
A controlled discharge ostomy appliance assembly comprises (i) a stoma seal 

that is self-urging with a dynamic damping characteristic that resists changes 

of seal volume, (ii) a press-fit coupling member displaceable from an unlocked 

position to a locked position as part of a press-fit process, and (iii) a single-

use frangible portion. The assembly further includes a protector shield 

removably fastened to the appliance forming a combined assembly therewith. 

The protector shield comprises (i) a seal displacer manipulable for displacing 

the stoma seal to a non-operative position ready for fitting, (ii) a substantially 

rigid coupling member guard portion for protecting the state of the coupling 

member, and (iii) a bracing portion for bracing the single-use frangible portion. 



CLAIMS 

1. A controlled discharge ostomy appliance assembly, comprising: 

(a) a controlled discharge ostomy appliance having a body-facing side for 

facing towards a stoma in use, the appliance comprising: 

a seal support wall; 

a flexible seal membrane sealed to the support wall to define a 

seal chamber; 

a resilient device disposed in the seal chamber and configured 

for generating, in response to compression of the resilient device from 

the body facing side, a resilient return force for urging the seal 

membrane in a direction towards the body-facing side to a deployed 

seal state; and 

at least one port communicating with the seal chamber for 

permitting the transfer of inflation fluid with respect to the seal 

chamber, said at least one port defining a fluid flow property to effect a 

dynamic damping characteristic for changes in volume of the seal 

chamber; and 

(b) a seal displacer fastened releasably to the appliance forming a 

combined assembly therewith, the seal displacer being manipulable by 

hand to displace the seal membrane against the return force of the 

resilient device, to place the seal membrane in a non-deployed seal 

state ready for the appliance to be fitted at a stoma, wherein in the non-

deployed seal state the resilient device is substantially compressed, 

and the seal membrane is displaced to a substantially non-operative 

position, and whereafter, upon separation of the seal displacer from the 

appliance, the seal membrane advances progressively towards the 

deployed seal state by the resilient return force damped by the 

dynamic damping characteristic. 

2. The assembly of claim 1, wherein the seal displacer is disposed on the 

body-facing side of the appliance. 
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3. The assembly of claim 1, wherein the seal displacer is displaceable 

between a first limit position accommodating the seal membrane in an at least 

partly deployed seal state to which the resilient device urges the seal 

membrane, and a second limit position corresponding to said non-deployed 

seal state. 

4. The assembly of claim 3, wherein in the first limit position, the seal 

displacer has a cup shape for receiving at least a portion of the seal 

membrane. 

5. The assembly of claim 4, wherein in the second limit position, the seal 

displacer has a shape selected from: flattened; a reverse-cup shape of 

opposite convexity to the first limit position. 

6. The assembly of claim 1, wherein the seal displacer is made of molded 

plastics that (i) has a self-supporting shape, and (ii) is deformable to permit 

manipulation to deform the seal. 

7. The assembly of claim 1, wherein the seal displacer comprises at least 

one fastener for engaging the appliance to fastener said seal displacer to the 

appliance releasably. 

8. The assembly of claim 7, wherein the at least one fastener engages a 

periphery of the appliance. 

9. The assembly of claim 7, wherein the fastener interfits mechanically 

with the appliance. 

10. The assembly of claim 7, wherein the appliance comprises an ostomy 

coupling member for securing the appliance in use in an operative position at 

a stoma, and wherein the fastener engages the appliance at a position distinct 

from the ostomy coupling member. 
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11. The assembly of claim 1, comprising a protector shield of which the 

seal displacer forms an integral part, the protector shield being configured for 

protecting the body-facing side of the appliance prior to fitting of the appliance 

at a stoma, and the protector shield being releasably fastened to said 

appliance to define said releasable fastening between said seal displacer and 

the appliance, and to define said combined assembly. 

12. The assembly of claim 11, wherein the appliance further comprises a 

frangible single-use element that is configured to (i) provide for attachment of 

the appliance at a stoma only when the frangible single-use element is intact, 

and (ii) be torn in use upon removal of the appliance from the stoma the first 

time, and the protector shield comprises a protector bracing portion for 

bracing the frangible single-use element to prevent tearing of the frangible 

single-use element prior to first use of the appliance. 

13. The assembly of claim 11, wherein the appliance further comprises an 

ostomy coupling member for coupling to a body fitment, the coupling member 

being displaceable relative to a cover of the appliance from a first unlocked 

position to a second locked position, and wherein the protector comprises a 

substantially rigid coupling member guard portion for protecting the state of 

the coupling member prior to first use of the appliance. 

14. The assembly of claim 1, wherein the appliance nests within the 

protector shield. 

15. A controlled discharge ostomy appliance assembly, the assembly 

comprising: 

(a) a controlled discharge ostomy appliance having a body-facing side and 

comprising: 

a cover; 

a stoma seal disposed within the cover, 

a first coupling member for coupling to a body fitment for 

mounting the appliance in an operative position at a stoma, the first 
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coupling member being displaceable with respect to the cover from an 

unlocked position to a locked position; and 

(b) a protector shield for protecting the body-facing side of the controlled 

discharge ostomy appliance, the protector being made of integrally molded 

plastics and comprising: 

a substantially rigid coupling member guard portion for protecting the 

first coupling member of the appliance from external forces that might 

otherwise displace the first member from the unlocked position to the locked 

position, and 

a fastener profile for co-operating with the appliance at a location 

distinct from the first coupling member, to fasten the protector to the appliance 

releasably to form a combined assembly therewith. 

16. The assembly of claim 15, wherein the protector shield further 

comprises a seal displacer manipulable by a user to displace the stoma seal 

to a non-deployed position prior to fitting the appliance at a stoma. 

17. The assembly of claim 15, wherein: 

the appliance further comprises a second member including a frangible 

portion that is selectively breakable or tearable in use for releasing the 

appliance from the body fitment; and 

(b) the protector shield further comprises 

a bracing portion for bracing and supporting the second member of the 

appliance, to prevent tearing of the frangible portion prior to first use. 

18. A controlled discharge ostomy appliance assembly, the assembly 

comprising: 

(a) a controlled discharge ostomy appliance having a body-facing side and 

comprising: 

a stoma seal, and 

a member including a frangible portion that is selectively 

breakable or tearable in use for releasing at least one of (i) the stoma 

seal from an operative position; and (ii) the appliance from a body 

fitment; and 
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(b) a protector shield for protecting tine body-facing side of the controlled 

discharge ostomy appliance, the protector being made of integrally molded 

plastics and comprising: 

a bracing portion for bracing and supporting said member of the 

appliance, to prevent tearing of the frangible portion prior to first use, and 

a fastener profile for co-operating with the appliance, to fasten the 

protector to the appliance to form a combined assembly therewith. 

19. The assembly of claim 18, wherein the protector shield further 

comprises a seal displacer manipulable by a user to displace the seal of the 

appliance to a non-deployed position prior to fitting the appliance at a stoma. 

20. A protector shield for protecting a body-facing side of a controlled 

discharge ostomy appliance, the protector being made of integrally molded 

plastics and comprising: 

(i) a seal displacer manipulable by a user to displace a self-urging seal of 

the appliance to a non-deployed position prior to fitting the appliance at a 

stoma, 

(ii) a substantially rigid coupling member guard portion for protecting a first 

coupling member of the appliance from external forces that might otherwise 

displace the first member from an unlocked position to a locked position, 

(iii) a bracing portion for bracing and supporting a second member of the 

appliance, the second member including a frangible portion that is selectively 

breakable or tearable in use to release the appliance, 

(iv) a fastener profile for co-operating with a periphery of the appliance, to 

releasably fasten the protector shield to the appliance to form a combined 

assembly therewith. 

21. The protector shield of claim 20, wherein the seal displacer is located 

at a centre of the protector shield. 

22. The protector shield of claim 20, wherein the coupling member guard 

portion comprises a channel shaped fender, the fender extending in a closed 

loop to define an endless channel. 
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23. The protector shield of claim 20, wherein the coupling member guard 

portion extends around the seal displacer. 

24 The protector shield of claim 23, wherein the seal displacer and the 

coupling member guard portion adjoin at a bendable interface portion. 

25. The protector shield of claim 20, wherein the bracing portion comprises 

a step-shaped recess extending around a closed loop shaped path. 

26. The protector shield of claim 20, wherein the fastener profile comprises 

at least one undercut lug. 

27. A controlled discharge ostomy appliance for attachment to body-side 

coupling member of a body fitment, the appliance comprising: 

a stoma seal for sealing against a stoma in use; 

a first member of closed loop form and including a coupling formation, 

the coupling formation being deflectable to permit press fit engagement with a 

said body-side coupling member when pressed in a first direction; 

a second member having at least one bracing portion; 

wherein the first and second members are relatively displaceable 

generally parallel to said first direction, from a first unlocked position in which 

the bracing portion does not substantially brace the coupling formation against 

said deflexion, to a second locked position for bracing the coupling formation 

against said deflexion; 

wherein the appliance further comprises: 

co-operating retainers on the first and second members and configured 

to: 

(i) retain said first and second members initially in said unlocked position 

with a first retention strength until pressure is applied to cause relative 

displacement of the first and second members to the locked position; and 

(ii) retain said first and second members in said locked position with a 

second retention strength; and 
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the appliance further comprising a single-use frangible portion of the 

second member, for obstructing attachment of the device to the body side 

coupling member more than once, the frangible portion extending through 

said bracing portion, and configured such that, to release the appliance, the 

frangible portion is torn, thereby removing the bracing effect of the bracing 

portion. 

28. The appliance of claim 27, wherein said second retention strength is 

greater than said first retention strength. 

29. A controlled discharge ostomy appliance, the appliance comprising: 

a first integrated module comprising: a top wall; a collapsible collector 

depending from the top wall at a first open end of the collector; and a first 

member of closed loop shape depending from the collapsible collector at a 

second open end of the collector; the first module defining a first chamber; 

a second integrated module comprising: a second member including a 

bracing portion for cooperating with the coupling formation of the first member 

for bracing the coupling formation against outward deflection, the second 

member including a frangible portion for releasing the bracing effect when the 

frangible portion is broken; and 

a third integrated module comprising: a seal support wall and a seal 

membrane depending from the seal support wall, the seal support wall and 

the seal membrane defining a seal chamber in which is disposed a resiliently 

compressible device; the third module being locatable in an operative position 

at least partly within in the first chamber of the first module with the seal 

support wall arranged close to the top wall; 

wherein the first, second and third modules are attachable one to 

another to form an appliance assembly. 

30. The appliance of claim 29, wherein the second member has a 

generally closed loop form, and defines a skirt profile around the first module. 

31. The appliance of claim 30, wherein at least a portion of the top wall of 

the first module is received at a respective aperture of the second member. 
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32. The appliance of claim 29, wherein the seal support wall carries at 

least one port for controlling fluid flow into and/or our of the seal chamber. 

33. The appliance of claim 32, wherein at least one port comprises a 

chimney that extends through an aperture in the top wall, and at least a 

second port communicates with a space between the seal support wall and 

the top wall. 

34. The appliance of claim 29, wherein the top wall of the first module and 

the seal support wall of the third module together define a flatus vent channel 

communicating with the first chamber around at least a portion of the 

periphery of the seal support wall. 

35. The appliance of claim 34, further comprising at least one flatus porous 

element disposed in the flatus vent channel, the at least one flatus porous 

element being at least one selected from a deodorising filter and a phase 

separator. 

36. The appliance of claim 29 further comprising at least one selected 

from: 

(i) a coupling for retaining the third module in the operative position with 

respect to the first module; 

(ii) a coupling provided between the second module and at least one of 

the first and third modules, for retaining the modules in assembled condition. 

37. A method of preparing a controlled discharge ostomy appliance for 

fitting at a stoma, the appliance having a body-facing side for facing towards a 

stoma in use, and the appliance comprising: 

a seal support wall; 

a flexible seal membrane sealed to the support wall to define a 

seal chamber; 

a resilient device disposed in the seal chamber and configured 

for generating, in response to compression of the resilient device from 
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the body facing side, a , resilient return force for urging the seal 

membrane in a direction towards the body-facing side to a deployed 

seal state; and 

at least one port communicating with the seal chamber for 

permitting the transfer of inflation fluid with respect to the seal 

chamber, said at least one port defining a fluid flow property to effect a 

dynamic damping characteristic for changes in volume of the seal 

chamber; 

wherein the method comprises the step of displacing the seal against 

the return force of the resilient device, to place the seal membrane in a non-

deployed seal state ready for the appliance to be fitted at a stoma, wherein in 

the non-deployed seal state the resilient device is substantially compressed, 

and the seal membrane is displaced to a substantially non-operative position, 

from which the seal membrane advances progressively towards the deployed 

seal state by the resilient return force damped by the dynamic damping 

characteristic. 

Dated this 06/03/2012 
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CONTROLLED DISCHARGE OSTOMY APPLIANCE AND SHIELD 

THEREFOR 

FIELD OF THE INVENTION 

The present invention relates to a controlled discharge ostomy 

appliance and an auxiliary: device therefor. The auxiliary device may, for 

example, be a shield or packaging for the controlled discharge ostomy 

appliance. 

BACKGROUND TO THE INVENTION 

US Patent No. 6,723,079 and EP-A-1348412 describe controlled 

discharge ostomy devices including an inflatable membrane seal for creating 

a temporary conformal closure of the stoma. The inflatable seal comprises a 

sealed chamber having an inflation port closed by a check valve. After having 

fitted the appliance at a stoma, the seal is inflated by coupling an external 

inflation source, for example a pump or a syringe, to the check valve. Once 

the inflation fluid has been injected into the chamber, the check valve seals 

the chamber preventing loss of inflation fluid and preserving the inflation state. 

Such a system can be comfortable to fit and provide good seal 

performance, but may require careful design. One design issue is the 

provision of an external inflation source as a separate item carried by the 

user, in order to be able to inflate the seal after having fitted the appliance, or 

to top-up the seal with additional inflation fluid in case of fluid loss or stoma 

leakage. Another design ipsue is the importance of keeping the contact 

pressure between the stoma and the membrane seal in a narrow range, 

namely as low as possible (to ensure good blood perfusion in the stoma 

tissue) while maintaining an effective temporary seal against discharge of 

stool. However, it is difficult to keep the contact pressure in such a narrow 

range because, for a given amount of inflation fluid in the chamber, any 

change in chamber volume caused by movement of stoma, directly affects the 

inflation pressure. During the wear time of an ostomy appliance, the stoma 

can move dynamically inwardly towards the body and/or outwardly away from 

the surface of the peristomal skin over a total distance that can exceed 1cm. 

This movement can be due to peristaltic motion of the bowel, impending 
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