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Change of lifestyle and change of diet (bulk forming) are the first steps generally
taken by patients having fecal incontinence.

The implantable mechanic sphincter is a variation of an older urinary sphincter.
The device, ring shaped, is surgically inserted around the rectum and is hydraulically

inflated/deflated to control the passage.
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Fig. 2 is a simplified pictorial illustration of the gastrointestinal device of Fig. 1,
showing strings which may be pulled to operate the apparatus;

Fig. 3 is a simplified exploded illustration of the device of Fig. 1;

Figs. 4, 5A, 5B, 6A and 6B are simplified pictorial illustrations of an insertion
assist device for inserting the gastrointestinal device of Fig. 1 in a rectum;

Fig. 7 is a simplified pictorial, partially cutaway illustration of the insertion assist
device being used to rotate fixation hooks of the gastrointestinal device of Fig. 1;

Fig. 8 is a simplified pictorial, partially cutaway illustration of a separation assist

device for dislodging the fixation hooks;
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narrow end contains fixation elements, such as fixation hooks 12 (e.g., made of titanium),
for intraluminal fixation of the device to the anorectal wall. The casing itself can be
unscrewed into two pieces enabling the change of the internal mechanism into a new one
in the case of failure, without the need for re-operation. The separation of those two
pieces may be accomplished by a special cross - shaped device.

The device structure may further comprise an internal ball — valve 14, controlled
by a controller which may comprise two strings 16 (e.g., non-absorbable strings) which

descend from the device down to the anal orifice, and allow a 90° rotation of the ball in
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The valve of gastrointestinal device 90 may include a flexible sleeve 92 held at
ends thereof by holding members 93. Flexible sleeve 92 is deformable to be open or
closed, so as to either permit or restrict passage of gastrointestinal (e.g., fecal) matter
therepast. The flexible sleeve 92 may be constructed, without limitation, of a medically
safe and compatible fiber (e.g., nylon, DACRON) or elastomer or polymeric material, for
example. The flexible sleeve 92 may be single-layered or multi-layered (e.g., containing

several layers of different elastomers).
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and open flexible sleeve 104 (Fig. 10D). It is noted that the valve may be configured to be
opened with either positive (e.g., blowing) or negative pressure (e.g., sucking), and may
be configured to be closed with either positive or negative pressure.

Reference is now made to Figs. 11A-11D, which illustrate a gastrointestinal

device 110, constructed and operative in accordance with another embodiment of the

present invention.
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The scope of the present invention includes both combinations and
subcombinations of the features described hereinabove as well as modifications and
variations thereof which would occur to a person of skill in the art upon reading the

foregoing description and which are not in the prior art.
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rot at abl e hooks. O her fixati‘on elenments may al so be

enpl oyed, and one non-1li mql'r‘?ﬂ%\’[@xarrpl e IS now
Whstscelahesi wi th reference to Figs. 12A-12D. Any of the

gastroi ntesti nal devices of the present invention may
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be di sposed in casing 121 and seal ed by closure
menBePL e138Poged iy said C%%mb¢m@oﬂablﬁiwmdverfrc&h erw%yea position,
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1 ' far Lng_.description and which are not in
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7. The gastrointestinal device according to claim 4, wherein said controller

comprises an inflatable member positioned about said flexible sleeve, wherein inflation of
said inflatable member closes said flexible sleeve, and deflation of said inflatable member
opens said flexible sleeve.

8. The gastrointestinal device according to claim 4, wherein said controller
comprises a fluid inlet adapted to apply fluid pressure to said flexible sleeve, wherein
application of a first fluid pressure closes said flexible sleeve, and application of a second
fluid pressure opens said flexible sleeve,

9. The gastrointestinal device according to claim 1, wherein said fixation elements

comprise rotatable hooks,



bal | val ve rotatable between the closed and open

positions. 3. The gastrointestinal device according to
w@b@siv375 wherei n said control | er conpri ses atPCHH2005/000002

one string attached to said ball valve, said at |east
one . string,. when pulled, cauSing said ball valve to
10y ot &ﬁ’@.gaﬁ. ompjestingh deyvise peesdingdp i bewhereinrichixation elements
combakdbhabs Wherein said val ve conprises a flexible

sl eeve which is deformable to be in the closed and
lopehpasistroiotestined deiliibe agasdingitochsmi N a@irtke\do@Brising an insertion

a&ﬂ%c rdupgdto gugin14, MQﬁggin said controller o
& n‘g‘?‘?% o SCAET + 19y TOXF ¢ S diatignselermentseta 18l dixed epasigion in the
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flexi ble sleeve to be in either of the closed and open
12posilhe gagiroistestinab dgdes aqrn];brdig td claim d eywhae'%c%m gimg)élt flements

n_said shutters are actyated by fluid,

co e R B P S bR Hiifrapdonser pirieger that
acteaieng@bbad td Wife §didtdateBldmegkd. 0 actuate said shutters.

7. The gastrointestinal device according to claim4,

wherein said controller conprises an inflatable nenber

positi oned about said flexible sleeve, wherein

inflation of said inflatable nmenber closes said

flexi ble sleeve, and deflation of said inflatable

menber opens said flexible sleeve. 8. The

gastroi ntestinal device according to claim4, wherein

said controller conprises a fluid inlet adapted to

apply fluid pressure to said flexible sleeve, wherein

application of a first fluid pressure closes said

fl exi ble sleeve, and application of a second fluid

pressure opens said flexible sleeve. 9. The

gastroi ntestinal device according to claiml1l, wherein

said fixation elenents conprise rotatable hooks. 10.

The gastrointestinal device according to claim1,

wherein said fixation elenments conprise barbs. 11. The

gastroi ntestinal device according to claim1, further

conprising an insertion assist device adapted to nove

said fixation elenents to a fixed position in the

gastrointestinal tract. 12. The gastrointestina

devi ce according to claim11l, wherein said fixation

el enents conprise rotatable hooks, and wherein said

i nsertion assist device conprises a trigger that

actuates grabbers to rotate said rotatabl e hooks.



