded by the prongs, applied to 
the tissue and allowed to hydrate in bodily fluids or supple 
mentally added fluids to activate the adhesive. Then the 
adhesive is cured, either by external means, Such as light or 
a sprayed chemical, or by Self-activation from the water in 
the bodily and Supplementally added fluids. After appropri 
ate curing time, which can be determined in advance, the 
retractor is ready for use. 
0029 Materials for the Tissue-Affixing Article 
0030 The invention comprises, in one embodiment, at 
least two material components, a medically acceptable tis 
Sue-affixing article and a tissue-compatible adhesive for the 
tissue-affixing article. These may be combined for conve 
nience of application. Further optional elements include 
retraction elements, Such as a pre-attached Suture or a tab for 
grasping or for peeling. When the retraction elements 
include a tab, the tab may be a separate element that is 
attachably connected to the tissue-affixing article, or the tab 
may be formed from an area of the tissue-affixing article 
itself that is not adhered to the tissue Surface. Additional 
optional elements include biologically active materials. In 
another embodiment the invention comprises a tissue-com 
patible adhesive, and an adhesive-manipulating object Such 
as a forceps or the like for physically manipulating the 
adhesive directly, preferably percutaneously, thereby retract 
ing the tissue. 
0031. The tissue-affixing article material and/or adhesive, 
after application to tissue and curing (if required) of the 
adhesive, must possess Sufficient mechanical Strength and 
tenacity to withstand the force required to retract the tissue 
when Such force is applied to tissue-affixing article material 
and/or adhesive at a Single point, Such as via a Suture or a 
forceps. The tissue-affixing article and/or adhesive must 
distribute the force over a Sufficient area of the tissue Surface 
to allow retraction without damage. AS used herein, “force' 
is meant to define the application of a physical force, as 
opposed to a driving force in chemical equilibria, OSmotic 
pressure, or the like. A “force', in the context of the 
invention, if left unopposed, causes physical movement of 
the tissue. 

0.032 The tissue-affixing article can be a patch made of 
VicrylTM degradable mesh or of Mersilene TM non-degrad 
able mesh which is believed to have sufficient strength for 
the purposes of the invention. The patch material may be the 
adhesive material, if the adhesive has Sufficient tensile 
Strength once cured. 
0.033 Alternatively, the tissue-affixing article can be a 
portion of adhesive itself. 
0034. The tissue-affixing article, or patch, may be formed 
of any of a variety of materials, in any Suitable form, which 
are suitable for Surgical use. Physical forms suitable for 
application include, but are not limited to, filaments, fibrils, 
meshes, fabrics, felts, Sponges, membranes, imperforate 
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films and wafers, and pre-formed adhesives or adhesive 
precursors. The physical form is most typically preformed 
before application to the tissue Surface, but may also form 
Spontaneously, for example as a phase-separation-created 
membrane or coacervate, after application. The materials 
used to make the tissue-affixing article or patch can include 
any material with adequate biocompatibility and Sufficient 
tensile strength. Materials known to be suitable for medical 
use are preferred. Suitable materials include, but are not 
limited to, polyolefin meshes, such as Mersilene TM mesh 
described below; poly(fluorinated alkylene) membranes and 
meshes, such as Gore-Tex TM perfluoropolymers; medical 
grade materials in general, including polyurethanes, poly 
olefins, polycarbonates, Silicones, polyesters, polyacrylates 
and polyamides, natural fibers of cotton, Silk, alginate and 
the like; and inorganic materials. Such as glass, ceramic and 
metal. The tissue-affixing article or patch can be an elas 
tomer as described in U.S. Pat. No. 5,026,389, incorporated 
herein by reference. 
0035) Degradable materials are preferred, especially 
when the materials are to be left behind after the Surgical 
procedure. Many Suitable degradable materials are commer 
cially available, such as VicrylTM mesh; these are commonly 
made of the same homopolymers and copolymers used to 
make absorbable Sutures. Monomers for Such polymers 
include but are not limited to lactide, glycolide, caprolac 
tone, 1,3-dioxan-2-one and other aliphatic carbonates, 1,4- 
dioxan-2-one, anhydrides, and orthocarbonates. Polymers of 
absorbable natural materials such as proteins and polysac 
charides are also useful, if formed So as to have Suitable 
tensile properties. Such materials include catgut and other 
collagenous materials, and degradable Saccharides Such as 
hyaluronic acid, alginate or partially oxidized cellulose. 

0036) Degradable materials will be preferred for many 
purposes. The exact degradation time is not, in most cases, 
an important variable as long as it is Sufficiently long to 
allow completion of the operation. When used solely for 
retraction, the tissue-affixing article or patch material is 
preferably biodegradable, So that it may be left in place after 
the operation. Non-degradable materials are preferred if the 
tissue-affixing article or patch is intended to also serve an 
ancillary function, Such as reinforcement of the tissue loca 
tion. Degradable mesh materials are particularly preferred. 

0037. The Adhesive Component 
0038. The adhesive may be any medically acceptable 
adhesive which provides a sufficiently strong bond between 
the tissue-affixing article or patch and the tissue to withstand 
the forces involved in retraction of the tissue. Examples of 
Suitable adhesives include those disclosed in U.S. Pat. No. 
5,026,389, referenced above, or as described in U.S. Pat. No. 
4,621,619, incorporated herein by reference. The adhesive 
should be Strong enough and bond Sufficiently well So that, 
when a 1 cm tissue-affixing article or patch is adhered, via 
the adhesive, to an organ weighing about 200 g (Such as, 
depending on Species, a heart, liver, or Spleen), the organ can 
be easily moved, or prevented from moving (stabilized), for 
example rotated, elevated, and the like via force applied to 
the organ via the adhesive. The adhesive bond typically will 
have a strength of at least 1000 g in a 90 degree peel test, 
preferably at least 1500 g, more preferably still at least 2000 
g in this test. AS used herein, all physical manipulations of 
tissue of this nature (rotation, elevation, translation, trans 
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position, and the like, or prevention thereof) will be called 
"retraction', which is to be understood to apply to any 
method of physical manipulation or physical Stabilization of 
interior organs, Structures, and tissueS of the body entailing 
movement or prevention of movement thereof. 
0039) Some preferred adhesives will be formed in situ by 
reaction of active monomers. Frequently, these reactive 
monomers will be based on macromolecules, both for 
mechanical Stability and to minimize toxicity. These larger 
monomers are also known as "macromers'. However, in the 
discussion herein, the terms “macromer' and "monomer' 
are not distinguished from each other unless Specifically So 
Stated. 

0040. One set of suitable adhesives are disclosed in detail 
in International Patent Publication No. WO 96/29370 and in 
co-pending, commonly-owned U.S. patent application Ser. 
Nos. 08/478,104 and 08/710,689, which are hereby incor 
porated by reference. These documents disclose adhesive 
gel materials which adhere Strongly to tissue, yet are bio 
degradable. The Synthesis of Such polymerS is described in 
U.S. Pat. No. 5,410,016, incorporated herein by reference, in 
which application of biodegradable macromers to tissue, 
followed by photopolymerization to form a gel, is described; 
while methods for forming gels on tissue Surfaces are 
described in U.S. Pat. No. 5,573.934, incorporated herein by 
reference. These methods and materials, described in more 
detail below, are currently preferred for the invention, but 
other bioadhesive materials are known in the art may be 
Suitable. Such materials include cyanoacrylates, poly 
(meth)acrylates, polyurethanes, and protein-containing 
glues incorporating collagen and fibrin. The adhesive mate 
rial may be of any Sort which has appropriate tissue adher 
ence and low toxicity, and may be a Solid or a gel after being 
cured with gels being preferred. 
0041. The adhesive is preferably biodegradable, i.e., 
degradable in the body to metabolizable or excreted com 
ponents, and is preferably biocompatible, i.e., minimally 
Stimulatory of inflammation or other tissue reaction. 
0042. In addition to the photopolymerizable materials 
described in U.S. Pat. No. 5,410,016, systems for forming 
adhesives on Surfaces may comprise other polymers known 
in the art, including the polymers described in U.S. Pat. No. 
4,938,763 to Dunn, et al., U.S. Pat. Nos. 5,100,992 and 
4,826,945 to Cohn et al., U.S. Pat. Nos. 4,741,872 and 
5,160,745 to De Luca et al., U.S. Pat. No. 5,527,864 to Suggs 
et al., and U.S. Pat. No. 4,511,478 to Nowinski et al., all 
incorporated herein by reference. These materials, which 
either are able to covalently crosslink by free-radical-initi 
ated polymerization, or can be made So by known chemical 
modifications such as those described in U.S. Pat. No. 
5,410,016, are preferred materials of the invention. In addi 
tion, materials which croSS-link by other mechanisms, or 
which comprise low-molecular weight reactive monomers, 
are also potentially Suitable for the invention if they are 
biocompatible and non-toxic. 
0.043 For some applications, particularly where retrac 
tion of heavy internal Structures is not a critical function, a 
preformed adhesive layer on a tissue-affixing article or patch 
may be Suitable. However, classical preSSure-Sensitive adhe 
Sives can have poor adherence when Surfaces are mucoid or 
bloody. For critical applications, of which cardiac Surgery is 
one example, loSS of adherence of a retractor can be dan 
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gerous, and highly adherent adhesives are preferred. Such 
highly adherent adhesives preferably include crosslinkable 
groups which are capable of forming covalent bonds with 
other compounds while in the presence of an aqueous 
Solution. These crosslinkable groups permit croSSlinking of 
the monomers to form a gel or Solid, either after, or inde 
pendently from thermally dependent gelation or preciptation 
of the monomer. Chemically or ionically crosslinkable 
groups known in the art may be provided in the monomers. 
The crosslinkable groups in one preferred embodiment are 
polymerized using photoinitiation to generate free radicals, 
preferably with visible or long wavelength ultraviolet radia 
tion. The preferred crosslinkable groups are unsaturated 
groups including Vinyl groups, allyl groups, cinnamates, 
acrylates, diacrylates, oligoacrylates, methacrylates, 
dimethacrylates, oligo(meth)acrylates, or other biologically 
acceptable polymerizable groups. 

0044) Other polymerization chemistries which may be 
used include, for example, reaction of amines or alcohols 
with isocyanate or isothiocyanate, or of amines or thiols with 
aldehydes, epoxides, oxiranes, or cyclic imines, where either 
the amine or thiol, or the other reactant, or both, may be 
covalently attached to a monomer. Mixtures of covalent 
polymerization Systems are also contemplated. Sulfonic acid 
or carboxylic acid groups may be used. 

0045 Preferably, especially if the adhesive is to form a 
hydrogel, at least a portion of the reactive monomers will be 
croSSlinkers, i.e., Will have more than one reactive group, to 
permit formation of an adherent layer and/or a coherent 
hydrogel by ensuring the crosslinking of the polymerized 
monomers. Up to 100% of the monomers may have more 
than one reactive group. Typically, in a Synthesis, the per 
centage will be of the order of 50 to 95%, for example, 60 
to 80%. The percentage may be reduced by addition of 
co-monomers containing only one active group. A lower 
limit for crosslinker concentration will depend on the prop 
erties of the particular monomer and the total monomer 
concentration, but typically will be at least about 3% of the 
total molar concentration of reactive groups. More prefer 
ably, the crosslinker concentration will be at least 10%, with 
higher concentrations, such as 30% to 90%, being optimal 
for maximum retardation of diffusion of many drugs. 
Optionally, at least part of the croSSlinking function may be 
provided by a low-molecular weight crosslinker. When the 
drug to be delivered is a macromolecule, higher ranges of 
polyvalent monomers (i.e., having more than one reactive 
group) are preferred. If the gel is to be biodegradable, as is 
preferred in most applications, then the crosslinking reactive 
groups should be separated from each other by biodegrad 
able linkS. Any linkage known to be biodegradable under in 
Vivo conditions may be Suitable, Such as a degradable 
polymer block. The use of ethylenically unsaturated groups, 
crosslinked by free radical polymerization with chemical 
and/or photoactive initiators, is preferred as the crosslink 
able group. The monomer may also include an ionically 
charged moiety covalently attached to a monomer, which 
optionally permits gelation or ionic crosslinking of the 
OOC. 

0046 Methods of Application 
0047. In a preferred embodiment, a tissue-affixing article 
or patch is adhered to the tissue by a process called “prim 
ing”, which is described in greater detail in International 
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Patent Publication No. WO 96/29370 and in co-pending 
U.S. patent application Ser. Nos. 08/478,104 and 08/710, 
689. 

0.048 AS described therein, one or more initiators are 
applied to a surface to form an absorbed layer. “Absorbed' 
is used herein to encompass both “absorbed” and 
“adsorbed'. A solution of polymerizable molecules, referred 
to herein as "monomers', is then applied. There are Several 
embodiments of this application method. 
0049. In its simplest embodiment, one or more initiators 
or components of an initiation System are applied directly to 
the Surface, and the unabsorbed exceSS is optionally 
removed by Washing or blotting. The initiator Solution may 
further contain one or more polymerizable monomers, and 
other useful formulating ingredients, including accelerators, 
co-initiators, Sensitizers, and co-monomers. Then a liquid, 
containing polymerizable monomers in combination with 
one or more initiators or components of an initiation System 
(which may be the same as or different from that absorbed 
in the first step) is applied. The System, if not self-polymer 
izing, is then Stimulated to polymerize, for example by 
exposure to an appropriate wavelength of light. 
0050. The priming and monomer-application steps can 
also be combined. For example, if exceSS initiator is not 
removed before monomer addition, then Subsequent appli 
cation of monomer will result in mixing of initiator into the 
monomer layer. Similarly, if the monomer layer contains an 
initiator with a high affinity for the Surface, then it is possible 
to apply a monomer layer containing initiator, and wait an 
appropriate time to allow preferential absorption of the 
initiator to the Surface to achieve the same effect. 

0051 All of these methods may collectively be described 
as application of the monomer in an “initiator-incorporating 
manner, encompassing any means of application and mix 
ing which results in both an absorbed layer of initiator, and 
a layer of monomer incorporating an initiator, being present 
on a Surface to be coated. 

0.052 The initiators may be chemical, photochemical, or 
a combination thereof. With non-photochemical Systems, a 
reductant component and an oxidant component may be 
present in the two parts of the Solution, i.e., in the priming 
layer and the coating layer. 
0.053 Alternatively, a two-step process can be used to 
form polymers, especially bioabsorbable hydrogels, on tis 
Sue. In the first Step, the tissue is treated with an initiator or 
a part of an initiator System for the polymerization of olefinic 
(e.g. acrylic) or other functional monomers, optionally with 
monomer in the priming Solution. This provides an activated 
tissue Surface. In the Second step, monomer(s) and, if 
appropriate, the remainder of an initiator System, are 
together placed in contact with the activated tissue, resulting 
in polymerization on the tissue. An example of Such a 
System is the combination of a peroxygen compound in one 
part, and a reactive ion, Such as a transition metal, in another. 
0054. This process of spontaneous polymerization does 
not require the use of a separate energy Source. Moreover, 
Since the process of polymerization is initiated when part 
one contacts part two, there are no “pot life’ issues due to 
initiation of polymerization. If desired, part one or part two 
can contain dyes or other means for visualizing the hydrogel 
coating. 
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0055. In application of a photoiniated process to adhere a 
patch to tissue, the tissue, and preferably the patch as well, 
are stained (primed) with a photoinitiator, optionally also 
containing a polymerizable material, and then a polymer 
Solution having added thereto a defined amount of the same 
or a different photoinitator is applied to the tissue and to the 
patch. The patch is applied to the tissue region either before 
or after application of the primer and the polymer Solution. 
On exposure to light, the resulting System polymerizes to 
form a gel throughout the applied Volume which has excel 
lent adherence both to the tissue and to the patch. AS used 
herein, "photoadhere' is meant to define adhering an article 
to a tissue Surface using electromagnetic radiation, as 
described for example in the discussion above. 
0056 Thus, a tissue-affixing article or patch may be 
applied onto the adhesive, or can be a mesh or other 
arrangement that can be contained within a fluid pre-adhe 
Sive which is hardened and adhered to tissue and encases the 
tissue-affixing article or patch. A tab, Suture, or other com 
ponent affixed to the tissue-affixing article or patch may be 
allowed to extend outside of the hardened adhesive to be 
grasped by the operator, optionally via an instrument, for 
manipulation of tissue via the adhesive. 
0057. In any adhesive system, especially in one involving 
more than one component, one or more of the components 
of the adhesive System may be applied to the tissue-affixing 
article or patch before its application to tissue. For example, 
Some or all of the components of an adhesive system could 
be dried or lyophilized onto the tissue-affixing article or 
patch. On application to tissue, fluid would be absorbed, 
reconstituting the adhesive. The adhesive could then poly 
merize or otherwise adhere to the tissue, via an external 
Stimulus Such as light or via endogenous chemical reactions. 
0058. In a further embodiment, the degree of adhesion of 
the tissue-affixing article or patch to the tissue, which is 
provided by the adhesive, can be tailored, for example to 
resist the StreSS of retraction, but to allow removal by peeling 
from an edge, or by other atraumatic removal procedures. If 
edge-peeling for removal is contemplated, the retraction 
point (Suture, tab, or point of application of forceps to the 
adhesive surface) is preferably near the middle of the 
tissue-affixing article or patch or adhesive area; and retrac 
tion force should be applied substantially normal to the 
plane of the tissue-affixing article or patch. 

0059. In a further embodiment, an anchoring patch could 
be provided within the body cavity, allowing the retracted 
organ or tissue to be Secured, via an attached patch, to the 
anchoring patch, for example via a Suture, Staple or clip. 
Alternatively, the Surfaces of a retracting patch and an 
anchoring patch could interact, as in Velcro loop/hook 
closures. 

0060 Biologically Active Agents 
0061. In any embodiment, the applied tissue-affixing 
article or patch, the adhesive, or both can contain biologi 
cally active ingredients Such as drugs for local or Systemic 
controlled release. The active materials can provide therapy 
for existing conditions, or for the effects of the Surgery itself, 
or as ancillaries to a medical treatment (for example, anti 
biotics) or as the primary objective of a treatment (for 
example, a gene to be locally delivered). A variety of 
biologically active materials may be included, including 
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passively-functioning materials. Such as hyaluronic acid, as 
well as active agents Such as growth hormones. All of the 
common chemical classes of Such agents are included: 
proteins (including enzymes, growth factors, hormones and 
antibodies), peptides, organic Synthetic molecules, inorganic 
compounds, natural extracts, nucleic acids, lipids and Ste 
roids, carbohydrates, glycoproteins, and combinations 
thereof. Further examples include analgesics (for example, 
Lidocaine"), anti-irritants, anti-inflammatory agents (both 
Steroidal and nonsteroidal), regulators of wound healing, 
growth factors and antagonists, and hemostatic agents. 
0062) Examples for use in particular applications include 
anti-thrombotic agents (e.g., prostacyclin and Salicylates), 
thrombolytic agents (e.g. Streptokinase, urokinase, tissue 
plasminogen activator (TPA) and anisoylated plasminogen 
Streptokinase activator complex (APSAC)), Vasodilating 
agents (e.g. nitrates, calcium channel blocking drugs), anti 
proliferative agents (e.g. colchicine and alkylating agents, 
intercalating agents), growth modulating factors (such as 
interleukins, transformation growth factor 8 and congeners 
of platelet derived growth factor, monoclonal antibodies 
directed against growth factors), and other agents which may 
modulate local or Systemic physiological function, or the 
healing response to organ injury post intervention. 

0.063. The adhesive material may also incorporate cells as 
therapeutic agents, Such as cells producing drugs (including 
growth factors and inhibitors), or progenitor cells, for 
example progenitors of the same cell type as the involved 
organ, to accelerate healing processes. 

0064. Sites of Retraction 
0065. The invention is applicable to retraction of any 
organ or internal tissue. In addition, the techniques and 
devices of the invention can also be used for the retraction 
of external tissue, Such as Skin. The retraction method is 
especially critical with “Soft' organs, for which, to the 
knowledge of the inventors, there are no truly Satisfactory 
non-damaging methods of retraction at present. These 
include, without limitation, liver, Spleen, pancreas, gall 
bladder, and kidney; components of the gastrointestinal 
tract, including Stomach and intestine, components of the 
genitourinary tract, including bladder, uterus, ovary, fallo 
pian tubes, and testicles, compression-Sensitive organs Such 
as nerve bundles, Spinal cord and brain; the lungs, and the 
eye and internal components thereof. 

0.066 The invention is also useful for retraction or dis 
placement of more muscular tissues, where conventional 
retraction can leave bruises. AS shown in the example below, 
the compositions and methods of the invention can be 
applied to the beating heart. Other muscular tissueS which 
could be manipulated include the tongue, the uterus, and 
major blood vessels including the aorta and Vena cava. The 
invention could also be used for positioning a tissue wall, 
Such as a chest wall or the abdominal wall, during laparo 
Scopic and Similar procedures. While Such structures can be 
manipulated with current devices, the required devices can 
be bulky and obstructive compared to the invention. 
0067. The size of the applied tissue-affixing article or 
patch will be Scaled to the size of the target organ or area. 
For example, a larger adhered area will be preferred for a 
liver compared to a spleen. Alternatively, the adhesive 
strength of the adhesive bond to the tissue can be varied by 
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manipulation of the adhesive or of the application technique. 
For Small components, for example in the eye, inner ear or 
ovary, the required area of adhesive will be Small, and it may 
be Sufficient to adhere a knotted or looped Suture as the 
retracting component, or to apply force to the adhesive 
directly without reinforcement. There is no sharp lower limit 
to the size of the applied adhesive area which might be 
useful in microSurgery. On the other hand, for retraction of 
the abdominal wall, for example in minimally-invasive 
Surgery, a relatively large area of the skin could be adhered 
with reinforced adhesive, to spread the retraction force 
widely over the relatively friable epidermis. 

EXAMPLE 

0068 The nature of the invention is clearly demonstrated 
by an operational example. The technique was used to 
manipulate the beating heart of a live dog. A primer Solution 
buffered to physiological pH and containing 50 ppm Eosin 
Y, 0.10 M neutral triethanolamine (TEA) buffer, and 10% of 
a polymerizable macromer (which contained a polyethylene 
glycol backbone (3500 MW) with about 5 lactate residues 
attached, and endcapped with acrylic acid esters) was 
brushed onto a tissue-affixing article, Specifically a 2 cm by 
4 cm area of a 2 cmx6 cm polyester (Mersilene"M) mesh 
patch, and also onto the epicardial Surface of the LV apex of 
a beating dog heart that was exposed via thoracotomy. A 
layer of sealant prepolymer (20% 35,000 MW PEG with 
trimethylene carbonate linkages and acrylate end caps) also 
containing Eosin Y and TEA buffer were applied over the 
primer on the heart. The mesh was placed onto the coated 
tissue, and a layer of Sealant was brushed onto the mesh/ 
tissue Surface. Two 20-Sec pulses of visible light (approx. 
500 mW) were applied to the laminate to crosslink it, 
thereby forming a layer of hydrogel on the Surface of the 
tissue in which the mesh was embedded. The gel, as 
expected, was Strongly adherent to both the tissue Surface 
and to the mesh. 

0069. The free portion of the mesh (2x2 cm) was then 
gripped with a conventional mechanical retractor, and used 
to lift the beating heart out of the opened pericardium, 
pointing the apex upward. The retractor was then released, 
and a Suture was passed through the gel/mesh composite 
(but not the tissue) and likewise used to retract the heart. The 
heart continued to beat normally throughout the application 
and retraction. 

0070 The adhesive gel used to adhere the mesh to the 
heart Surface was a material designed as a tissue Sealant and 
disclosed in more detail in International Patent Publication 
No. WO 96/29370 and in co-pending U.S. patent application 
Ser. Nos. 08/478,104 and 08/710,689. The prepolymers 
were synthesized according to U.S. Pat. No. 5,410,016. 
0071. The ability to manipulate a beating heart during 
Surgery without trauma to the heart muscle is important in 
Virtually all cardiac Surgery, especially in minimally-inva 
Sive Surgery, and in particular in cardiac bypass operations. 
Arteries requiring replacement may be located on the pos 
terior (“back”) Side of the heart, requiring Sustained retrac 
tion for access to these areas. 

What is claimed is: 
1. A device for the percutaneous application of a tissue 

affixing article to tissue, comprising an obturator with a 
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portion thereof for holding the tissue-affixing article, and a 3. The device of claim 1, further comprising a notch in the 
needle or cannula for percutaneous access of the obturator. obturator to hold the tissue-affixing article. 

2. The device of claim 1, further comprising a groove in 
the obturator to accommodate a Suture. k . . . . 


