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1. 

GASTRIC SPACE FILLER DEVICE, 
DELIVERY SYSTEM, AND RELATED 

METHODS 

RELATED APPLICATIONS 

This following commonly-assigned applications are incor 
porated herein by reference in their entireties: (a) U.S. patent 
application Ser. No. 1 1/694,536, filed Mar. 30, 2007; (b) Int’l 
App. No. PCT/US06/42336, filed Oct. 31, 2006, (c) Int’l App. 
No. PCT/US06/42711, filed Oct. 31, 2006, (d) Int’l App. No. 
PCT/US06/42710, filed Oct. 31, 2006, and (e) Int’l App. No. 
PCT/US06/48647, filed Dec. 20, 2006. 

BACKGROUND 

1. Field 
This disclosure relates to implantable weight control 

devices. More particularly, this disclosure relates to a gastric 
space filler device which is retrievably implantable in a 
patient, an improved device and method for delivery of a 
gastric space filler device, and a method and device for retain 
ing fluid in a gastric space filler device, among other things. 

2. General Background 
Gastric space fillers used for achieving loss of weight in 

extremely obese persons have been known in the art. Some 
gastric space fillers utilized for this purpose function on the 
principle that an empty bag or space filler is placed into the 
stomach through the esophagus. Thereafter, the bag or space 
filler is fully or partially filled with a suitable insufflation 
fluid, such as saline solution, through a filler tube or catheter 
which is inserted into the stomach through the mouth or the 
nose. The space filler occupies space in the stomach thereby 
leaving less room available for food and creating a feeling of 
Satiety for the obese person. Clinical experience has shown 
that, for many obese patients, reducing the size of the gastric 
compartment with gastric space fillers significantly helps to 
control appetite and accomplish weight loss. The present 
disclosure is directed to a device which non-operatively 
reduces the size of the gastric compartment and which is 
easily removed. Artisans shall readily appreciate that emer 
gency operative morbidity rates and co-morbidity statistics 
relating to such devices which have migrated beyond the 
stomach underscore the need for an effective medical device 
that can be removed. 

SUMMARY 

According to features of the present disclosure, a gastric 
space filler device and methods effective for reducing stom 
ach Volume are disclosed. A gastric space filler comprising at 
least one inflatable space filler and a sleeve to prevent leakage 
out of the gastric space filler device is disclosed. The gastric 
space filler device may be inflated with an insufflation fluid 
and with mineral oil, which further has the effect of reducing 
leakage. Delivery systems and methods for inserting a gastric 
space filler device into a patient are also disclosed. Sheaths 
and methods for covering a gastric space filler device during 
delivery into a patient are also disclosed. 

According to embodiments of the instant teachings, there is 
disclosed a gastric space filler device comprising a space 
filler, an opening to inflate the space filler, and a sleeve that is 
configured to receive mineral oil between the sleeve and the 
opening. According to at least one embodiment, the sleeve is 
disposed between the opening and the outer periphery of the 
space filler. According to at least one embodiment, the sleeve 
allows fluid to enter the space filler during inflation, but does 
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2 
not allow fluid to exit the space filler when mineral oil is 
received between the sleeve and the opening. 

According to embodiments of the instant teachings, there is 
disclosed a gastric space filler device comprising a space filler 
and a sheath, wherein the sheath at least partially covers the 
space filler. According to at least one embodiment, the sheath 
is secured around the space filler with a stitch that can be 
released by pulling on the Stitch. According to at least one 
embodiment, the sheath automatically uncovers the space 
filler as the space filler is inflated. 

According to embodiments of the instant teachings, there is 
disclosed a delivery system comprising a delivery lumen, a 
barb configured for coupling with an infusing lumen of a 
gastric space filler device, and a docking clip configured for 
securely attaching the delivery system to the gastric space 
filler device. According to at least one embodiment, the deliv 
ery system contains a handle that, when removed from the 
infusing lumen, pulls a Stitch to release a space filler and 
simultaneously uncovers a luer for infusing a fluid into the 
gastric space filler device. 

According to embodiments of the instant teachings, there is 
disclosed a method for treating obesity challenged patients 
comprising providing a gastric space filler device comprising 
a space filler, an opening to inflate the space filler with a fluid, 
and a sleeve disposed between the opening and an outer 
periphery of the space filler; allowing the fluid to enter the 
space filler through the opening; and preventing the fluid from 
exiting the space filler through the opening. 

According to embodiments of the instant teachings, there is 
disclosed a method for emplacing a gastric space filler device 
in a patient comprising providing a delivery system attached 
to a gastric space filler device comprising a space filler, cov 
ering at least part of the space filler with a sheath; and deliv 
ering the delivery system and the gastric space filler device 
through an esophagus into a stomach of a patient. 

DRAWINGS 

The above-mentioned features and objects of the present 
disclosure will become more apparent with reference to the 
following description taken in conjunction with the accom 
panying drawings wherein like reference numerals denote 
like elements and in which: 

FIG. 1 shows an embodiment of a gastric space filler device 
and delivery system; 

FIG. 2A shows an embodiment of an infusing member 
without proximal sleeve or distal sleeve; 
FIG.2B shows an embodiment of an infusing member with 

a proximal sleeve and a distal sleeve; 
FIG. 3 shows a cross-sectional view of an embodiment of 

an infusing member, a proximal sleeve, and a proximal open 
ing: 

FIG. 4 shows a cross-sectional view of an embodiment of 
an infusing member, a distal sleeve, and a distal opening; 

FIG. 5 shows a rear view of an embodiment of a gastric 
space filler device containing a distal space filler, 

FIG. 6 shows a front view of an embodiment of a gastric 
space filler device containing a proximal space filler, 
FIG.7 shows a cross-sectional view of an embodiment of a 

gastric space filler device and a delivery system containing a 
proximal delivery lumen and a distal delivery lumen; 
FIG.8 shows a cross-sectional view of an embodiment of a 

gastric space filler device and a delivery system containing a 
Stitch channel and a delivery guide wire channel; 
FIG.9 shows an embodiment of a gastric space filler device 

and a delivery system containing a sheath, a Stitch, and a 
sheath release clip: 
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FIG. 10A shows an embodiment of a delivery system con 
taining a handle; 

FIG. 10B shows a cross-sectional view of an embodiment 
of a delivery system containing a handle; 

FIG. 10C shows an embodiment of a delivery system and a 5 
handle detached from delivery system; 

FIG. 11A shows an embodiment of a gastric space filler 
device and sheaths whereina proximal space filler and a distal 
space filler are deflated: 

FIG. 11B shows an embodiment of a gastric space filler 10 
device, wherein a distal space filler is inflated; 

FIG. 11C shows an embodiment of a gastric space filler 
device, wherein a proximal space filler is inflated. 

DETAILED DESCRIPTION 15 

According to an embodiment as schematically depicted in 
FIG. 1, gastric space filler device 19 comprises proximal 
space filler91A, distal space filler 91B, and infusing member 
93. Proximal space filler 91A is filled with an insufflation 20 
fluid through proximal opening 96A of infusing member 93, 
and distal space filler 91B is filled with fluid from distal 
opening 96B of infusing member 93. Delivery system 200 
infuses and expands gastric space filler device 19. 

According to an illustrative embodiment, proximal space 25 
filler 91A and distal space filler 91B are spaced apart and 
secured to each other by infusing member 93. According to an 
illustrative embodiment, the distance between the two space 
fillers is between at least about 10 to approximately 40 mm. 
The overall axial length of gastric space filler device 19 is 30 
between about 100 and about 300 mm. According to an illus 
trative embodiment, infusing member 93 may be made of 
semi-flexible or flexible material. The semi-flexible material 
may be selected from space filler-compatible polymer, Such 
as, polyethylene, polystyrene, polyurethane, silicone, fluoro- 35 
polymer, and co-polymers thereof. 

According to an illustrative embodiment, the longitudinal 
length of proximal space filler 91A is between about 70 and 
about 80 mm, preferably about 75 mm. Proximal space filler 
91A may be expanded to a space volume of between about 40 
100 and about 600 cc. In an embodiment, the longitudinal 
length of distal space filler 91B is between about 60 and about 
70 mm, preferably about 65 mm. 

Distal space filler 91B may be expanded to a space volume 
of between about 100 and about 400 cc. According to a further 45 
embodiment, a radial diameter of proximal space filler 91A 
may be expanded to a diameter between about 40 and about 
60mm, and a radial diameter of distal space filler 91B may be 
expanded to a diameter between about 20 and about 40 mm. 
According to an illustrative embodiment, proximal space 50 
filler91A is substantially larger than distal space filler 91B in 
gastric space filler device 19 to take the advantage of the 
restricted space at the entrance region of the stomach and to 
create a better feeling of Satiety for the patient. According to 
an illustrative embodiment, the thickness of proximal space 55 
filler91A and distal space filler 91B is between about 0.2 and 
about 1.0 mm, effectively between about 0.3 to about 0.5 mm. 

According to an embodiment as depicted in FIG.2B, infus 
ing member 93 contains proximal sleeve 110A that wraps 
around infusing member 93 and covers proximal opening 60 
96A, which connects proximal space filler 91A to proximal 
infusing lumen94A. Infusing member 93 also contains distal 
sleeve 110B that wraps around infusing member 93 and cov 
ers distal opening 96B, which connects distal space filler 91B 
to distal infusing lumen 94B. 65 

According to an embodiment as depicted in FIG. 3, proxi 
mal infusing lumen94A of infusing member 93 has proximal 

4 
opening 96A that provides fluid communication between 
infusinglumen94A and proximal space filler91A. According 
to an embodiment as depicted in FIG.4, distal infusing lumen 
94B of infusing member 93 has distal opening 96B that pro 
vides fluid communication between distal infusing lumen 
94B and distal space filler 91B. Proximal space filler91A and 
proximal infusing lumen94A are not in fluid communication 
with either distal space filler 91B or distal infusing lumen 
94B. According to an illustrative embodiment, infusing mem 
ber 93 has an inner diameter of between about 1 and about 6 
mm. According to an illustrative embodiment, proximal 
infusing lumen94A is substantially larder than distal infusing 
lumen 94B. 

According to an illustrative embodiment, proximal open 
ing 96A connects proximal space filler 91A to proximal 
infusing lumen 94A. According to an illustrative embodi 
ment, proximal sleeve 110A wraps around infusing member 
93 and covers proximal opening 96A. Proximal sleeve 110A 
may be disposed between proximal opening 96A and outer 
periphery of proximal space filler 91A. 
As proximal space filler 91A is being inflated, proximal 

sleeve 110A allows an insufflation fluid to enter proximal 
space filler 91A from proximal infusing lumen 94A through 
proximal opening 96A. According to an illustrative embodi 
ment, proximal sleeve 110A allows an insufflation fluid to 
enter proximal space filler 91A by moving at least part of 
proximal sleeve 110A away from proximal opening 96A. 
According to an illustrative embodiment, at least part of 
proximal sleeve 110A is moved away from proximal opening 
96A as a result of higher pressure outside proximal space 
filler 91A in relation to pressure inside proximal space filler 
91A. 

According to an illustrative embodiment, after proximal 
space filler 91A is inflated, proximal sleeve 110A is pressed 
against proximal opening 96A; thus proximal sleeve 110A 
does not allow fluid to exit proximal space filler91A through 
proximal opening 96A. According to an illustrative embodi 
ment, higher pressure inside proximal space filler 91A, rela 
tive to pressure outside proximal space filler 91A, presses 
proximal sleeve 110A against proximal opening 96A. 

According to another embodiment, proximal sleeve 110A 
is not wrapped around infusing member 93, but is attached to 
infusing member 93 and is configured to move at least par 
tially away from proximal opening 96A while proximal space 
filler 91A is being inflated and is also configured to block 
proximal opening 96A after proximal space filler 91A has 
been inflated. 

According to an embodiment as depicted in FIG. 4, distal 
sleeve 110B covers distal opening 96B. Distal sleeve 110B 
allows inflation of distal space filler 91B through distal open 
ing 96B and prevents deflation of distal space filler 91B 
through distal opening 96B while distal space filler 91B is 
inflated. Appropriate materials for proximal sleeve 110A or 
distal sleeve 110B include any elastomeric material, such as 
silicone. 

According to an illustrative embodiment, an insufflation 
fluid, such as a saline solution, is used to inflate proximal 
space filler91A or distal space filler 91B to a desired volume 
effective to fill the desired portion of a stomach of a patient 
and create the desired feeling of satiety. When proximal space 
filler 91A is inflated to this point, mineral oil is infused 
through proximal opening 96A and received between proxi 
mal sleeve 110A and proximal opening 96A. The mineral oil 
displaces the insufflation fluid in the area between proximal 
sleeve 110A and proximal opening 96A. Mineral oil between 
proximal sleeve 110A and proximal opening 96A has the 
effect of decreasing leakage of the insufflation fluid out of 
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proximal space filler 91A through proximal opening 96A. 
According to an illustrative embodiment, an effective amount 
of mineral oil is the amount of mineral oil with volume equal 
to the volume of the insufflation fluid to be displaced by the 
mineral oil. According to an illustrative embodiment, mineral 
oil is received between distal sleeve 110B and distal opening 
96B. Unexpectedly, this teaching substantially improves 
leakage and has yet to have been disclosed. 

According to an embodiment as depicted in FIG. 6, proxi 
mal infusing lumen 94A contains proximal gate 112A, and 
distal infusing lumen94B contains distal gate 112B, disposed 
at proximal end of infusing member 93. Proximal gate 112A 
prevents at least some of any fluid from traveling into or out of 
proximal infusing lumen 94A until proximal barb 206A is 
inserted through proximal gate 112A and into proximal infus 
ing lumen 94A. Similarly, distal gate 112B prevents at least 
Some of any fluid from traveling into or out of distal infusing 
lumen 94B until distal barb 206B is inserted through distal 
gate 112B and into distal infusing lumen 94B. Proximal gate 
112A or distal gate 112B may be made of a flexible material 
that substantially covers proximal infusing lumen 94A or 
distal infusing lumen 94B and can be manipulated to allow 
insertion of proximal barb 206A or distal barb 206B. 

According to an embodiment as depicted in FIG. 7, after 
gastric space filler device 19 is delivered to the stomach of a 
patient, delivery system 200 is inserted through the mouth to 
securely couple with proximal end of gastric space filler 
device 19. According to another embodiment, delivery sys 
tem 200 is securely coupled to gastric space filler device 19 
before gastric space filler device 19 and delivery system 200 
are delivered to the stomach of a patient. According to an 
illustrative embodiment, delivery system 200 may be coupled 
to gastric space filler device 19 by docking clip 222 of deliv 
ery system 200, which is configured to securely attach to 
docking notch 208 of gastric space filler device 19. 

According to an illustrative embodiment, delivery system 
200 contains proximal barb 206A and distal barb 206B. 
Proximal barb 206A is in fluid communication with proximal 
delivery lumen 210A, and distal barb 206B is in fluid com 
munication with distal delivery lumen 210B. When delivery 
system 200 is securely coupled with proximal end of gastric 
space filler device 19, proximal barb 206A and distal barb 
206B are at least partially inserted into proximal infusing 
lumen 94A and distal infusing lumen 94B, respectively. 

Proximal space filler91A may be inflated by delivering an 
insufflation fluid into proximal delivery lumen 210A, thereby 
delivering insufflation fluid through proximal barb 206A and 
into proximal infusing lumen 94A. Similarly, distal space 
filler 91B may be inflated by delivering an insufflation fluid 
into distal delivery lumen 210B, thereby delivering insuffla 
tion fluid through distal barb 206B and into the distal infusing 
lumen 94B. 

According to an embodiment as depicted in FIG. 8, gastric 
space filler device 19 contains filler guide wire channel 108, 
and delivery system 200 contains delivery guide wire channel 
224. According to an illustrative embodiment, guide wire 218 
is laid along a path to be traveled by gastric space filler device 
19 or delivery system 200. Guide wire 218 is then threaded 
through at least one of guide wire channel 108 of gastric space 
filler device 19 and delivery guide wire channel 224 of deliv 
ery system 200. Once threaded, gastric space filler device 19 
or delivery system 200 may travel along guide wire 218. 

According to an embodiment as depicted in FIG. 9, sheath 
202 at least partially covers proximal space filler 91A and 
distal space filler 91B before or during insertion through an 
esophagus of a patient. Sheath 202 may be made from flexible 
or semi-flexible materials, including mesh fabric and sili 
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6 
cone. According to an illustrative embodiment, sheath 202 is 
secured to gastric space filler device 19 by stitch 204. Various 
Stitching patterns are known in the art. Stitch 204 may com 
prise an easily releasable Stitching pattern, Such as one that 
may be released by pulling on one end of stitch 204. When 
proximal space filler91A or distal space filler 91B is ready to 
inflate, stitch 204 is removed. 

According to an illustrative embodiment, at least part of 
stitch 204 is secured by sheath release clip 212 until gastric 
space filler device 19 is ready to be inserted into patient. 
Sheath release clip 212, while engaged, secures at least part of 
stitch 204, such that stitch 204 may not be released. When 
sheath release clip 212 is removed, stitch 204 is capable of 
being released. 

According to an illustrative embodiment, at least part of 
stitch 204 is located inside stitch channel 214 of delivery 
system 200. This allows stitch 204 to be pulled away from 
gastric space filler device 19 without additional instruments. 
Where stitch 204 is released from sheath 202 by pulling on an 
end of stitch 204, stitch 204 may be released by pulling stitch 
204 through stitch channel 214. 

According to an embodiment as depicted in FIG. 10A, 
delivery system 200 may contain handle 216, which may be 
removably attached to delivery system 200. According to an 
embodiment as depicted in FIG. 10B, handle 216 contains 
inner compartment 226. Proximal luer 220A and distal luer 
220B may be contained within inner compartment 226 while 
handle is attached to delivery system 200. While handle 216 
is attached to delivery system 200, proximal luer 220A and 
distal luer 220B may not be accessed to infuse fluid into 
proximal space filler 91A or distal space filler 91B. 

According to an embodiment as depicted in FIG. 10C, 
stitch 204 may be attached to handle 216, such that when 
handle 216 is removed from delivery system 200, stitch 204 is 
pulled away from sheath 202, thereby releasing sheath 202 
from covering proximal space filler 91A or distal space filler 
91B. Likewise, removal of handle 216 exposes proximal luer 
220A and distal luer 220B, such that proximal space filler 
91A and distal space filler 91B can be infused only when 
handle 216 is removed. In this embodiment, proximal space 
filler 91A and distal space filler 91B cannot be inflated until 
sheath 202 is released. 

According to an embodiment as depicted in FIG. 11A, FIG. 
11B, and FIG. 11C, gastric space filler device 19 is at least 
partially covered by three sheaths: proximal sheath 202A, 
central sheath 202C, and distal sheath 202B. Distal sheath 
202B at least partially covers distal portion of distal space 
filler 91B, central sheath 202C at least partially covers proxi 
mal portion of distal space filler 91B and distal portion of 
proximal space filler 91A, and proximal sheath 202A at least 
partially covers proximal portion of proximal space filler 
91A. 
As distal space filler 91B is inflated, distal sheath 202B is 

rolled onto itself toward distal end of gastric space filler 
device 19 and distal portion of central sheath 202C is rolled 
onto itself toward center of gastric space filler device 19. As 
proximal space filler91A is inflated, proximal sheath 202A is 
rolled onto itself toward proximal end of gastric space filler 
device 19, and proximal portion of central sheath 202C is 
rolled onto itself toward center of gastric space filler device 
19. In an illustrative embodiment, as proximal space filler 
91A is inflated, proximal sheath 202A is rolled onto itself 
toward delivery system 200 attached to proximal end of gas 
tric space filler device 19, such that when proximal space filler 
91A is inflated, proximal sheath 202A is rolled onto delivery 
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system 200 and when delivery system 200 is detached and 
removed, proximal sheath 202A is removed with delivery 
system 200. 

In an illustrative embodiment, gastric spacer filler device 
19 is at least partially covered by two sheaths: proximal 
sheath 202A and distal sheath 202B. Distal sheath 202B at 
least partially covers distal space filler 91B until distal space 
filler 91B is inflated, which causes distal sheath 202B to be 
rolled onto itself, either toward distal end of gastric space 
filler device 19 or toward center of gastric space filler device 
19. Similarly, proximal sheath 202A at least partially covers 
proximal space filler 91A until proximal space filler 91A is 
inflated, which causes proximal sheath 202A to be rolled onto 
itself, either toward proximal end of gastric space filler device 
19 or toward the center of gastric space filler device 19. 

In an illustrative embodiment, gastric space filler device 19 
is at least partially covered by a single sheath: central sheath 
202C. Central sheath 202C at least partially covers each of 
proximal space filler91A and distal space filler 91B. As distal 
space filler 91B is inflated, central sheath 202C is rolled onto 
itself from proximal end of gastric space filler device 19 
toward center of gastric space filler device 19 until central 
sheath 202C no longer covers distal space filler 91B. As 
proximal space filler 91A is inflated, central sheath 202C is 
rolled onto itself from proximal end of gastric space filler 
device 19 toward center of gastric space filler device 19 until 
central sheath 202C no longer covers proximal space filler 
91A. Alternatively, as proximal space filler 91A is inflated, 
central sheath 202C may be rolled from center of gastric 
space filler device 19 toward proximal end of gastric space 
filler device 19. 

While the apparatus and method have been described in 
terms of what are presently considered to be the most practi 
cal embodiments, it is to be understood that the disclosure 
need not be limited to the disclosed embodiments. It is 
intended to cover various modifications and similar arrange 
ments included within the spirit and scope of the claims, the 
scope of which should be accorded the broadest interpretation 
So as to encompass all Such modifications and similar struc 
tures. The present disclosure includes any and all embodi 
ments of the following claims. 

The invention claimed is: 
1. A gastric space filler device, comprising: 
a space filler including an opening; 
a sleeve; 
an infusing member coupled with the space filler and 

extending from outside the space filler to within an inte 
rior portion of the space filler, 
wherein the infusing member comprises an infusing 

lumen in fluid communication with the opening, 
wherein the opening is disposed on a portion of the 

infusing member that is within the interior portion of 
the space filler, 

wherein the opening provides fluid communication 
between the infusing lumen and the interiorportion of 
the space filler, and 

wherein the sleeve covers the opening on a side thereof 
facing the interior portion of the space filler; 

an inflation fluid within the interior portion of the space 
filler, wherein the inflation fluid is delivered from the 
infusing lumen through the opening; and 

an oil delivered from the infusing lumen through the open 
ing and received between the sleeve and the opening, 
wherein the oil is a material other than the inflation fluid, 
wherein the oil is configured to inhibit leakage of the 
inflation fluid out of the space filler. 
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2. The gastric space filler device of claim 1, wherein the 

sleeve is wrapped around the infusing member. 
3. The gastric space filler device of claim 1, wherein the 

sleeve allows the inflation fluid to enter the space filler during 
inflation of the space filler. 

4. The gastric space filler device of claim 1, wherein the 
infusing member is comprised of a flexible material. 

5. The gastric space filler device of claim 1, wherein the 
infusinglumen comprises a gate configured to reduce passage 
of a fluid until a barb is inserted into the infusing lumen. 

6. The gastric space filler device of claim 1, further com 
prising a sheath, wherein the sheath at least partially covers 
the space filler. 

7. The gastric space filler device of claim 6, wherein the 
sheath is secured around the space filler with a stitch. 

8. The gastric space filler device of claim 7, wherein the 
stitch sheath is configured to be released by pulling the stitch. 

9. The gastric space filler device of claim 8, further com 
prising a sheath release clip, wherein the sheath release clip is 
configured to prevents the stitch from being released while 
the sheath release clip is engaged on the gastric space filler 
device, and further wherein the sheath release clip is config 
ured to allows the stitch to be released when the sheath release 
clip is removed from the gastric space filler device. 

10. The gastric space filler device of claim 8, further com 
prising a delivery system, wherein the delivery system com 
prises: 

a delivery lumen configured to deliver the inflation fluid to 
the space filler; 

aluer connected to the delivery lumen; and 
a handle removably attached to the delivery lumen, 

wherein the handle comprises an inner compartment and 
the luer is disposed inside at least a portion of the inner 
compartment of the handle while the handle is remov 
ably attached to the delivery lumen, and wherein the luer 
is exposed when the handle is removed, and further 
wherein the stitch is attached to the handle such that the 
stitch is pulled when the handle is removed. 

11. The gastric space filler device of claim 6, wherein the 
sheath automatically uncovers the space filler as the space 
filler is inflated, and wherein the sheath remains in contact 
with the space filler after uncovering. 

12. The gastric space filler of claim 1, wherein the oil 
comprises a petroleum based oil. 

13. The gastric space filler of claim 1, wherein the oil 
comprises mineral oil. 

14. A method for treating obesity challenged patients the 
method comprising: 

delivering a gastric space filler device to a stomach, 
wherein the gastric space filler device comprises a space 
filler including an opening, the opening being disposed 
on an infusing member extending from outside the space 
filler to within the space filler, and a sleeve covering the 
opening on a side thereof facing an interiorportion of the 
space filler; 

inflating the interior portion of the space filler with an 
insufflation fluid from the infusing member through the 
opening; and 

providing mineral oil from the infusing member through 
the opening to between the sleeve and the opening of the 
infusing member, whereby the mineral oil displaces the 
insufflation fluid from between the sleeve and the open 
ing of the infusing member to inhibit leakage of the 
insufflation fluid out of the space filler. 

15. The method of claim 14, wherein inflating the interior 
portion of the space filler comprises moving at least part of the 
sleeve away from the opening. 
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16. The method of claim 14, wherein the sleeve is wrapped 
around the infusing member. 

17. The method of claim 14, wherein the sleeve is config 
ured to allows passage of the insufflation fluid through the 
opening when pressure outside the space filler is greater than 5 
pressure inside the space filler, and wherein the sleeve is 
further configured to not allow the insufflation fluid to exit 
through the opening when pressure inside the space filler is 
greater than pressure outside the space filler. 

18. A method for emplacing a gastric space filler device in 10 

delivering a gastric space filler device through an esopha 
gus into a stomach of a patient, wherein the gastric space 
filler device comprises a proximal space filler and a 
distal space filler on an infusing member, a proximal 
sheath at least partially covering a proximal portion of 15 
the proximal space filler, and a central sheath at least 
partially covering a distal portion of the proximal space 
filler and a proximal portion of the distal space filler; 

inflating the proximal space filler, wherein inflating the 
proximal space filler causes the proximal sheath to be 

10 
rolled onto itself toward a proximal end of the proximal 
space filler and the central sheath to be rolled onto itself 
toward a distal end of the proximal space filler; and 

inflating the distal space filler, wherein inflating the distal 
space filler causes the central sheath to be rolled onto 
itself toward a proximal end of the distal space filler. 

19. The method of claim 18 wherein the proximal sheath 
and the central sheath automatically uncover the proximal 
space filler and the distal space filler as the proximal space 
filler and the distal space filler are inflated, and wherein the 
central sheath remains in contact with the gastric space filler 
device after uncovering. 

20. The method of claim 18 wherein a delivery system is 
attached to the gastric space filler device during delivery, and 
wherein the method further comprises detaching the delivery 
system from the gastric space filler device after inflating the 
distal space filler. 
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