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SURGICAL ACCESS ASSEMBLY AND 
METHOD OF USING SAME 

CROSS-REFERENCE TO RELATED 
APPLICATIONS 

0001. This application is a continuation-in-part applica 
tion of co-pending U.S. patent application Ser. Nos. 13/444, 
713, 13/444,722, and 13/444,732, all of which are continua 
tion-in-part applications of co-pending U.S. patent 
application Ser. No. 13/280,015, which application is a con 
tinuation-in-part of U.S. patent application Ser. No. 1 1/665, 
666, filed on Apr. 18, 2007, which is a National Stage appli 
cation to PCT/US2005/0391.85, filed on Oct. 28, 2005, which 
claims priority to U.S. provisional application Ser. No. 
60/623,094, filed Oct. 28, 2004, the contents of which are 
incorporated by reference in their entirety. 

TECHNICAL FIELD 

0002 The present disclosure relates generally to a surgical 
device for use with delicate and critical tissues, as well as 
methods of accessing and performing Surgery using same. 
The present disclosure also relates to treatment of a Surgical 
site. 

BACKGROUND 

0003 Diagnosis and treatment of conditions affecting the 
brain are among the most difficult and complex problems that 
face the medical profession. The brain is a complex and 
delicate soft multi-component tissue structure that controls 
bodily functions through a complex neural network con 
nected to the rest of the body through the spinal cord. The 
brain and spinal cord are contained within and protected by 
significant bony structures, e.g., the skull and the spine. Given 
the difficulty of accessing the brain through the hard bony 
protective skull and the delicate network and complex inter 
actions that form the neural communication network con 
tained within the brain that define the human body's ability to 
carry on its functions of speech, sight, hearing, functional 
mobility, reasoning, emotions, respiration, hormonal and 
other metabolic functions, the diagnosis and treatment of 
disorders that are affected by abnormalities of the CNS and/or 
brain function presents unique challenges not encountered 
elsewhere in the body. 
0004 For example, abnormalities such as intracranial 
cerebral hematomas (ICH), abscesses, glioblastomas (GB). 
and metastases (mets) manifest themselves in the intraparen 
chymal subcortical space (i.e., the white matter) of the brain 
are particularly challenging to access, let alone treat. Simi 
larly, functional diseases/abnormalities, such as, for example, 
Alzheimer's, Parkinson's, epilepsy, bi-polar, depression, 
which also have origins in hard to access areas of the brain, 
are also difficult to access and Subsequently treat. Central 
nervous system (“CNS) based disease/abnormalities, and 
metabolic/regulatory systemic conditions that result, for 
example, obesity, hormone regulated conditions, insulin pro 
duction and Subsequent flow/perfusion into the body, etc., 
also have root causes within the brain, as do addictions and 
the recognition of and response to pain stimulus. Indeed, the 
location to access the area in the brain where the functional 
diseases/abnormalities, CNS based diseasefabnormalities, 
metabolic/regulatory systemic conditions, and pain recogni 
tion, is difficult to reach, or even apply therapy thereto. For 
example, the hemispheres of the brain contain eloquent com 
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munication structures (neural network) which are located in 
the subcortical space, called fiber tracts and fascicles. Thus, 
traditionally, unless the condition that the patient was expe 
riencing was considered anything but "superficial.” and not 
near eloquent structures of the brain, have been considered 
challenging to access, simply because of the biological cost of 
Surgical access to the abnormality are considered too high and 
may be just as damaging as letting the condition take its 
course. Similarly, tissue abnormalities such as tumors, cysts 
and fibrous membrane growths which manifest within the 
intraventricular space of the brain are considered challenging 
to safely access and often inoperable, due to their size or 
location within the brain. 

0005. In order to assist in diagnosis and subsequent treat 
ment of brain disorders, clear, accurate imaging of brain 
tissue through the skull is required. In recent years significant 
advances have been made in imaging technology, including 
Stereotactic X-ray imaging, Computerized Axial Tomogra 
phy (CAT), Computerized Tomographic Angiography 
(CTA), Position Emission Tomography (PET) and Magnetic 
Resonance Imaging (MRI). Diffusion Tensor Imaging (DTI) 
and Navigation systems (instrument position tracking sys 
tems). These imaging devices and techniques permit the Sur 
geon to observe conditions within the brain in a non-invasive 
manner without opening the skull, as well as provide a map of 
critical structures Surrounding an area of interest, including 
structures Such as blood vessels, membranes, tumor margins, 
cranial nerves, including fiber tracts and fascicles. If an 
abnormality is identified through the use of one or more 
imaging modalities and/or techniques, it may be necessary or 
desirable to biopsy or remove the abnormality. 
0006. Once a course of action has been determined based 
upon one or more imaging techniques, a Surgical treatment 
may be necessary or desired. In order to operate Surgically on 
the brain, access must be obtained through the skull and 
delicate brain tissue containing blood vessels and nerves that 
can be adversely affected by even slight disturbances. There 
fore, great care must be taken in operating on the brain so as 
not to disturb delicate blood vessels and nerves to prevent 
adverse consequences resulting from a Surgical intervention. 
0007 Traditionally, accessing areas of the brain where 
abnormalities or other conditions which manifest in deeper 
spaces within the brain has meant a need for a Surgery that 
creates a highly invasive approach, if any approach at all is 
feasible. In some instances, in order to obtain access to target 
tissue, a Substantial portion of the skull is removed and entire 
sections of the brain are retracted or removed to obtainaccess. 
For example, Surgical brain retractors are used to pull apart or 
spread delicate brain tissue, which can leave pressure marks 
from lateral edges of the retractor. In some instances, a com 
plication known as "retraction injury may occur due to use of 
brain retractors. Of course, such techniques are not appropri 
ate for all situations, and not all patients are able to tolerate 
and recover from Such invasive techniques. 
0008. It is also known to access certain portions of the 
brain by creating a burr hole craniotomy, but only limited 
Surgical techniques may be performed through Such smaller 
openings. In addition, some techniques have been developed 
to enter through the nasal passages, opening an access hole 
through the occipital bone to remove tumors located, for 
example, in the area of the pituitary. These approaches are 
referred to as Expanded Endonasal Approaches (EEA) and 
were pioneered by one of the inventors of this disclosure. 
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0064 FIG.22 is a flow chart illustrating a process flow for 
follow-up therapy whereby the Surgical access assembly may 
be employed. 

DETAILED DESCRIPTION 

0065 Referring now to the discussion that follows and 
also to the drawings, illustrative approaches to the disclosed 
assemblies and methods are shown in detail. Although the 
drawings represent Some possible approaches, the drawings 
are not necessarily to scale and certain features may be exag 
gerated, removed, or partially sectioned to better illustrate 
and explain the present disclosure. Further, the descriptions 
set forth herein are not intended to be exhaustive or otherwise 
limit or restrict the claims to the precise forms and configu 
rations shown in the drawings and disclosed in the following 
detailed description. 
0066. Described herein is surgical access assembly, vari 
ous components for use in same, and a method of using the 
Surgical access assembly. The components disclosed herein 
provide Surgeons with an enhanced ability to minimize 
trauma to the patient, while providing efficient improved 
minimally invasive Surgical techniques, such as, for example, 
during intracranial Surgical techniques. The components dis 
closed herein may further be used for application of targeted 
and effective treatment regimens. 
0067 Referring to FIG. 2, a perspective cross-sectional 
view of a surgical access assembly 100 is shown. In one 
exemplary arrangement, Surgical access assembly 100 com 
prises a hollow outer sheath 102 and a selectively removable 
obturator 104. As best seen in FIG. 2, obturator 104 is con 
figured with a length that is longer than a length of outer 
sheath 102 such that a distal end 106 of obturator 104 pro 
trudes a predetermined distance from a distal end 108 outer 
sheath 102, as will be discussed below in greater detail. 
0068 A locking member 110 may also be provided. Lock 
ing member 100 is configured to operatively retain a separate 
navigation member 112 (shown in phantom) within obturator 
104, as will be discussed in greater detail below. A retaining 
member 114 may be secured within a portion of obturator 104 
to prevent locking member 110 from being completely dis 
engaged from obturator 104. 
0069. Referring now to FIGS. 3-5, outer sheath 102 will be 
described in greater detail. Outer sheath 102 is defined by 
distal end 108 and a proximal end 116 and includes a gener 
ally hollow body portion 118 and a grip portion 120. In one 
exemplary arrangement, grip portion 120 is configured as a 
ring, as illustrated in the drawings. However, it is understood 
that grip portion 120 need not be configured as a ring. For ease 
of explanation, grip portion 120 will be referred to hereinafter 
as grip ring 120. Grip ring 120 is fixedly secured to body 
portion 118 at proximal end 116. In one exemplary arrange 
ment, body portion 118 is constructed of a clear biocompat 
ible material that permits viewing of normal tissue, abnormal 
tissue, as well as critical structures that are disposed outside 
of body portion 118 when outer sheath 102 is disposed within 
Such tissue. In one exemplary arrangement, outer sheath 102 
is constructed of polycarbonate, though other biocompatible 
materials may be employed, including resins. 
0070. In one exemplary configuration, an imaging mecha 
nism may be incorporated into outer sheath 102 that would 
permit visualization of tumors, vessels, fiber tracks, fascicles 
and even healthy tissue, in real-time. Indeed, as will be 
explained in further detail below, the imaging mechanism 
will enable physiological functional imaging to provide 
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information about the characteristics of the cortical fiber 
tracks to be visible, thereby enabling a user to separate and 
park such fibers on either side of outer sheath 102 rather than 
cutting, stretching and potentially damaging Such fibers while 
gaining access to a desired location within the brain. Further, 
as will be explained in further detail below, the imaging 
mechanism may also enable the Surgeon to have real-time 
information about the fiber tract and fascicle location, after 
placement of outer sheath 104, and during abnormality resec 
tion procedure therethrough. In addition to white matter tract 
imaging, mapping of the characteristics of the cerebral blood 
flow may be obtained. 
0071. In one exemplary embodiment, the imaging mecha 
nism may be an ultrasound probe incorporated into outer 
sheath 102. For example, outer sheath 102 may be provided 
with one or more channels within the wall that defines outer 
sheath 102 that are configured with one or more small diam 
eter ultrasound probes. In another arrangement, a single ultra 
sound probe that is configured to be received within outer 
sheath 102 may be provided. In yet another embodiment, a 
low field MRI probe may be selectively placed in outer sheath 
102 to provide enhanced imaging. In yet another embodiment 
a low field MRI imaging coil may be molded into or bonded 
into outer sheath 102. In still another exemplary arrangement, 
the probe may be an optical coherent tomography (OCT) 
imaging or spectroscopy. 
0072. In another exemplary arrangement, as will be 
explained in further detail below, outer sheath 102 may also 
be (or alternatively be) provided navigational capabilities that 
permit a user to “read the location of outer shaft 102 after 
placement at an area of interest, as well as update the location 
of outer sheath 102 during a procedure. In one exemplary 
arrangement, an RFID chip or sensor that is configured to be 
tracked by a navigation system, may be incorporated into 
outer sheath 102. For example, an RFID chip or sensor may be 
permanently attached to outer sheath 102, for example, by 
impregnating or molding the RFID chip or sensor therein. In 
other exemplary arrangements, a temporary sensor or chip 
may be incorporated into or attached to outer sheath 102. For 
example, outer sheath 102 may be provided with one or more 
channels within the wall that defines outer sheath 102. An 
RFID chip and/or sensor may be positioned within the chan 
nels. 

(0073 Distal end 108 of outer sheath 102 may be config 
ured with a tapered portion 130 that extends towards a center 
axis A-A of outer sheath 102 to a distal edge 132 that sur 
rounds an opening 134 in distal end 108 of outer sheath 102. 
Tapered portion 130 serves to ease the transition between 
outer sheath 102 and a distal tip potion 172, without drag, 
trauma or coring of tissue from a diameter that defines a body 
portion 168 of obturator 104 to a diameter that defines body 
portion 118 of outer sheath 102. In one exemplary configu 
ration, distal end 108 may be configured with a radius or other 
configuration so as to create a smooth?atraumatic transition of 
the brain tissue when surgical access assembly 100 is inserted 
into the brain. 

0074 For example, as best seen in FIG.4B, distal edge 132 
is configured so as to be non-sharpened and radiused. In one 
exemplary arrangement, distal edge 132 is configured as a 0.3 
mm diameter radiused rim. Tapered portion 130 and radiused 
distal tip 132 cooperates with obturator 104 to atraumatically 
move tissue, as well as various structures within the brain, 
including white matter, away from outer sheath 102 without 
cutting tissue or Such structures. Indeed, unlike prior art 
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devices that include either a blunt tip distal end or a tapered 
leading edge Such as that shown in FIG.1C, radiused distal tip 
132 cooperates with tapered portion 130 and obturator 104 to 
prevent bruising and damage to various tissue. More specifi 
cally, this configuration facilitates entry of outer sheath 102 
into delicate tissue, but without cutting Such delicate tissue. 
Insertion of surgical access assembly 100 will be explained in 
further detail below. 
0075 Body portion 118 may further be provided with a 
plurality of spaced apart indicators 136. Indicators 136 gen 
erally extend about the circumference of body portion 118 
and each may further incorporate a secondary indicator 138 
that visually illustrates a predetermined location on body 
portion 118, as shown in FIG. 3. While FIG.3 illustrates four 
indicators 136, it is understood that body portion 118 may be 
provided in a variety of lengths and that any number of indi 
cators 136 may be provided. Body portion 118 may also be 
provided with a longitudinal indicator 140. More specifically, 
as best seen in FIG. 4A, longitudinal indicator 140 extends 
from proximal end 116 to distal end 108. Indicators 136, 138 
and 140 may be printed onto either an internal or external 
surface of body portion 118 with an imaging visible ink such 
as, for example ink containing fluro-deoxyglucose (FDG), 
Technicium 99, Gadolinium, titanium dust, barium sulfate, a 
combination of the above or other Suitable imaging material. 
Indicators 136 and 138 provide a reference point for the 
operator of system 100, as structures may be visible through 
body portion 118. Indicator 136, 138 and 140 may also be 
configured to be visible under MRI, CT, PET, or any other 
Suitable imaging modality to enable easy identification of 
areas of interest. In one alternative embodiment, indicators 
136, 138 and/or 140 may be etched or printed onto body 
portion 118, either on the internal or external surface of body 
portion 118. 
0076) Details of grip ring 120 are best seen in FIG.5. Grip 
ring 120 is generally configured as a flange member 142 
defined by an outer periphery 144 and an inner opening 146. 
Inner opening 14.6 may be sized to generally correspond to the 
diameter of a lumen 148 defined by body portion 118. Outer 
periphery 144 is sized to have a diameter that is larger than 
lumen 148 of body portion 26. Flange member 142 may 
further be provided with one or more small openings 150 that 
are disposed therein. In one exemplary arrangement, a plu 
rality of small openings 150 are provided that are spaced 
generally equi-distantly about inner opening 146. Small 
openings 150 will be described in further detail below. Outer 
periphery 144 may further be provided with a textured surface 
152 to provide for ease of gripping outer sheath 102. For 
example, in one exemplary arrangement, textured Surface 152 
comprises a plurality of alternating ridges 154 and grooves 
156. However, it is understood that other textured surfaces 
may be employed. 
0077 Disposed on a proximal end surface 158 of flange 
member 142, an alignment feature 160 may be employed. 
Alignment feature 160 is used to indicate the location of 
longitudinal indicator 140 when outer sheath 102 is posi 
tioned within the brain. Alignment feature 160 will be dis 
cussed below in greater detail. 
0078. An alternative embodiment of outer sheath 202 is 
shown in FIGS. 6A-6B. Outer sheath 202 is similar to outer 
sheath 102 in that it is defined by a distal end 208, a proximal 
end 216 and a body portion 218. A distal edge 232 is generally 
configured to be similar as distal tip 132. A grip ring 220 is 
fixedly secured to body portion 218. 
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(0079 Grip ring 220 also includes a textured surface 252. 
Grip ring 220 further includes a locating member 262. Locat 
ing member 262 is configured to operatively connect an illu 
mination ring (best seen in FIG. 11A) 300 to outer sheath 102. 
As may be seen, in one exemplary configuration, locating 
member 262 extends outwardly from outer periphery 244 of 
grip ring 220. Locating member 262 may also serve as an 
alignment feature for indicating the location of longitudinal 
indicator 240. Alternatively, a separate alignment feature 260 
may be provided. For example, in FIG. 6B, alignment feature 
260 is positioned adjacent locating member 262. 
0080 Body portion 218 may also be provided with indi 
cators 34, 36, and 38 to assist in locating outer sheath 202 in 
operation. However, in another alternative arrangement, body 
portion 218 may be provided with indicators 264 that produce 
a signal Void or minimal artifact under certain imaging 
modalities. In one specific arrangement, indicators 264 may 
be configured as Small holes that are spaced apart at prede 
termined distances, as shown in FIG. 6A. In yet another 
alternative arrangement, indicators 264 may be configured as 
non-through divots. In still a further alternative arrangement, 
indicators 264 may be configured as a longitudinal groove 
(not shown) on either the internal or external surface of body 
portion 218. 
I0081 Referring to FIGS. 7-10, obturator 104 will now be 
described. Obturator 104 is defined by distal end 106, a proxi 
mal end 166, a body portion 168 and a handle portion 170. 
Distal end 106 is configured with a generally conical shaped 
distal tip portion 172 that tapers to a tip member 174 to 
provide atraumatic dilation of tissue. In one exemplary 
arrangement, tip portion 172 tapers toward a closed tip mem 
ber 174 so as to prevent coring of tissue as obturator 104 is 
inserted into the brain. 

I0082. There are a number of variables that play the selec 
tion of the angle C. that defines the taper of tip portion 172. 
These variables include the size of an outer diameter D1 of 
obturator 104, the desired length that distal tip portion 172 
extends from body portion 168, and the desired offset for a 
distal tip of navigation member 112 and tip member 174. 
More specifically, it is contemplated that Surgical access 
assembly 100 will be provided as part of a kit that may include 
multiple sized outer sheaths 102 and obturators 104, to pro 
vide the surgeon with a choice of different diameter sizes and 
lengths so as to provide flexibility for accessing areas of 
interest within the brain. However, to insure that the distal tip 
174 is determinable regardless of which size diameter D1 of 
obturator 104 is used, taper angle C. may be selectively 
adjusted. For embodiments that utilize navigation member 
112 that positions a distal end thereofat a set position within 
obturator 104 (as will be explained in further detail below), to 
maintain an identical offset length between the distal end of 
navigation member 112 and distal tip 174 in different diam 
eter D1 sized obturators 104, taper angle C. will need to be 
increased, as diameter D1 increases. 
I0083. For example, if diameter D1 of obturator 104 is 13.5 
mm, an exemplary angle C. may be 45.5° to provide effective 
atraumatic dilation, as well as a determinable distal tip 174 
location. However, if diameter D1 of obturator 104 is 15.5 
mm, an exemplary angle C' may be 52.8. 
I0084 As best seen in FIG. 8B, distal tip 174 is configured 
to be radiused such that tip member 174 is rounded, and 
neither blunt, nor sharp. More specifically, tip member 174 is 
configured so as not to have any flat portions which during 
insertion can stretch or even tear the delicate tissues such as 
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the vessels, fiber tracts and fascicles found in the brain. Fur 
ther, because tip member 174 is closed, damage of such 
delicate tissues and fascicles are also avoided. In one exem 
plary embodiment, tip member 174 is configured with a 0.5 
mm radius. As will be explained in further detail below, the 
configuration of tip member 174 is designed to gently dis 
place and move the tissue into which it is inserted; i.e., atrau 
matically dilate the tissue to allow for introduction in to an 
intra-fascilar and para-fascilar manner, as opposed to cutting 
tissue as Surgical access assembly 100 is inserted into the 
tissue. 
0085 Handle portion 170 is positioned at proximal end 
166 of obturator 104. As best seen in FIGS. 7B, 8A and 9A, 
handle portion 170 comprises a stop member 176 and a grip 
member 178. Stop member 176 is positioned distally of grip 
member 178 and, as best seen in FIG. 8A, is configured to 
have a width W1 that is greater than a diameter D1 of body 
portion 168, as well as a diameter D2 of outer sheath 102 
(shown in FIG. 4A). Grip member 178 is configured with a 
width W2 that is greater than the width W1 of stop member 
176, thereby providing a step-like configuration. Stop mem 
ber 176 further defines an engagement surface 177 that is 
axially spaced from a distal surface 179 of grip member 178. 
I0086. In one exemplary arrangement, handle portion 170 
is configured with a generally planar Surface 180, as best seen 
in FIGS. 7A-7B and FIG.10. Planar surface 180 is configured 
with a receiving aperture 182 that is configured to receive 
locking member 110. In one exemplary arrangement, receiv 
ing aperture 182 is threaded. As best seen in FIGS. 2, 7B, and 
8A, disposed within receiving aperture 182 is an engagement 
opening 184. Engagement opening 184 is in communication 
with a channel 186 (seen in phantom in FIGS. 8A and 9A) that 
extends at least partially thorough handle portion 170. After 
locking member 110 is at least partially engaged within 
receiving aperture 182, retaining member 114 (FIG. 2) is 
positioned within channel 186. Because engagement opening 
184 opens into receiving aperture 182, a portion of retaining 
member 114 extends across a portion of receiving aperture 
182 such that locking member 110 is prevented from being 
entirely withdrawn from receiving aperture 182. For 
example, locking member 110 is illustrated as having threads 
that cooperate with corresponding internal threads in receiv 
ing aperture 182. Retaining member 114 is positioned within 
channel 186 so as to extend above the threads of locking 
member 110 such as locking member 110 is being removed 
from receiving aperture 182, threads come into contact retain 
ing member 114, thereby preventing complete removal of 
locking member 110 from handle portion 170. 
0087 An access opening 188 is formed through proximal 
end 166. Access opening 188 extends through handle portion 
170. In one exemplary arrangement, access opening 188 may 
be provided with an inwardly extending chamfer 189 that 
tapers toward access opening 188. Chamfer 189 provides a 
self-directing feature for inserting navigation member 112 
into access opening 188. Access opening 188 is in commu 
nication with a first channel segment 191 that extends through 
handle portion 170 and into body portion 168. 
I0088. As seen in FIG. 8D, obturator 104 may further be 
configured to receive a viewing member 167 operatively con 
nected thereto. More specifically, conical tip portion 172 may 
be configured with one or more viewing windows 169 that are 
oriented to be flush with the surface of conical tip portion 172. 
Viewing windows 169 are in communication with a viewing 
member channel 171 that may selectively receive a viewing 
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member Such as, for example, a fiber optic cable or an ultra 
sound probe. The viewing member may be in addition to the 
use of navigation member, or in place thereof. The viewing 
member permits the Surgeon to observe, in real-time (i.e., 
during insertion), Surrounding tissue and eloquent tissue 
structures so as to minimize trauma during insertion. 
I0089 Body portion 168 extends between distal end 106 
and proximal end 166. Body portion 168 includes one or more 
elongated void areas 190. Void areas 190 serve to reduce 
weight of obturator 104, thereby making obturator 104 easier 
to manipulate during Surgical procedures. Void areas 190 also 
facilitate sterilization of obturator 104 by moisture retention 
within body portion 168 of obturator 104. Further, void areas 
190 also provide venting, thereby preventing a vacuum from 
being generated as obturator 104 is being withdrawn from 
outer sheath 102 during operation. 
(0090. Void areas 190 are separated by web portions 192 
that extend axially through a portion of the length of body 
portion 168. Disposed on web portions 192 of body portion 
168 are one or more indicators 194. Indicators 194 may 
include spaced apart hash marks (designated as 194A) that 
cooperate with an imaging modality to provide information, 
in real-time, concerning the location of obturator 104 relative 
to various tissue, critical structures, and fascicles within the 
brain, while obturator 104 is positioned within tissue. Indica 
tors 194 also assist with providing information to regarding 
the relative positions between obturator 104 and outer sheath 
102. Indicators 194 produce a signal void or minimal artifact 
under certain imaging modalities. 
0091 Body portion 168 may further include one or more 
cross webs 196. Cross webs 196 are oriented transverse to 
web portions 192 and connect web portions 192 together. In 
one exemplary arrangement, body portion 168 includes at 
least one cross web 196 that operatively defines the outer 
diameter D2 of body portion 168. Diameter D2 is sized to fit 
within lumen 148 of outer sheath 102 such that obturator 104 
and outer sheath 102 may be selectively slid relative to one 
another. However, diameter D2 is also sized to minimize or 
even eliminate any gaps between an inner Surface of outer 
sheath 102 and an outer surface of obturator 104. In the 
exemplary arrangement shown in FIG. 7-9, three cross webs 
196A, 196B and 196Care provided. A first cross web 196A is 
connected to distal tip portion 172, while second cross web 
196B is spaced proximally from first cross web 196A and 
separated by a void area 193. Third cross web 196C is sepa 
rated from second cross web 196B by void areas 192 and is 
positioned distal from first stop member 176 of handle por 
tion 170. Cross webs 196 serve to provide for structural 
integrity of obturator 104, as well as improved rigidity. 
0092. In one exemplary arrangement, one or more of cross 
webs 196 may further be provided with an annular compen 
sating protuberance 197 to accommodate for slight manufac 
turing variations of the diameteroflumen 148 of outer sheath 
102. For example, as it is contemplated that outer sheath 102 
may be a component that is molded from a resin, a process 
which may produce Such slight manufacturing variations. 
Compensating protuburance 197 extends slightly radially 
outwardly from an outer surface of obturator 104 and coop 
erates with lumen 148 of outer sheath 102 to create a friction 
fit between the outer surface of obturator 104 and lumen 148, 
due to the slight flexibility of the resin of outer sheath 102. 
Use of compensating protuberance 197 thereby reducing the 
need for maintaining a high dimensional tolerance of outer 
sheath 102 in production. 



US 2012/0289816 A1 

0093. In one embodiment, cross web 196B is provided 
with a second channel segment 198 (shown in phantom) that 
extends there through. Second channel segment 198 is axially 
aligned with first channel segment 191 and is configured to 
selectively receive navigation member 112. In one exemplary 
arrangement, disposed in first cross web 196A is an inwardly 
extending depression 199, as best seen in FIG.9B. Depres 
sion 199 is configured in Such a manner so as to align a distal 
tip of navigation member 112 with distal end 108 of outer 
sheath 102, when outer sheath 102 is assembled to obturator 
104. 

0094) Referring to FIGS. 11A-11F, details of an optional 
illuminating ring 300 will now be described. Illuminating 
ring 300 is generally defined by a top surface portion 302, a 
wall member 304. A circuit board 306 may also be provided. 
Top surface 302 includes at least one access opening 308 
therethrough that is configured to receive one or more Surgi 
cal instruments, as will be described below in further detail. 
Additional small openings 309 may be provided in top sur 
face 302. One or more of small openings 309 are configured 
to be aligned with Small openings 150 disposed on flange 
member 142. Wall member 304 extends from top surface 302 
So as to create an open cavity 310 within illuminating ring 
300. An outer surface of wall member 304 may be textured 
(not shown), similar to grip ring 120. 
0095 One or more light elements 312 that are supported 
by a portion of illuminating ring 300. In one embodiment, 
shown in FIG. 11E, lights 312 are fixedly mounted to top 
surface 304 so as to face inwardly toward open cavity 310, 
adjacent access opening 308. Each light 312 is electrically 
connected to a remote power source (not shown) by wires 
314. In one exemplary arrangement, wires 314 may be 
retained within channels formed in top surface 302 around 
access opening 308. 
0096. In an alternative arrangement (FIG. 11F), lights 312 
may be incorporated in a circuitboard 306. Circuit board 306 
is configured with an access opening 316 that may be aligned 
with access opening 308 formed in top surface 302. Further, 
circuit board 306 is also sized to be positioned within open 
cavity 310, and fixed thereto. In other words, in one arrange 
ment, circuitboard 306 is sized to have an outer diameter that 
is smaller than an inner diameter defined by wall member 
304. A wall opening 318 may beformed through a portion of 
either top surface 302 or wall member 304 to provide access 
for wires 320 to electrically connect circuit board 306 to a 
power source. An example of wall opening 318 may be seen 
in FIGS. 11B, 11D, and 11F. Circuit board 306 may be con 
figured such that there is a constant output of light when 
illuminating ring 300 is turned on so that there is a steady 
State. 

0097. An exemplary circuit design 321 is depicted in FIG. 
11G for circuit board 306. In the exemplary configuration, 
circuit design 321 is configured to prevent flickering of lights 
312 and/or prevent operation of less than all of the lights 312 
during use of illuminating ring 300. More specifically, circuit 
design 321 is configured such that if one light 312 burns out, 
or if batteries that Supply power to circuit get low, illuminat 
ing ring 300 will simply shut off and a replacement battery 
pack (not shown) may be used. 
0098. In one exemplary arrangement, lights 312 are LED 
lights, although other light devices may be utilized. LED 
lights do not contribute significantly to the weight of Surgical 
access assembly 100, and also dissipates a non-clinical sig 
nificant amount of heat. Moreover, LED lights can emit dif 
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ferent combinations of colors/frequencies of light that may be 
incorporated to illuminating ring 300, to provide improved 
visualization of fluorescing dyes which allow for the differ 
entiation of tissues. 
0099 Use of LED lights also allow for an endoscope to be 
used with surgical access assembly 100, but without an 
accompanying fiber-optic light Source. This arrangement sig 
nificantly reduces a required overall outside diameter of the 
endoscope, which improves the working space within lumen 
148 of outer sheath 102. More specifically, lumen 148 of outer 
sheath 102 has more available working space, thereby pro 
viding increased simultaneous use of multiple instrumenta 
tion, as well as improved visualization. Further, because tra 
ditional endoscope devices must be attached to a Supporting 
structure that is fixed to an introducer cannula, the weight of 
Such an assembly tends to pull on the introducer cannula, in 
one direction. This action can compromise the placement of 
the introducer cannula during the procedure and/or cause 
trauma to brain tissue. Thus, by incorporating illuminating 
ring 300 to outer sheath, such potential disadvantages may be 
avoided. 
0100 While illuminating ring 300 may be secured to grip 
ring 120 of outer sheath 102 in any suitable manner, in one 
exemplary arrangement, illuminating ring 300 is provided 
with a selective locking arrangement to selectively fix illumi 
nating ring 300 to grip ring 120. In one exemplary arrange 
ment, wall member 304 is provided with a locking channel 
322, best seen in FIG. 11B. Locking channel 322 comprises 
wall opening 318 and that opens into a first channel segment 
324, and a second channel segment 326 that is in communi 
cation with first channel segment 324. Wall opening 318 
extends from a bottom surface 328 of wall member 304. 
Second channel segment 326 is spaced upwardly from bottom 
surface 328 of wall member 304 and is oriented at an angle 
from first channel segment 324. In one exemplary arrange 
ment, second channel segment 326 is oriented 90° from first 
channel segment 324. 
0101 Locking channel 322 cooperates with locating 
member 262 to selectively secure illuminating ring 300 to 
grip ring 120. More specifically, illuminating ring 300 is 
pushed down over grip ring 120 with locating member 262 
entering wall opening 318. As illuminating ring 300 is pushed 
downwardly, locating member 262 travels through first chan 
nel segment 324. Once locating member 262 contacts a ter 
minal end 330 of first channel segment 324, illuminating ring 
300 is rotated relative to outer sheath 102 such that locating 
member 262 moves into second channel segment 326, 
thereby selectively locking illuminating ring 300 to outer 
sheath 102, as shown in FIG. 12. Once connected, illuminat 
ing ring 300 thereby provides a hands-free light source to 
illuminate lumen 148 of outer sheath 102. 
0102. In one exemplary arrangement, certain segments of 
outer sheath 102 may be frosted so as to reflect light to 
increase visualization within outer sheath 102. For example, 
tapered portion 130 may be frosted. Similarly, the top of grip 
ring 120 may also be frosted. 
0103 Referring to FIGS. 11H-I, an alternative arrange 
ment of illuminating ring 350 is shown. Illuminating ring 350 
is similar to illuminating ring 300 and common elements, 
such as top surface 302, wall member 304, access opening 
308, open cavity 310, small openings 309, and wall opening 
318, are also shown in FIGS. 11H-I. The embodiment shown 
in FIGS. 11H-I further includes outwardly extending flange 
members 352. In one arrangement, flange members 352 are 
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integrally formed with the outer periphery of illuminating 
ring 350. While the depicted embodiment includes three 
flange members 352 spaced equi-distantly about a periphery 
of a wall member of illuminating ring 300, it is understood 
that any number of flange members 352 may be provided. 
Further, flange members 352 may be arranged about the 
periphery in any arrangement. 
0104 Flange members 352 support sensors 354 (see FIG. 
11I) or reflective balls that serve as position indicators. More 
specifically, sensors 354 are configurable to cooperate with a 
navigation system (to be explained in further detail below), to 
indicate the location of outer sheath 102 after insertion into an 
area of interest, once illuminating ring 300 is connected to 
outer sheath 102. In one arrangement, sensors 354 may be 
molded into or bonded onto flange members 352. In another 
arrangement, sensors 354 may be temporarily attached to 
flange members 352. For example, flange members 352 may 
each include a groove into which a sensor may be positioned, 
and a retaining ring may be secured over each sensor 354 to 
temporarily secure sensor to flange member 352. 
0105. In another exemplary arrangement, sensor 354 may 
be powered through circuit board 306. More specifically, 
sensors 354 may be electrically connected to circuit board 
306. Additional wires electrically connect circuitboard 306 to 
a power source to provide power not only to lights carried by 
illuminating ring 350, but also to sensors 354. 
0106 Operation of surgical access assembly will be 
described in connection with a process flow 400 illustrated in 
FIG. 13. However, as an initial note, while use of surgical 
access assembly 100 is initially described in connection with 
a tissue resection operation, it is understood that Surgical 
access assembly 100 may simply be used to provide access to 
an area of interest within the brain to permit a user to inter 
rogate the area of interest to learn about any abnormalities 
and/or diseases for evaluation and development of a treatment 
protocol, and/or to apply atherapy or treatment to deep seated 
locations within the brain. 
0107 Generally speaking, before any procedure is 
decided upon, a patient will first present with symptoms or 
deficits requiring evaluation. Thus, the start of process flow 
400 begins with a surgeon making a determination 402 of the 
cause of Such symptoms/deficits/abnormalities. In some 
instances, causes for Such symptoms/deficits/abnormalities 
may be visibly apparent such that a determination may be 
made through use of a variety of imaging modalities, includ 
ing, but not limited to, MRI or CT imaging. The process then 
proceeds to step 404. 
0108 If the determination from step 402 finds that a brain 
condition is found. Such as a tumor, hematoma, or other 
abnormality, an additional determination is required. More 
specifically, a location of the brain condition is determined in 
step 404. If the imaging determines that an area of interest is 
located in the intra-axial/subcortical space, the process flow 
continues to step 406. However, ifa brain condition is located 
in other, more easily accessible areas of the brain, the process 
flow stops. 
0109 As discussed above, any suitable imaging modality 
may be utilized to determine if a brain condition exists, and if 
so, where that brain condition is located. FIGS. 14A and 14B 
illustrate examples of imaging results from an MRI. More 
specifically, an area of interest 500, in this case a tumor, may 
be seen deep in the Subcoritical space. 
0110. Once area of interest 500 is located, at step 406 an 
additional imaging sequence is employed to determine the 
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location of eloquent structures such as vessels and fiber tracts 
and the associated fascicles So as to plan the safest access 
route to the area of interest. Exemplary arrangements for 
accomplishing this step include CT-Angiography and MRI 
with Diffusion Tensor Imaging (DTI) sequences. DTI allows 
for the determination of directionality as well as the magni 
tude of water diffusion along the communication “wiring 
pathways called fiber tracts and fascicles. This kind of MRI 
imaging can provide imaging to allow for the estimation of 
potential damage to nerve fibers that connect the areas of the 
brain which can be affected by a stroke, for example, to brain 
regions that are distant from it, and can also be used to 
visualize white matter fibers in the brain and can map (trace 
image) Subtle changes in the white matter associated with 
functional diseases Such as multiple Sclerosis and epilepsy, as 
well as assessing diseases where the brain's wiring is abnor 
mal. Such as Schizophrenia, as well as tumor involvement. 
0111. Diffusion Tensor Tractography (DTT) may also be 
used. DTT allows for noninvasive tracking of neuronal fiber 
projections in a living human brain. White matter fiber tra 
jectories are reconstructed throughout the brain by tracking 
the direction of fastest diffusion, which is assumed to corre 
spond to the longitudinal axis of the tract. Diffusion tensor 
tractography provides insight into white matter integrity, fiber 
connectivity, Surgical planning, and patients’ prognosis. Once 
the imaging information has been analyzed, the process then 
proceeds to step 408. 
0112 Referring to FIG. 15, an example of DTI imaging of 
the brain shown in FIGS. 14A and 14B is depicted. A map of 
fascicles and other vessels are illustrated in FIG. 15, including 
major vessels 502 that are shown spread around area of inter 
est 500. Such images provide the surgeon with valuable infor 
mation about potential avenues for access tracts to area of 
interest 500. 

0113. In step 408, a plan for the operative trajectory is 
developed. More specifically, imaging information is used to 
plan (either manually or with Software) the access tract/path 
way to achieve fiber tract involvement during access to the 
area of interest. In evaluating fiber tract involvement from a 
potential access tract/pathway, consideration of fiber tract 
importance may be based on an individual patient's occupa 
tional and personal needs and/or preference. Once a pathway 
has been planned, the process proceeds to step 410. 
0114. In step 410, image data from the MRI/DTI and 
CT/CTA image sequence obtained during step 406 is input 
into an intraoperative navigation system. Intraoperative navi 
gation systems may be used to provide direct visualization of 
area of interest 500 in real time, as surgical access system 100 
is being positioned within the brain. The method then pro 
ceeds to step 412. 
0115 Once the procedure has been planned and the image 
data has been uploaded to a navigational system, step 412 
requires that the appropriate sized Surgical access assembly 
100 is selected. First the appropriate size of a craniotomy 
must be determined. Further, the present disclosure contem 
plates that different diameter and length sizes of Surgical 
access assembly 100 may be employed, the size depending on 
the particular location of area of interest 500. Accordingly, 
step 412 requires that the Surgeon select the appropriate 
length and diameter of Surgical access system 100 to be used, 
based on the physical and location characteristics of the area 
of interest 500. Once surgical access assembly 100 is 
selected, the process proceeds to step 414. 
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0116. In step 414, the surgeon creates the craniotomy and 
Dural access incision. The process then proceeds to step 416. 
0117. In step 416, the obturator 104 is inserted into outer 
sheath 102 until grip ring 120 abuts first stop member 176, as 
shown in, for example FIG.2. Navigation member 112 is then 
operatively connected to obturator 104. 
0118. As discussed above, various types of navigation 
members 112 may be employed with Surgical access assem 
bly 100. In one exemplary configuration, navigation member 
112 is configured as a probe (as shown in FIG. 2). In this 
configuration, navigation member 112 is inserted through 
access opening 188 of grip member 178 until a distal tip 417 
of navigation member 112 is deposited into depression 199 
(see FIG.9B). Depression 199 is formed so that distal tip 471 
of navigation member 112 is positioned within the same plane 
as distal tip 132 of outer sheath 102, when obturator 102 and 
outer sheath 104 are assembled together as shown in FIG. 2. 
Locking member 110 may be tightened to fixedly retain navi 
gation member 112 within obturator 102. A portion of navi 
gation member 112 will extend proximally from grip member 
178 and will be operatively connected to a navigation system 
that includes a screen that visually illustrates the information 
obtained from the imaging sequences, along with the trajec 
tory of Surgical access system 100. Thus, with the navigation 
member 112 operatively connected to a navigation system, 
the position of distal tip 132 of outer sheath may be indicated, 
in real time, while Surgical access system 100 is being navi 
gated within a body. 
0119. In another configuration, the software operating the 
navigation system may further be provided with an offset 
dimension that corresponds to a distance D3 between distal 
tip 174 of obturator 104 and distal tip 132 of outer sheath. In 
this arrangement, a dotted line may appear on the navigation 
screen that indicates where distal tip 174 of obturator 104 is 
located, in real-time. 
0120 Navigation member 112 may further be provided 
with image guidance position indicators, such as an array of 
reflectors of the type use in connection with optical image 
guidance systems. The infrared reflectors used with Such a 
system are mounted to a handle of a probe-like navigation 
member 112 in a customary triangular configuration cali 
brated to identify the tool to the image guidance system. Such 
imaging systems are available, for example Medtronic Sur 
gical Navigation Technologies (Denver, Colo.), Stryker 
(Kalamazoo, Mich.), and Radionics (Burlington Mass.). 
0121 Typically, the positioning of the indicators is cali 
brated Such that the image guidance system can project an 
image of the tool onto a display of images of the patient's 
brain, such as MRI images used to plan Surgery. Thus, as 
discussed above, as Surgical access system 100 is inserted, the 
surgeon can see the relative position of system 100 relative to 
the structures of the brain as reflected on images, and particu 
larly with respect to the target tissue. 
0122. Other guidance systems, such as magnetic or elec 
tromagnetic or radio transmitting systems may also be used, 
and the illustration of infrared reflectors and discussion of 
optical image guidance systems are exemplary only and are 
not intended to be limiting. In addition, while the exemplary 
method has been described in connection with Superimposing 
an image of Surgical access system 100 onto a pre-operative 
image, it is contemplated that real-time imaging capability 
may be utilized and that the image of Surgical access system 
100 may then be shown in relation to the surrounding tissue 
structures on a real time image. 
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I0123. In another exemplary configuration, an RFID chip 
may be embedded in obturator 104 that operatively commu 
nicates information to a navigation system or other Surgical 
system about the specific attributes. Such as, but not limited 
to, length and diameter. This information may be used to 
facilitate placement with the navigation system or other sys 
tems for information display or trajectory and location calcu 
lations during placement of obturator 104. 
0.124. In yet another exemplary arrangement, as shown in 
FIGS. 16A-16B, an alternative embodiment of an obturator 
504 may be used, wherein the obturator 504 is configured 
with a post 512 that is configured to operatively attach a 
navigation array. Post 512 may be detachably or permanently 
connected to grip member 578 of obturator 104. For example, 
as shown in FIG.16A, post 512 is configured to be selectively 
detachable and may be used to capture a small coil 513 for 
MRI tracking of surgical access assembly 100. A portion of 
post 512 may be threaded and an access opening 588 formed 
in a proximal face of grip member 578 have be provided with 
corresponding threads (not shown) so as to affix post 512 to 
obturator 504. Other manners of selectively affixing post 512 
to obturator 504 are also contemplated, including, but not 
limited to, a locking member 110 arrangement similar that 
shown in FIG. 2. As also discussed, post 512 need not be 
selectively detachable. Indeed, it is contemplated that post 
512 may be permanently affixed to obturator 504, in any 
Suitable manner, whereby the navigation array may be 
secured to post 512. In yet another alternative arrangement, 
obturator 504 may be configured such that a post, which is an 
element of the array itself, may be attached. 
0.125 Instill a further alternative arrangement, referring to 
FIGS. 16C-16D, a coil sensor 513' may be configured to be 
disposed about an outer periphery of post 512. In this arrange 
ment, coil sensor 513' is slidor otherwise mounted to post 512 
such that when post 512 is operatively attached to obturator 
504 coil sensor 513' is captured between a portion of grip 
member 578 and a proximal end portion 514. A connecting 
wire 516 operatively attaches coil sensor 513' to an image 
position console 518. 
0.126 Once surgical access assembly 100 is assembled 
and operatively connected to a navigational system, the pro 
cess then proceeds to step 418, in which Surgical access 
assembly 100 is navigated to area of interest 500. In one 
exemplary arrangement, distal tip 178 of obturator 104 is 
directed to a furthermost outer margin of area of interest 500. 
In other arrangements, distal tip 178 is positioned directly at 
the area of interest 500. Referring to the arrangement in FIG. 
14B, for example, surgical access assembly 100 is directed 
along a trajectory T that extends through area of interest 500 
to a location 501 that may be positioned within the margins of 
area of interest 500 or even slightly beyond the margin. In 
other words, Surgical access system may be directed to be 
positioned at or adjacent an area of interest 500. 
I0127. Due to the tapered configuration and closed, radi 
used distal tip 174 of obturator 104, as well as the radiused 
distal tip 132 of outer sheath 102, as surgical access assembly 
100 is inserted into the brain and navigated to area of interest 
500, tissue is gently pushed to either side of surgical access 
assembly 100, so as to atraumatically dilate tissue, while 
minimizing trauma to the tissue. Further, because Surgical 
access assembly 100 is operatively connected to navigation 
member 112, as Surgical access assembly 100 is being 
inserted into the brain tissue, navigation member 112 may 
cooperate with an imaging modality to providing real-time 
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graspers, dissectors, Scissors, cautery and Suction instruments 
to be inserted through outer sheath 102 to perform surgery. 
0.139. One exemplary surgical device that may be used is 
the NICOMYRIADR) manufactured and distributed by Nico 
Corporation of Indianapolis, Ind. Referring to FIG. 18, an 
exemplary Surgical cutting device 640 is shown, Such as that 
disclosed in co-pending, and co-owned with the assignee of 
the present application, U.S. patent application Ser. No. 
12/389.447, the contents of which are incorporated by refer 
ence in its entirety. Surgical cutting device 640 includes a 
handpiece 642 and a cutting element that includes an outer 
cannula 644 and an inner cannula (not shown). In one exem 
plary configuration, handpiece 642 is configured with a gen 
erally cylindrical shape. Handpiece 642 may be sized and 
shaped to be grasped with a single hand. Handpiece 642 also 
includes a lower housing 650 comprising a proximal section 
646 and a distal section 648. A front housing section 655 may 
be connected to a cam housing positioned in distal section 
648. An upper housing 652 is also provided. The cutting 
element is mounted to upper housing 652 and may be fluidly 
connected to a tissue collector 658. In one exemplary arrange 
ment, tissue collector 658 may be operatively connected 
directly to upper housing 652. Alternatively, tissue collector 
658 may be remotely connected to the cutting element by 
appropriate tubing. A vacuum line (not shown) may be con 
nected to a proximal end of tissue collector 658 to direct tissue 
into the cutting element, as well as to deliversevered tissue to 
tissue collector 658. A rotation dial 660 for selectively rotat 
ing the outer cannula 644 with respect to handpiece 642 is 
also mounted to upper housing 652, to provide controlled 
cutting action. 
0140. Use of surgical device 640 is advantageous in that 
space is limited to effectuate tissue debulking, Such that use of 
traditional Surgical Scissors may be challenging, especially 
when other instruments are inserted into outer sheath 102 
simultaneously. Moreover, fibrosity of a tumor may present 
challenges for the use traditional Suction debulking devices. 
Traditional graspers operate by tearing tissue of interest. 
However, the tearing action may become problematic if ves 
sels or fascicles are too close to the tissue being torn in that 
Such vessels or fascicles may also be torn. 
0141. In step 428, as area of interest 500 is cytoreductively 
debulked, it may become necessary to reposition or move 
outer sheath 102. If repositioning is necessary, the process 
moves to step 432. To that end, in one exemplary arrange 
ment, manipulation members may be provided. Examples of 
manipulation members 700 and 700' are illustrated in FIGS. 
19A-19B. Manipulation member 700 comprises a handle 
member 702 that supports an armature 704, and a hook ele 
ment 706 that extends from armature 704. Hook element 706 
is sized to fit within small openings 150 and 309 disposed 
within grip ring 120 and illuminating ring 300, respectively. 
In operation, hook element 706 is engaged with a small open 
ing 150/309 and handle member 702 is used to gently push or 
pull outer sheath 102. Because outer sheath 102 is only 
loosely secured, outer sheath 102 may be selectively moved 
slightly for improved visualization or to access tissue. After 
outer sheath 102 has been repositioned, or if repositioning of 
outer sheath 102 is not necessary, the process moves to step 
434, and cytoreduction of area of interest 500 continues. 
0142. In an alternative arrangement, manipulation mem 
ber 700' may be secured to a flexible holder member 710. 
Manipulation member 700' comprises an armature 712 that 
carries a hook element 714 and an engagement portion 716. 
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Engagement portion 716 operatively engages holder member 
710 so as to fixedly secure manipulation member 700' to 
holder member 710, thereby freeing a surgeon's hand, once 
outer sheath 102 is positioned. It is understood that multiple 
manipulation members 700/700' may be utilized to permit a 
surgeon to selectively push or pull outer sheath 102. 
0143 Referring to FIGS. 19C-19F, other alternative 
arrangements for holding outer sheath 102 during a procedure 
are shown. More specifically, FIGS. 19C-19D illustrate a 
holding arrangement 720 that may be used with a Greenberg 
retractor assembly. Holding arrangement 720 comprises 
body portion 722, an engagement barrel 724, and a retaining 
member 726. 

0144 Body portion 722 may be configured as a relatively 
thin shaft. In one exemplary arrangement, body portion 722 
includes at least two bend points 728a and 728b that are 
separated by a section of shaft 730. Bend point 728a is posi 
tioned proximal of a distal end of body portion 722, defining 
a retaining section 732. Bend point 728b is positioned proxi 
mal of shaft section 730. Bend point 728b and a proximal end 
734 cooperate to define a proximal shaft section 736. Bend 
points 728a and 728b serve to axially space retaining section 
732 from proximal section 734. In one arrangement, as shown 
in FIG. 19D, shaft section 730 is disposed at an approximately 
45° angle. In another exemplary arrangement (not shown), 
shaft section 730 may be oriented at an approximately 90° 
angle. It is also contemplated that shaft section 730 may be 
deposed at other angles. In some exemplary arrangements, 
bend points 728a, 728b may be eliminated such that retaining 
section 732 and proximal section 736 are arranged along a 
common axis. Retaining section 732, shaft section 730 and 
proximal section 736 may be integrally formed together, or 
constructed as separate elements that are connected together. 
0145 Retaining section 732 terminates at its distal end 
738 in retaining member 726. As best seen in FIG. 19C, 
retaining member 726 is configured as a shepherd's hook that 
is configured to curve back toward retaining section 732, but 
defining a gap 740 between an end 742 of retaining member 
726 and retaining section 732. Retaining member 726 may be 
integrally formed with retaining section 732, or formed as a 
separate component that connects with retaining section 732. 
Retaining member 726 is configured similar to a spring clip 
Such that retaining member 726 Snaps partially around outer 
sheath 102. 

0146 Mounted on proximal section 736 is engagement 
barrel 724. Engagement barrel 724 is configured for selec 
tively rotation about proximal section 736. In one exemplary 
arrangement, on either end of engagement barrel 724, stop 
members 744 are disposed. In operation, engagement barrel 
724 is positioned within Greenberg adapter and clamped 
thereto. Stop members 744 serve to prevent engagement bar 
rel 724 from being unintentionally extracted from the Green 
berg adapter. However, due to the configuration of engage 
ment barrel 724 and placement of stop members 744, 
engagement barrel 724 is permitted to move a predetermined 
amount in a linear fashion. Moreover, because engagement 
barrel 724 is configured to selectively rotate about proximal 
section 736, outer sheath 102 may be selectively pivoted 
along the Y direction to a desired position. Further, because 
retaining member 726 is configured as a shepherd's hook with 
the gap 740, outer sheath 102 may be pivoted in the X direc 
tion. Thus holding arrangement 720 allows for selective posi 
tioning of outer sheath 102. 
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0147 An alternative holding arrangement 750 is shown in 
FIGS. 19E-19F. Holding arrangement 750 is configured to be 
used with a Sugita adapter (not shown). Holding arrangement 
750 is similar to holding arrangement 720 comprises body 
portion 752, an engagement barrel 754, and a retaining mem 
ber 756. 

0148 Body portion 752 may be configured as a relatively 
thin shaft and may include one or more bend points 758a 
758b. Likeholding arrangement 720, bendpoints 758a, 758b 
serve to axially offset a retaining section 762 from a proximal 
section 764. A shaft section 760 is positioned between bend 
points 758a, 758b. 
0149 Retaining section 762 terminates at its distal end 
768 in retaining member 756. As best seen in FIG. 19E, 
retaining member 756 is configured as a shepherd's hook that 
is configured to curve back toward retaining section 762, but 
defining a gap 770 between an end 772 of retaining member 
756 and retaining section 762. Retaining member 756 may be 
integrally formed with retaining section 762, or formed as a 
separate component that connects with retaining section 762. 
Retaining member 756 is configured similar to a spring clip 
such that retaining member 756 snaps partially around outer 
sheath 102. 

0150 Mounted on proximal section 764 is engagement 
barrel 754. Engagement barrel 754 is configured for selec 
tively rotation about proximal section 764. A mounting mem 
ber 774 is fixedly secured to engagement barrel 754. Mount 
ing member 774 is configured to be received within a Sugita 
clamp mechanism. In one exemplary arrangement, on a distal 
end of engagement barrel 754, a stop member 776 is disposed. 
In operation, engagement barrel 754 is positioned within the 
Sugita adapter and clamped thereto. Stop member 776 serves 
to prevent engagement barrel 754 from being unintentionally 
extracted from the Sugita adapter. However, due to the con 
figuration of engagement barrel 754 and placement of the 
stop member 776, engagement barrel 754 is permitted to 
move a predetermined amount in a linear fashion. Moreover, 
because engagement barrel 754 is configured to selectively 
rotate about proximal section 764, outer sheath 102 may be 
selectively pivoted along the Y direction to a desired position. 
Further, because retaining member 756 is configured as a 
shepherd's hook with the gap 770, outer sheath 102 may be 
pivoted in the X direction. Thus holding arrangement 750 
allows for selective positioning of outer sheath 102. 
0151. Yet another alternative arrangement of a holding 
arrangement 780 is shown in FIGS. 19G-19.J. Holding 
arrangement 780 is configured to maintain longitudinal align 
ment of an exoscope 782 and outer sheath 102. In this 
arrangement, light is provided to outer sheath 102 (and hence 
to the surgical site/area of interest) via exoscope (Karl Storz 
Endoscopy, Germany) 782. Thus, while exoscope 782 is 
spaced apart from outer sheath 102, an effective visual line of 
sight and maintenance of projection of light to the bottom of 
outer sheath 102 may be achieved. 
0152 Holding arrangement 780 is provided with an align 
ment tool 784. Alignment tool 784 is configured with an 
outwardly extending arc portion 786. More specifically, out 
wardly extending arc portion 786 arcs away from a longitu 
dinal axis LA that passes through a longitudinal space 
between exoscope 782 and outer sheath 102, when exoscope 
782 and outer sheath 102 are aligned. In this manner, arc 
portion 786 cooperates with exoscope 782 and outer sheath 
102 to define a working space between exoscope 782 and 
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outer sheath 102. This arrangement permits a user to be able 
to pass instruments in and out of outer sheath 102, as well as 
the area of interest. 
0153. In one exemplary arrangement, arc portion 786 is 
defined by a pair of wire-like members 786a, 786b (best seen 
in FIG. 19H). Members 786a, 786b are configured to be 
Substantially rigid so as to maintain the position of outer 
sheath 102 with respect to exoscope 782. 
0154) In addition to arc portion 786, alignment tool 784 
further includes a exoscope attachment harness 788 and an 
outer sheath attachment arrangement 790. Exoscope attach 
ment harness 788, best seen in FIG. 19H, is comprised of a 
retaining mechanism 792 attached to a reinforcement section 
794. Reinforcement section 794 extends upwardly in the 
same direction as longitudinal axis LA from members 786a, 
786b. Retaining mechanism 792 is configured to at least 
partially extend around an outer periphery of exoscope 782 in 
a snap-fit or clamping arrangement. In one exemplary 
arrangement, retaining mechanism 792 is integrally formed 
with reinforcement section 794. Similarly reinforcement sec 
tion 794 may also be integrally formed with arc portion 786. 
Abend point 795 joins arch portion 786 with reinforcement 
Section 794. 
0.155. As best seen in FIG. 19I, outer sheath attachment 
arrangement 790 includes connector members 796a, 796b 
that are configured to be received within openings formed in 
grip ring 120, Sufficiently spaced apart such that alignment 
tool 784 may maintain a desired position. In one exemplary 
arrangement, connector members are pins that are joined to 
members 786a, 786b by bend points 797a, 797b. With this 
arrangement, outer sheath 102 may be selectively pivoted 
about longitudinal axis LA, thereby allowing some degree of 
flexibility in positioning outer sheath 102 at the area of inter 
est 

0156 Referring to FIG. 19J, an alternative arrangement 
for connecting arc portion 786 to outer sheath 102 is shown. 
In this arrangement, an end of one of the members 786a is 
configured as a Shepard's hook 798, similar to that shown in 
the arrangements of FIGS. 19C and 19E. As explained above, 
this arrangement allows the outer sheath 102 to be pivoted in 
the X direction, thereby permitting selective positioning of 
outer sheath 102. 
0157 Outer sheath 102 is configured such that multiple 
instruments may be inserted simultaneously therewithin, 
thereby increasing the speed and safety of Surgical proce 
dures. In one exemplary arrangement, an endoscope may be 
partially inserted and held to one side of outer sheath 102, to 
provide an image of area of interest 500 to a monitor, while a 
Surgical instrument, such as Surgical instrument 640 is also 
inserted within outer sheath 102. Illuminating ring 300 may 
also be used, with the endoscope and the Surgical instrument 
being inserted through access opening 308 that aligns with 
opening 146 of grip ring 120. Because illuminating ring 300 
provides the necessary light for outer sheath 102, a relatively 
Small diameter endoscope may be use, thereby increasing the 
available space within outer sheath 102 for other surgical 
instruments. In another exemplary configuration, the Surgeon 
may have both a Surgical instrument and a cautery instrument 
simultaneously inserted into outer sheath 102, thereby per 
mitting the Surgeon to cauterized vessels that are encountered 
during the procedure. 
0158. In another exemplary arrangement, during the pro 
cedure, fluorescing dye may be introduced into the patient, 
either before Surgery or during the Surgery. One such dye is 
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Gliolan (5-Aminolevulinic Acid), however other suitable 
dyes may also be used. The fluorescing dye may be intro 
duced by any suitable methods, including, but not limited to, 
injecting the patient with the dye, providing the dye orally to 
the patient prior to Surgery, or even injecting the dye in situ 
through outer sheath 102. In one exemplary arrangement, the 
dye is configured to bond to proteins of abnormal cells Such 
that the cells are visually distinguishable from healthy cells. 
With this visual indication of healthy vs. abnormal tissue, the 
Surgical instrument may be more efficiently used to identify, 
as well as resect abnormal tissue. In other embodiments, light 
delivered through outer sheath 102 has a predetermined 
wavelength that is configured to interact with the dye to 
illuminate or fluoresce certain tissues. For example, illumi 
nation cap 300 may be provided with LED lights of a prese 
lected wavelength that operatively interacts with a prese 
lected dye to illuminate abnormal tissue and assist with 
differentiating healthy tissue from diseased tissue. 
0159. In another exemplary configuration, a light probe or 
fiber optic bundle (not shown) may be inserted into outer 
sheath 102 to assist with differentiation between healthy tis 
Sue and abnormal tissue. In one arrangement, the probe? 
bundle is simply inserted into outer sheath 102. The probe/ 
bundle is operatively connected to a console Such that the 
reflected light is delivered to the console. A sensor in the 
console (i.e., the sensor is remotely located from the point of 
detection, receives the reflected light to trigger a signal to the 
user based on predetermined parameters. In other words, the 
natural florescence of the tissue is then reflected back to the 
console to informtheuser whether or not the tissue is diseased 
or abnormal. For those operations where debulking or tissue 
sampling is being conducted, the Surgical device can be 
inserted into outer sheath 102 simultaneously with the probe/ 
bundle, thereby improving the accuracy and efficiency of the 
debulking procedure. 
0160. In another exemplary configuration, the surgical 
device may be further provided with a delivery sleeve 800 that 
mounts to Surgical device 640, and example of which may be 
found in FIG. 20. Various embodiments of delivery sleeve 800 
may be found in co-pending, and co-owned with the assignee 
of the present application, U.S. patent application Ser. No. 
13/269,339, the contents of which are incorporated by refer 
ence in its entirety. As may be seen in FIG. 20, delivery sleeve 
800 generally includes at least two lumens, a first lumen 802 
which is configured to receive outer cannula 644 of Surgical 
device 640, and a second lumen 804 which is configured to 
receive an optical device. Such as a light probe or a fiber optic 
bundle (not shown). Use of this arrangement permits use of 
additional surgical tools/instruments within outer sheath 102. 
More specifically, as the optical device is supported within the 
delivery sleeve 800, which, in turn, is connected to the surgi 
cal device, the Surgeon can simultaneously differentiate 
between abnormal and healthy tissue, and resect tissue, all 
with by just holding the surgical device 640. As a result, the 
Surgeon may also choose to utilize a separate cautery device 
within outer sheath 102 to permit cauterization of any vessels 
during the resection, in real time, and without requiring 
removal of the surgical device 640. 
0161 Because outer sheath 102 may be directly posi 
tioned at area of interest 500 in such a manner as to avoid 
unnecessary damage to critical structures, and because Surgi 
cal device 640 may be placed directly at the sight of area of 
interest, utilizing Surgical access system 100 provides the 
ability to resect most of an area of interest 500, such a tumor. 
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As one of ordinary skill in the art can appreciate, the more that 
a tumor is resected and removed, the less therapy is required 
for treatment. In other words, the more diseased tissue there is 
resected, the less diseased tissue there is to destroy. 
0162. In cases where cytoreduction is the objective to be 
performed, once resection of area of interest 500 has been 
completed, the process then proceeds to step 436. In step 436 
a decision is made to either remove outer sheath 102 or to 
leave outer sheath 102 in position. More specifically, for some 
therapy applications, removal of outer sheath 102 may be 
more effective than leaving outer sheath in place to deliver the 
therapy. If the decision is made to remove outer sheath 102. 
after removal of outer sheath 102, the process 400 proceeds to 
step 438. 
0163 As one of ordinary skill in the art may appreciate, 
the natural elasticity of brain tissue will maintain access or a 
corridor to area of interest 500 for period of time, even after 
removal of outer sheath 102. In step 438, while the corridor is 
still intact after removal of outer sheath 102, in one exemplary 
arrangement, a delivery device may be inserted into the cor 
ridor to deliver irrigation to the Surgical site. In some 
instances, a Syringe may be inserted into the corridor to 
deliver an irrigating fluid, such as Saline directly to the Surgi 
cal site. In another exemplary configuration, a drainage cath 
eter (which is configured with a plurality of small openings at 
its distal end) is delivered into the corridor such that the distal 
end of the catheter is placed at or adjacent the Surgical site. 
Irrigating fluid is then introduced into the proximal end (such, 
as for example, by operatively attaching a syringe barrel to the 
proximal end), to deliver the irrigating fluid to the Surgical 
site. The irrigating fluid flushes out debris and assists in the 
brain tissue's natural tendency to close back in on itself. Once 
the Surgical site has been irrigated, it may also be desirable to 
deliver certain therapies directly to the surgical site, thereby 
avoiding therapy delivery and uptake issues traditionally 
encountered by Systemic approaches. For example, certain 
therapies that may be provided in liquid form may be directly 
injected through the corridor, just prior to the tissue closing 
back in on itself. Because the corridor is closing, the therapy 
will be held in place at the Surgical site, thereby increasing its 
effectiveness at the site and Surrounding tissue. 
0164. In some therapy methodologies, outer sheath 102 
may be necessary to aid in the delivery and/or placement of 
such therapy, as will be explained in further detail below. 
Accordingly, if the decision in step 436 is made to keep outer 
sheath 102 in place after completion of cytoreduction, the 
process 400 proceeds to step 442. 
0.165. In step 442, area of interest/surgical site 500 is irri 
gated to again remove any debris from the area. Irrigation 
may be performed in the same manner as discussed in step 
438, except through outer sheath 102. Once irrigation is com 
plete, the process proceeds to step 444. 
0166 In step 444 a therapy is delivered to area of interest 
500. In one exemplary configuration, intraoperative radio 
therapy (IORT) may be employed, so as to deliver therapy 
directly to area of interest 500 through outer sheath 102. In 
one exemplary configuration, an implantable therapy may be 
applied to area of interest 500. Example of an implantable 
therapy include: bioabsorbable radiation pellets, wafers or 
mesh, such as, for example, those manufactured by Nano-Rad 
LLC. Other examples include, but are not limited to, titanium 
capsules or seeds with radiation contents, bioabsorbable gels 
or foams that contain radioactive, chemotherapy or immuno 
therapy agents. 
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0167. In another exemplary configuration, a balloon cath 
eter may be used to perform brachytherapy following the 
removal of diseased tissue at area of interest 500. For 
example, a balloon catheter may be inserted through outer 
sheath 102 and delivered to area of interest, and then the 
balloon catheter may be inserted with a predetermined 
amount of radioactive solution followed by the delivery of 
radiation to the Surrounding tissues. A commercially avail 
able catheter that may be used includes the GliaSite balloon 
catheter, with an Iotrex radioactive solution. Use of a balloon 
catheter may provide a more targeted delivery of liquid radia 
tion, thereby reducing impact on brain tissues Surrounding the 
diseased tissue. 
0.168. In another exemplary arrangement, an electron 
beam driven X-ray source may be provided. One such exem 
plary configuration is the Zeiss INTRABEAMR). The elec 
trons are generated and accelerated in a main unit and travel 
via an electron beam drift tube which is surrounded by a 
conical applicator sheath Such that its tip lies at an epicenter of 
an applicator sphere to provide a point Source of low energy 
X-rays at the tip. With this configuration, a nearly isotropic 
field of low energy is emitted. 
0169. In operation, the applicator sheath is inserted 
through outer sheath 102 and into the surgical cavity at area of 
interest 500. An intraoperative ultrasound may be performed 
to determine the distance of the applicator Surface to the skin, 
to avoid significant skin doses. The applicator sheath may be 
secured into place by the Surgeon using Subcutaneous Sutures 
around the neck of the sphere, similar to that described above 
in connection with outer sheath 102. 
0170 In another exemplary arrangement, a photodynamic 
therapy may be used, whereby a predetermined chemical 
composition may provided to the patient and the chemical 
composition may be selectively activated by a predetermine 
wavelength, thereby achieving a therapeutic reaction. For 
example, in one exemplary configuration, illuminating ring 
300 may be turned on to achieve the therapeutic reaction. In 
another exemplary configuration, a light source. Such as, for 
example, a fiber optic bundle, may be directed through outer 
sheath 102, either directly through outer sheath 102 or 
through delivery sleeve 800. 
0171 In yet another exemplary configuration, external 
beam high frequency ultrasound or interstitial high frequency 
ultrasound may also be delivered through outer sheath and 
directly to area of interest 500. 
0172. In yet a further exemplary configuration, as shown 
in FIGS. 21A-21B, an implantable delivery device 900/900' 
may be provided. Implantable delivery device 900/900' 
includes a neck portion 902 that is connected to a body por 
tion 904/904". Both neck portion 902 and body portion 904/ 
904 may be constructed of a relatively soft and flexible mate 
rial. Body portion 904/904 defines a reservoir for holding a 
therapeutic agent therein. A proximal end 905 of neckportion 
902 is largely closed, with access to an interior of implantable 
delivery device 900/900' being providing by a luer port 906. 
More specifically, therapy agents are introduced into delivery 
device 900/900' through luer port 906. A sealing flange 908 
may further be provided, that operatively connects to neck 
portion 902 to assist in holding implantable delivery device 
900/900' in place within the brain. 
0173. In the arrangement shown in FIG.21A, body portion 
904 may be provided with at least one small opening 910. In 
one exemplary arrangement, a plurality of Small openings 
910 are provided, and Such openings may be spaced equi 
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distance from one another about the periphery of body por 
tion 904. Small openings 910 are configured to permit the 
therapy agent that is introduced throughluer port 906 to weep 
out of the reservoir formed by body portion 904 at a con 
trolled rate to increase effectiveness. Alternatively, body por 
tion 900 may be configured as a permeable membrane that 
permits slow and controlled passage of therapy from the 
reservoir to the brain tissue 1000. 

0.174. In an alternative arrangement shown in FIG. 21B, 
body portion 904" may be provided with flexible finger-like 
projections 912. In one exemplary configuration, projections 
912 are spaced equi-distance from one another about the 
periphery of body portion 904". Projections 912 extend out 
wardly from an outer periphery of body portion 904 and may 
be formed with channels that provide communication 
between the reservoir and small openings 914 configured at 
distal tips 916 of projections 912. Openings 914 are config 
ured to permit the therapy agent that is introduced through 
luer port 906 to weep out of the reservoir. Projections 914 
assist in frictionally retaining delivery device 900' at a target 
site. 
(0175 Referring back to process 400, if delivery device 
900/900' is employed, delivery device 900/900' is inserted at 
area of interest 500 through outer sheath 102. Once posi 
tioned, outer sheath 102 is removed, and sealing flange 908 is 
operatively connected to neckportion 902 such that luer port 
906 is accessible. Sealing flange 908 is configured to extend 
over the periphery of the Surgical access opening that was 
formed through the skull 1002, thereby providing protection 
for the exposed brain tissue 1000. The therapeutic agent may 
be supplied to the reservoir formed by body portion 904/904 
either before delivery device 900/900' is positioned at area of 
interest 500, or after sealing flange 908 is in place. Sealing 
flange 908, as well as body portion 904/904 and neckportion 
902 may be configured with flexible material to allow for 
sealing against the dura and bone of the brain. 
0176). In yet another alternative arrangement involving 
delivery device 900/900', a transfer material may be delivered 
through outer sheath 102, similar to a foam that is configured 
to conform to the cytoreducted area of interest 500. The foam 
will allow continuous contact with the therapy agent that 
weeps through body portion 904/904 to provide a controlled 
dosage of therapy to area of interest 500. 
0177. After surgery and therapy on the target tissue is 
complete, the process proceeds to step 446. In this step, the 
instruments used for Surgery and/or therapy are removed 
from outer sheath 102. As the target tissue is removed, brain 
tissue will naturally fill the void formed by removing area of 
interest 500 so that healthy brain tissue underlying the now 
removed target tissue is adjacent the end of outer sheath 102. 
Outer sheath 102 is then gently removed and the brain tissue 
will naturally fill and reclaim the space formerly occupied by 
the abnormality and outer cannula 102, aided by the irrigation 
of area of interest 500. Moreover, as the brain tissue reclaims 
the space formerly occupied by the abnormality and outer 
cannula 102, implanted therapies, such as, for example, bio 
absorbable radiation pellets, wafers or mesh, will be held in 
place at area of interest 500 to provide effective treatment, all 
delivered and unencumbered by the limitations normally 
encountered attempting to cross the blood brain barrier. 
While this process may take several minutes, it is relatively 
atraumatic. Once outer sheath 102 has been removed, the 
process continues to step 448, whereby the dura, skull and 
Scalp are then closed in a known manner and the process ends. 
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In the exemplary cases whereby a treatment device may be 
implanted, full reclaiming of the space is delayed due to the 
implant until implant is explanted or absorbed. 
0.178 Because the location of the area of interest will vary 
from patient to patient, in one exemplary arrangement, it is 
contemplated that surgical access system 100 will be pro 
vided as part of a kit. More specifically, it is contemplated that 
a set of multiple obturators 104 may be provided that have 
different lengths and/or diameters. The set may be provided in 
a container that is configured be sterilized, with obturators 
104 secured therein. It is also contemplated that a set of 
manipulation tools 700/700' may also be provided with the 
kit, and that manipulation tools 700/700' may be positioned 
within the container for selective sterilization. Outer sheath 
102 may be provided with the kit, in various lengths and 
diameters that correspond to the lengths and diameters of 
obturators 104 provided in the kit. However, in one exemplary 
arrangement, outer sheaths 104 are provided separately as 
single use devices, in sterilized pouches. 
(0179 While the above-described system provides the 
advantage of creating direct access to an area of interest, 
including an area of interest in the Subcortical space, thereby 
permitting debulking of the area of interest to reduce the 
biological load of the abnormal tissue, as well as delivery of 
therapy in-situ (without the encumbrance and limitations 
encountered with systemic therapy delivery), for certain dis 
eases, additional Subsequent therapy may be warranted for 
increased therapeutic benefits. 
0180 More specifically, to be able to define an effective 
subsequent treatment therapy cocktail that will be effective 
on newly evolved strain of cells and tissue or disease that 
“morphs, the abnormal tissue at the area of interest requires 
imaging to define the area of interest, needs to be accessed, 
requires interrogation (sampling with or without a cytoreduc 
tive debulking of the area) to determine an appropriate thera 
peutic cocktail for the newly evolved cells and tissue. This 
process may be required to be repeated at a specific time or at 
a variety of time intervals for the live of the patient to assure 
the appropriate management or cure of the disease. 
0181. In the case of functional diseases of the brain such as 
a Alzheimer's, Parkinson's, epilepsy, bi-polar, depression, 
etc., the cells and affected tissues may not change or morph 
after the initial treatment but it may be useful to subsequently, 
image, access, interrogate the tissue (sample or debulk) the 
same or another area of interest after the initial delivery of a 
therapy to determine the effectiveness of the previous appli 
cation to determine the response of the tissues to the treatment 
regimen to determine the need for Subsequent treatment regi 
mens and the nature of the therapeutic treatment required for 
the Subsequent therapy. 
0182 Referring to FIG. 22, a process flow 1200 illustrat 
ing an additional method of treatment is disclosed to address 
a second stage treatment regime. Process flow 1200 begins a 
predetermined time period 1202 after an initial resection and 
treatment process flow 400 (as shown in FIG. 13) has been 
completed. The need, if any, for process flow 1200 and the 
predetermined time period 1202 will depend on the effective 
ness of the initial treatment and the nature of the disease being 
treated disease state-morphing, as well as the form of therapy 
that is originally applied. The process then proceeds to step 
1204. 

0183 In step 1204, the area of interest 500 is re-imaged to 
determine the effects of therapy on area of interest 500. In 
other words, step 402 of process 400 is repeated. Such imag 
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ing includes, but is not limited to, MRI or CT imaging. The 
process then proceeds to step 1206. 
0184. In step 1206, a determination is made as to whether 
any disease is visible after employing the imaging step 1204. 
For certain diseases, if no visible disease is detected 1208, the 
process 1200 stops. For certain low-grade gliomas, for 
example, no more intervention may be required. For other 
diseases, i.e., fast growing tumors such as gliomas, if external 
imaging modalities fails to detect any visible disease, based 
on the patient history including prior disease pathology, it 
may be warranted to employ an in-situ imaging technique in 
step 1210. Some examples of such techniques include, but are 
not limited to spectroscopy, MRI, ultrasound, florescence. If, 
after completion of step 1210, no visible sign of disease are 
evident, the process stops. However, if after steps 1206 and 
1210, the imaging step reveals visual evidence of disease, the 
process proceeds to step 1212. 
0185. In step 1212, many of the steps of the process flow 
400 set forth in FIG. 13 is repeated. More specifically, steps 
406-426 of process flow 400 are repeated to create access to 
area of interest 500. Next the process proceeds to step 1214. 
0186. In step 1214, area of interest 500 is interrogated 
(such as, for example, via additional cyto-reduction or just 
sampled/biopsy), similar to steps 428-434 in FIG. 13. Indeed, 
after the initial treatment process, the disease may have 
mutated such that the disease may be of a slightly different 
variant of the diseased tissue that was originally treated. As 
Such, use of the same therapeutic cocktail in in-situ may no 
longer be effective. Accordingly, step 1214 involves interro 
gating the area of interest 500 to gather and determine the 
necessary information regarding the tissue makeup of the area 
of interest 500. Next, the process proceeds to step 1216. 
0187. In step 1216, tissue from area of interest 500 is 
analyzed to determine the appropriate and effective therapy to 
treat area of interest 500. In other words, evaluation of differ 
entiating cells from area of interest 500 may be utilized to 
provide the most effective treatment for the disease. In some 
instances, immunotherapy may be utilized, whereby tissue 
samples taken from area of interest 500 are used to determine 
and Subsequently formulate a therapy of personalized medi 
cine to the specific disease mutation identified and analyzed 
in step 1216. One exemplary, non-limiting type of Such 
immunotherapy is taught and disclosed in co-pending U.S. 
application Ser. No. 13/352,069, the contents of which are 
hereby incorporated by reference in its entirety. Once an 
appropriate therapy is determined, the process proceeds to 
step 1218, whereby the therapy is applied to area of interest. 
0188 The therapy may be applied in any suitable manner. 
For example, in Some instances, it may be necessary to 
remove the outer sheath to deliver the therapy, such as that 
taught in steps 438-440 in FIG. 13. In other situations, the 
outer sheath may remain in place and the chosen therapy may 
be delivered in a manner similar to steps 442-446 in FIG. 13. 
0189 Once therapy has been appropriately delivered, the 
process then proceeds to step 1220 whereby the surgical 
access is closed in a manner similar to that which has been 
previously described above in connection with step 448 in 
FIG. 13. However, it is understood that the process flow 1200 
may be repeated as needed until the patient is deemed disease 
free or the disease is managed to a point whereby it is not life 
threatening. 
0190. As described above, while the process using surgi 
cal access assembly 100 has been described in connection 
with performing a Surgical resection procedure and Subse 



US 2012/0289816 A1 

quent treatment methods, Surgical access assembly 100 may 
also be utilized for locating, evaluating and treating a variety 
of CNS based disorders, such as functional diseases/abnor 
malities, metabolic/regulatory systemic conditions, addic 
tions and pain management, without necessarily requiring 
Surgical resection/debulking. More specifically, in Such 
instances, Surgical access assembly 100 is inserted into the 
brain at an area of interest, as discussed above, thereby pro 
viding a pathway to the area of interest. Once Surgical access 
assembly 100 is delivered to the area of interest and obturator 
104 is removed from outer sheath 102, the area of interest may 
be interrogated to assist in determining an appropriate treat 
ment and/or therapy, or even the effectiveness of treatment or 
therapy previously utilized on the patient. 
0191 The interrogation of the area of interest may be 
conducted in any Suitable manner. Examples of interrogation 
include, but are not limited to, tissue sampling and/or cytore 
duction. In other embodiments, interrogation may include 
image based tissue interpretation technologies, such as, but 
not limited to MRI, CT, PET, ultrasound, fluorescence, spec 
troscopy, as well as all derivative sequences from a primary 
imaging modality. 
0.192 In other words, interrogation of the area of interest 
permits evaluation of biological/cellular activity from area of 
interest 500 to evaluate a previously applied therapy, as well 
as provide the most effective treatment for the disease and/or 
abnormality. The evaluation resulting from the interrogation 
step permits a personalized treatment plan/therapy to be 
delivered to effectively manage or treat a patient's disease or 
disorder. After the interrogation step, as discussed above, to 
the extent additional therapy is needed. Such therapy can be 
delivered through outer sheath 102 as discussed above or as is 
appropriate based upon the diseasefabnormality. 
0193 It will be appreciated that the surgical access system 
and methods described herein have broad applications. The 
foregoing embodiments were chosen and described in order 
to illustrate principles of the methods and apparatuses as well 
as some practical applications. The preceding description 
enables others skilled in the art to utilize methods and appa 
ratuses in various embodiments and with various modifica 
tions as are Suited to the particular use contemplated. In 
accordance with the provisions of the patent statutes, the 
principles and modes of operation of this disclosure have 
been explained and illustrated in exemplary embodiments. 
0194 It is intended that the scope of the present methods 
and apparatuses be defined by the following claims. However, 
it must be understood that this disclosure may be practiced 
otherwise than is specifically explained and illustrated with 
out departing from its spirit or scope. It should be understood 
by those skilled in the art that various alternatives to the 
embodiments described herein may be employed in practic 
ing the claims without departing from the spirit and scope as 
defined in the following claims. The scope of the disclosure 
should be determined, not with reference to the above 
description, but should instead be determined with reference 
to the appended claims, along with the full scope of equiva 
lents to which Such claims are entitled. It is anticipated and 
intended that future developments will occur in the arts dis 
cussed herein, and that the disclosed systems and methods 
will be incorporated into such future examples. Furthermore, 
all terms used in the claims are intended to be given their 
broadest reasonable constructions and their ordinary mean 
ings as understood by those skilled in the art unless an explicit 
indication to the contrary is made herein. In particular, use of 
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the singular articles such as “a,” “the “said, etc. should be 
read to recite one or more of the indicated elements unless a 
claim recites an explicit limitation to the contrary. It is 
intended that the following claims define the scope of the 
invention and that the method and apparatus within the scope 
of these claims and their equivalents be covered thereby. In 
sum, it should be understood that the invention is capable of 
modification and variation and is limited only by the follow 
ing claims. 

What is claimed is: 
1. A method of using a Surgical access assembly, compris 

ing: 
identifying an area of interest within a body; 
assembling an outer sheath overan obturatorin an insertion 

configuration defining an assembly distal end; 
advancing the assembled outer sheath and obturator to the 

area of interest until the assembly distal end is posi 
tioned at or adjacent the area of interest; 

decanting the outer sheath such that a distal end of the outer 
sheath is moved distally with respect to the obturator; 

removing the obturator from the outer sheath and leaving 
the outer sheath in place to provide access to the area of 
interest; and 

interrogating the area of interest to acquire information 
about the area of interest. 

2. The method of claim 1, wherein the interrogation step 
includes inserting a Surgical device into the outer sheath and 
resecting tissue using the Surgical device. 

3. The method of claim 1, wherein the interrogation step 
utilizes an image based tissue interpretation technology. 

4. The method of claim 3, wherein the image based tissue 
interpretation technology is selected from MRI, CT, PET, 
ultrasound, fluorescence, and spectroscopy. 

5. The method of claim 1, further comprising applying 
treatment to the area of interest based on information 
acquired from interrogating the area of interest. 

6. The method of claim 5, further comprising removing the 
outer sheath prior to applying treatment to the area of interest 
and delivering a treatment directly to the area of interest. 

7. The method of claim 5, further comprising implanting a 
delivery device at area of interest, whereby the delivery 
device is configured to pass a therapeutic agent from a reser 
voir within the delivery device. 

8. The method of claim 1, wherein the step of identifying an 
area of interest within a body includes identifying an area of 
interest that has been previously accessed and to which treat 
ment has been previously delivered after a predetermined 
time period has expired. 

9. The method of claim 1, wherein identifying the area of 
interest further comprises imaging the body to determine the 
location of eloquent structures to identify a trajectory for 
accessing the area of interest using the Surgical access assem 
bly. 

10. The method of claim 1, whereby interrogating the area 
of interest further comprises acquiring tissue from the area of 
interest. 

11. The method of claim 1, whereby the information 
acquired from interrogation of the area of interest is used to 
develop a therapy for delivery to the area of interest. 
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12. A method of using a Surgical access assembly, com- removing the obturator from the outer sheath and leaving 
prising: the outer sheath in place to provide access to the area of 

interest; and 
interrogating the area of interest to acquire information 

about the area of interest. 
13. The method of claim 12, further comprising decanting 

the outer sheath such that a distal end of the outer sheath is 
moved distally with respect to the obturator after the 

advancing the assembled outer sheath and obturator to the assembled outer sheath and obturator are positioned at or 
area of interest until the assembly distal end is posi- adjacent the area of interest. 
tioned at or adjacent the area of interest while using the 
intraoperative navigational element; ck 

identifying an area of interest within a body; 
assembling an outer sheath over an obturator in an insertion 
configuration defining an assembly distal end, wherein one of 
the outer sheath and obturator includes an intraoperative navi 
gational element; 


