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other autonomic and motor disorders. While advances have been made in the field of
urinary incontinence treatment, the management modalities of fecal incontinence offer a
very small selection: change of lifestyle, change of diet, experimental use. of surgically
implantable mechanic sphincter, experimental use of surgically implantable electrical
muscle- stimulator, and/or experimental surgical sphincter reconstruction.

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 hydraulicaily
inflated/deflated to control the passage.
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BRIEF DESCRIPTION OF THE DRAWINGS

The present invention will be understood and appreciated more fully from the
following detailed description taken in conjunction with the drawings in which:

Fig. 1 is a simplified sectional illustration of a gastrointestinal device, constructed
and operative in accordance with an embodiment of the present invention, in a deployed,

extended configuration;
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The ngfw 8 may be mac?e of an inert FDA approved polymer and may have titanium

hooks to anchor it to the anorectal wall.

The device structure may comprise an external bulb-shaped casing 10 in which the
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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ends thereof by holding members 93. Flexible sleeve 92 is deformable to be open or
closed, so as to either permit or restrict pas.sage 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., iylon, 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). S




several |ayers of different elastoners). WO
2005/ 065575 PCT/ 112005/ 000002 5 A controller may be

WO 290804s85d t hat i ncl udes shutters 94 attached R@I/IL2065/000002
flexible sleeve 92. The shutters 94 may be pivotally
mount ed on a spherical gui d®@ menber 95 and may be
bi A&Qﬁh‘bﬂér iy bt @ko“ﬂbd&hﬁhhchﬂebﬂaﬂsﬂemﬁ@ﬁtachﬁ}sto Hexibie sleeve

r|ns96 The casing 91 e.closed at en
92, Fheau %\} D6 P Pariegy on pS #ﬂ@l@%%%ﬂ?fg’%g%d may
be biEEY 85 ﬁ?&ﬂéﬁhﬁﬁ%ﬁ&tsﬁf bidging %v%@vs%ch% Yind 06, dI‘he casmg 91
pressure. For exanple, casing 91T may include a fluid

may peclos@Datfamds teravé by ictosutegnembéra ©d and@Bce (not  shown,
wat er r air risi

f
neSIa& Bty S Gurt pPaBFLSEHENE: B aBove ok vy ARG EIR. For
, daRinl O niHy: inBhAEE taeﬂﬁld%rﬂ99 fOPBnndctiBa to FPRE R (not
rom each ot her and flexible sleeve 92 is also open

shovgy &g, teo spacerial preswmiged oratere on| aitraeqreprisings negaitye. o positive

94 are closed, i.e., noved towards
_ pressggegﬁogi%{%ﬁg Pgéﬁedgértgy Cross over each ot her), and

f | BxFiigl 0Cs blagtiees 92 ateSopehpiedntved awagtfidme epct mhtar and flexible
passage of fecal matter ,therepast. Reference is nqw
slecvhela 18 alsmcg@n QR tpopermihpassagy pfi feqel maatier fhierepast. In Fig. 9D,

_shutt&@3§4r erbtlc%%a' ﬂ?l moB&Y {o%r&{%achc&ﬂal ag:&ne A o% oyer each other),

perative I n” actordance w an enb
and fw{ﬂﬁie slecve 90/ Brelosed so &asdtno paxisis passade d&kzd:at maii@ﬂthml:past

(etemis o idesiicBizsr 1ORTcrtigh BlybTwe? gavipipestinl
f1doh
dev1c@ 100 @oﬁéﬁ@f&dgﬁg?ﬁ@%@% grb adkt ﬁ%icg Souh & %ﬁ%d@%ﬁ?hﬁ fhe present

for fixing th anor ect
inventasi GgsitOibtestyal dewice difdt may tiadudes aa:asmg d Otethisieincludeh dixation

clemt Ut hORpAOE 1 e B SRl i Toar BY a0, a5 o fogntion, ejements

descrﬁfed%?él Péd&%@eﬁtfbﬁﬁkmg W §&icODORYhé REdredsl Wall.|@Xidg ®1 may
sl eeve 104 ends thereof by closure nembers

be consipucietiasiDgng Flembieh (ather| spuoturesGute algy possiblel and owly bewlosed at

exibl e. sl eeve S d herei nabove. A
ends@'c‘? etofgp'l pureme g"'ﬁ#@@?ﬂ‘iﬁhat i ncl udes an inflatable
NETHSFalMOSE §mi6intatindl WevicBaDO Imafr;a inBRidk Q. flekiblé Sebad Al Keld at

bal | oon ring) positioned about flexible sleeve 104

ends thereafthyoelowire membess 402 endrdAbeFlexible sleowel04 mayibs identical to

eflation of inflatable nenmber 105
_ ﬂembié gﬁ%‘%%éﬁ%ﬁf@gggggk}%{)ﬂﬁ For exanple, a fluid port
1@6 cﬂmolhﬁ n@iy%él Se¢idb® that NGRS lafl Bnfldtgble nidmted 109 @R as but
a source of pressurized water or

~ not hgqltpgl tqg,@n, mﬁqﬁabl@ bakeqnaing)pesitioned about flexible sleeve 104. Inflation of
. inflatable member 105 closes flexible sleeve 104, and deflation of inflatable member 105

opens flexible sleeve 104. For example, a fluid port 106 may be provided for connection

to a fluid source (not shown, e.g., a source of pressurized water or ait) to inflate inflatable
member 105 and close flexible sleeve 104 (Fig. 10C) or deflate inflatable member 105
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 preésure.

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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manually or by some actuator) so that the barbs 126 now protrude through openings 127

and may fixedly grasp the anorectal wall.

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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6. The gastrointestinal device according to claim 5, wherein said shutters are

actuated by fluid pressure, and said casing comprises a fluid port for connection to a fluid

%

source to actuate said shutters.

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 flexibio 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,




5. The gastrointestinal device according to claim4,
wherein said controller conprises shutters attached
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apply fluid pressure to said flexible sleeve, wherein
application of a first fluid pressure closes said
flexi 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. ---
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“The gastrointestinal device according to claim1,
wherein said fixation elenments conprise barbs. 11.
The gastroi ntestinal device according to claiml,
further conprising an insertion assist device adapted
to nove said fixation elements to a fixed position in
the gastrointestinal tract. 12. The gastrointesti nal
devi ce according to claim 11, wherein said fixation
el ements conprise rotatable hooks, and wherein said
i nsertion assist device conprises a trigger that
actuates grabbers to rotate said rotatable hooks.




