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Company Overview 01

2VWRIRUP� /LPLWHG� LV� DQ� ,ULVK�EDVHG� FRPSDQ\� WKDW� LV� FHUWLͤHG� WR� ,62� ������ IRU� WKH� GHVLJQ�

manufacture and supply of ostomy products. The company was born out of a need to improve 

skin health and quality of life for people who have an ostomy. 

2VWRIRUP�LV�D�PXOWL�DZDUG�ZLQQLQJ�FRPSDQ\�UHFRJQLVHG “as a business with major potential for 

innovation and market impact.” The company is supported by Enterprise Ireland and the

European Commission. 

COMPANY OVERVIEW

$W� 2VWRIRUP�� ZH� DUH� D� VPDOO� WHDP� RI� SHRSOH� ZRUNLQJ� WRZDUGV� WKH� FRPPRQ� JRDO� RI� VROYLQJ

SUREOHPV�H[SHULHQFHG�E\�WKRVH�OLYLQJ�ZLWK�DQ�RVWRP\�

)URP�WKH�YHU\�EHJLQQLQJ��2VWRIRUP�KDV�EHHQ�JXLGHG

E\�SURFHVV�DQG�SURFHGXUH��JURXQGHG�LQ�VFLHQFH�DQG

reason. From new product development to

FXVWRPHU�LQWHUDFWLRQV��ZH�DGRSW�WKH�VDPH

SUDJPDWLF��PHDVXUHG�DQG�VROXWLRQ�IRFXVHG

DSSURDFK��$GRSWLQJ�WKLV�PLQGVHW�KDV�DOORZHG

XV�WR�UHWKLQN�ZKDW�LV�SRVVLEOH��WR�LQQRYDWH�DQG�WR

create a product that offers a new solution to an

DJH�ROG�SUREOHP�

THE OSTOFORM APPROACH
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����RI�SHRSOH�ZLWK�D�VWRPD�ZRUU\�DERXW�OHDNDJH��DQG�DSSUR[LPDWHO\�����VXIIHU�IURP�SHULVWRPDO�

skin complications2. These skin complications account for one-third of visits to stoma care

nurses���SODFLQJ�DGGLWLRQDO�SUHVVXUH�RQ�DOUHDG\�RYHUEXUGHQHG�KHDOWKFDUH�V\VWHPV��)XUWKHUPRUH��

approximately one-third of people with a stoma experience a skin complication within 90 days of 

VWRPD� VXUJHU\�� UHVXOWLQJ� LQ� VLJQLͤFDQWO\� KLJKHU� FRVWV� RI� SRVWVXUJLFDO� FDUH�. Peristomal skin

FRPSOLFDWLRQV�DUH�H[SHQVLYH�DQG�GLIͤFXOW�WR�PDQDJH���DQG�WKHUH� LV�D�FOHDU�QHHG�WR�ͤQG�QHZ�DQG�

alternative solutions to address this well-established problem.  

DEFINING THE PROBLEM

Peristomal Skin Complications

7KH� PRVW� FRPPRQ� IRUP� RI� SHULVWRPDO� VNLQ� GDPDJH� LV� 3HULVWRPDO� 0RLVWXUH�$VVRFLDWHG� 6NLQ�

'DPDJH��0$6'�6��7KLV�RFFXUV�ZKHQ�H[SRVXUH�WR�VWRPD�RXWSXW�OHDGV�WR�LQIODPPDWLRQ�RI�WKH�VNLQ��

with or without erosion or secondary cutaneous infection7�� ,QGLYLGXDOV� ZLWK� IOXLGLF� DQG� KLJK�

RXWSXW�VWRPDV�DUH�DW�KLJKHU�ULVN�RI�H[SHULHQFLQJ�WKLV�FKDOOHQJH�EHFDXVH�RI�WKH�LUULWDQW�QDWXUH�RI�

their output.

Peristomal Moisture-Associated Skin Damage 

(YHQ�ZLWK�WKH�XVH�RI�EDUULHU�ULQJV�DQG�VHDOV��WKHUH�LV�VWLOO�D�KLJK�LQFLGHQFH�RI�VNLQ�FRPSOLFDWLRQV�

DPRQJ� SHRSOH� ZLWK� D� VWRPD�� 2QH� RI� WKH� UHDVRQV� ZK\� D� VWDQGDUG� EDUULHU� ULQJ� GRHV� QRW� RIIHU

comprehensive skin protection is due to the absorbency of the hydrocolloid material used in these 

products��� :KHQ� WKH� DEVRUEHQW� K\GURFROORLG� PDWHULDO� XVHG� LQ� PRVW� SURWHFWLYH� EDUULHU� ULQJV�

DEVRUEV�WKH�RVWRP\�RXWSXW�DQG�VZHOOV��WKH�EDUULHU�ORVHV�LWV�VWUXFWXUDO�LQWHJULW\�DQG�VXEVHTXHQWO\�

GLVLQWHJUDWHV��&RPSURPLVHG�SURWHFWLYH�K\GURFROORLG�PDWHULDO��FRPSRXQGHG�E\�WKH�DEVRUSWLRQ�RI�

corrosive stoma output towards the skin can result in an increased likelihood that the wearer will 

H[SHULHQFH�VNLQ�LUULWDWLRQ�DQG�SHULVWRPDO�0$6'���. Hydrocolloid breakdown also results in reduced 

DSSOLDQFH�ZHDU�WLPH��OHDGLQJ�WR�D�UHFXUULQJ�F\FOH�RI�OHDNDJH�DQG�ZRUVHQLQJ�VNLQ�FRQGLWLRQ��:KLOH�

VWDQGDUG�EDUULHU�ULQJV�FDQ�GHOD\�WKH�SHULVWRPDO�0$6'�LVVXHV�H[SHULHQFHG�E\�SHRSOH�ZLWK�D�VWRPD��

WKH\�FDQQRW�SUHYHQW�RXWSXW�IURP�FRQWDFWLQJ�WKH�VNLQ�RYHU�DQ�H[WHQGHG�SHULRG�RI�WLPH��

Hydrocolloid Breakdown 

1.�&RORSODVW�2VWRP\�/LIH�6WXG\�5HYLHZ������������
2��0DUWLQV�/��HW�DO���������0DLQWDLQLQJ�KHDOWK\�VNLQ�DURXQG�DQ�RVWRP\��SHULVWRPDO�VNLQ�GLVRUGHUV�DQG�VHOI�DVVHVVPHQW��*DVWURLQWHVWLQDO�1XUV�����6XSSO�����̰���
3. -HPHF�*��1\EDHN�+���������3HULVWRPDO�VNLQ�SUREOHPV�DFFRXQW�IRU�PRUH�WKDQ�RQH�LQ�WKUHH�YLVLWV�WR�RVWRP\�QXUVHV��%�-�'HUP�����
4.�7DQHMD�&�HW�DO���������&OLQLFDO�DQG�HFRQRPLF�EXUGHQ�RI�SHULVWRPDO�VNLQ�FRPSOLFDWLRQV��-�:RXQG�2VW�&RQW�1XUV��������
5.�0HLVQHU�6�HW�DO���������3HULVWRPDO�6NLQ�&RPSOLFDWLRQV�$UH�&RPPRQ��([SHQVLYH��DQG�'LIͤFXOW�WR�0DQDJH��$�3RSXODWLRQ�%DVHG�&RVW�0RGHOLQJ�6WXG\��3/R6�21(�������
6.�*UD\�0��HW�DO�� �������3HULVWRPDO�PRLVWXUH�DVVRFLDWHG�VNLQ�GDPDJH� LQ�DGXOWV�ZLWK� IHFDO�RVWRPLHV��D�FRPSUHKHQVLYH�UHYLHZ�DQG�FRQVHQVXV��-�:RXQG�2VWRP\�
&RQWLQHQFH�1XUV����������������
7. &ROZHOO�-&��HW�DO���������0$6'�SDUW����SHULVWRPDO�PRLVWXUH�DVVRFLDWHG�GHUPDWLWLV�DQG�SHULZRXQG�PRLVWXUH�DVVRFLDWHG�GHUPDWLWLV��D�FRQVHQVXV��-�:RXQG�2VWRP\�
&RQWLQHQFH�1XUV����������������
8.�+XQW�5�HW�DO���������&KDQJHV�LQ�3HULVWRPDO�6NLQ�&RQGLWLRQ�DQG�8VHU�([SHULHQFH�RI�D�1RYHO�2VWRP\�%DUULHU�5LQJ�ZLWK�$VVLVWHG�)ORZ��-�:RXQG�2VWRP\�&RQWLQHQFH�
1XUV��������SS����������
9.�.HOOHKHU�.�HW�DO�� �������$�6LQJOH�DUP�3UDFWLFDO�$SSOLFDWLRQ�$VVHVVPHQW�RI�8VHU�([SHULHQFH�DQG�3HULVWRPDO�6NLQ�&RQGLWLRQ�$PRQJ�3HUVRQV�ZLWK�DQ�,OHRVWRP\��
:RXQG�0DQDJHPHQW�	�3UHYHQWLRQ��������SS�������
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The corrosive stoma output then contacts 

WKH�VNLQ��UHVXOWLQJ�LQ�DQ�LQFUHDVHG

l ikelihood of skin irritation and peristomal 

PRLVWXUH�DVVRFLDWHG�VNLQ�GDPDJH�

6WDQGDUG�EDUULHU�ULQJV�GR�QRW�RIIHU

comprehensive skin protection due to the 

absorbency of the hydrocolloid material 

used in these products. 

When the hydrocolloid absorbs the 

RVWRP\� RXWSXW� DQG� VZHOOV� � WKH� EDUULHU�

HURGHV�DQG�GLVLQWHJUDWHV�

When I was studying, I had access to the gastroenterology department in a 

local clinic, observing various procedures. During this time, I heard many 

SHRSOH�VSHDN�DERXW�SHULVWRPDO�VNLQ�FRPSOLFDWLRQV�DQG�KRZ�GLIͤFXOW�WKH\�DUH�WR�

manage. As a biomedical engineer I was eager to explore potential solutions. 

This was the beginning of Ostoform’s journey.

- Dr. Kevin Kelleher, CEO
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Unique Pouch Positioning Slot

(QVXUHV�DQ�DFFXUDWH��VHFXUH�SRXFK�

DWWDFKPHQW�

&RPSDWLEOH�ZLWK�RQH�SLHFH�DQG�

WZR�SLHFH�SRXFKHV

&RPSDWLEOH�ZLWK�IODW�DQG�FRQYH[�SRXFKHV

Moldable Hydrocolloid

1H[W�JHQHUDWLRQ��VNLQ�IULHQGO\��

ORQJHU�ODVWLQJ�PDWHULDO

&DQ�PROG�DQG�VKDSH�WR�ͤW�DOO�

stoma types

Split Ring

Enables an accurate,

VHFXUH�ͤW�Non-Absorbent Polymer

6KLHOGV�WKH�K\GURFROORLG�IURP�

absorption and erosion

Results in fewer leaks and               

ORQJHU�ZHDU�WLPH

Patented FLOWASSIST Technology

)OH[LEOH�VSRXW�GLUHFWV�WKH�IORZ�RI�RXWSXW

DZD\�IURP�WKH�VNLQ�DQG�LQWR�WKH�SRXFK�

.HHSV�VNLQ�VDIH��KHDOWK\�DQG�FRPIRUWDEOH�

6SRXW�DFWV�DV�D�QRQ�WDFN\�KDQGOLQJ�WDE

for easy application

HOW THE OSTOFORM SEAL WORKS

High liquid volume is a big problem for me as this can have me changing even 

twice a day. When I experimented with the Ostoform Seal, I no longer had the 

fear of liquid making its way beneath the baseplate as FLOWASSIST helps to 

direct it away and does not let it puddle and leak in around the stoma… I am 

happy to have discovered this product as it provides me with much needed 

security for managing a stoma with a high liquid output.

- Phoebe, Ostomate, USA

How it Works 04
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HOW TO USE THE OSTOFORM SEAL

Step 1
&XW�WKH�SRXFK�RU�ZDIHU�RSHQLQJ�WR�VWRPD�VL]H���~�����PP�

H�J��IRU�D����VWRPD��FXW�WKH�SRXFK�RSHQLQJ�WR���~���

Step 2
Position the spout below the stoma 

RU�URWDWH�WR�DOLJQ�ZLWK�WKH�GLUHFWLRQ�RI�RXWSXW�

Step 3
Wrap around the stoma and overlap the tabs 

to ensure a complete seal.

Step 4A
)RU�VHFXUH���SLHFH�SRXFK�DWWDFKPHQW��SRVLWLRQ�WKH�EDVHSODWH�

RYHU�WKH�6HDO�ͤUVW��HQVXULQJ�WKDW�WKH�VSRXW�SDVVHV�WKURXJK

WKH�RSHQLQJ��7KHQ��VHFXUH�WKH�SRXFK�WR�WKH�EDVHSODWH�

Step 4B
)RU�VHFXUH���SLHFH�SRXFK�DWWDFKPHQW��HQVXUH�WKH�VSRXW�LV�

IXOO\�LQVLGH�WKH�SRXFK�RSHQLQJ��7KHQ��SXOO�WKH�SRXFK�XS�LQWR�

the slot underneath the spout.

Step 5
3UHVV�WKH�SRXFK�DGKHVLYH�DJDLQVW�WKH�6HDO�

and skin to achieve secure adhesion.
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&RPIRUW� �������6HFXULW\���������+DQGOLQJ

0HGLDQ�8VHU�([SHULHQFH�5DWLQJ�DW���:HHNV

��������

%HJLQQLQJ� � � ���������������:HHNV
'
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UH

$YHUDJH�6NLQ�&RPSOLFDWLRQ�/HYHO���������

0HDVXUHG�XVLQJ�WKH�2VWRP\�6NLQ�7RRO��'(7�6FRUH�

���
improvement

.HOOHKHU�.�HW�DO���������$�6LQJOH�DUP�3UDFWLFDO�

$SSOLFDWLRQ� $VVHVVPHQW� RI� 8VHU� ([SHULHQFH�

DQG� 3HULVWRPDO� 6NLQ� &RQGLWLRQ� $PRQJ

Persons with an Ileostomy. Wound

0DQDJHPHQW�	�3UHYHQWLRQ���������SS�������

)LYH� LOHRVWRPDWHV� ZRUH� WKH� 2VWRIRUP� 6HDO�

ZLWK�)/2:$66,67�3URWHFWLRQ� IRU�D�SHULRG�RI�

WZR�ZHHNV��6NLQ�FRQGLWLRQ�ZDV�DVVHVVHG�E\�D�

UHVHDUFK� QXUVH� DW� WKH� EHJLQQLQJ� DQG� HQG� RI�

WKH� VWXG\�� $W� WZR� ZHHNV�� SDUWLFLSDQWV

GHPRQVWUDWHG�� RQ� DYHUDJH�� D� ���

LPSURYHPHQW� LQ� VNLQ� FRQGLWLRQ� ZKLOH� XVLQJ�

WKH� 2VWRIRUP� 6HDO�� ,Q� DGGLWLRQ�� SDUWLFLSDQWV�

UDWHG�WKH�2VWRIRUP�6HDO�DW�D�PHGLDQ�RI�������

���� EHLQJ� WKH� PRVW� SRVLWLYH� UHVXOW�� IRU� NH\�

PHWULFV�� &RPIRUW�� 6HFXULW\� DQG� +DQGOLQJ��

This study has been published in the Journal 

:RXQG�0DQDJHPHQW�	�3UHYHQWLRQ�

CLINICAL OVERVIEW
OSTOFORM SEAL STUDY 1

PROVEN IN CLINICAL STUDIES
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+XQW� 5� HW� DO��� ������ &KDQJHV� LQ� 3HULVWRPDO�

6NLQ� &RQGLWLRQ� DQG� 8VHU� ([SHULHQFH� RI� D�

1RYHO� 2VWRP\� %DUULHU� 5LQJ� ZLWK� $VVLVWHG�

Flow. J Wound Ostomy Continence Nurse., 

������SS���������

7ZHOYH�LOHRVWRPDWHV�ZRUH�WKH�2VWRIRUP�6HDO�

ZLWK�)/2:$66,67�3URWHFWLRQ� IRU�D�SHULRG�RI�

VL[�ZHHNV��6NLQ�FRQGLWLRQ�ZDV�DVVHVVHG�E\�D�

UHVHDUFK�QXUVH�DW�WKH�EHJLQQLQJ�DQG�WKH�HQG�

RI� WKH� VWXG\�� $W� VL[� ZHHNV�� SDUWLFLSDQWV�

GHPRQVWUDWHG�� RQ� DYHUDJH�� D� ���

LPSURYHPHQW� LQ� VNLQ� FRQGLWLRQ� ZKLOH� XVLQJ�

WKH� 2VWRIRUP� 6HDO�� 1R� SDUWLFLSDQW

H[SHULHQFHG� D� ZRUVHQLQJ� LQ� VNLQ� FRQGLWLRQ�

GXULQJ� WKH� VWXG\�� ,Q� DGGLWLRQ�� SDUWLFLSDQWV�

UDWHG� WKH� GHYLFH� DW� D� PHGLDQ� RI� �����

���� EHLQJ� WKH� PRVW� SRVLWLYH� UHVXOW�� IRU� NH\�

PHWULFV�� &RPIRUW�� 6HFXULW\�� +DQGOLQJ� DQG

Discretion. This study has been published in 

WKH�-RXUQDO�RI�:RXQG�2VWRP\�	�&RQWLQHQFH�

1XUVLQJ�

CLINICAL OVERVIEW
OSTOFORM SEAL STUDY 2

0HGLDQ�8VHU�([SHULHQFH�5DWLQJ�DW���:HHNV
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%HJLQQLQJ� � � ���������������:HHNV

'
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0HDVXUHG�XVLQJ�WKH�2VWRP\�6NLQ�7RRO��'(7�6FRUH�

���
improvement
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4XLJOH\� HW� DO��� ������ (YDOXDWLRQ� RI� D� 1RYHO�

2VWRP\� %DUULHU� 5LQJ� ZLWK� $VVLVWHG� )ORZ� IRU�

Individuals with an Ileostomy. Advances in 

6NLQ�	�:RXQG�&DUH�����SS�����

7ZHQW\�LOHRVWRPDWHV�ZRUH�WKH�2VWRIRUP�6HDO�

ZLWK�)/2:$66,67�3URWHFWLRQ� IRU�D�SHULRG�RI�

four weeks. Data was collected across three 

FOLQLFDO� VLWHV�� $W� IRXU� ZHHNV�� WKH� PHGLDQ

participant peristomal skin complication 

VFRUH� ZDV� ��� PHDVXUHG� XVLQJ� WKH� 2VWRP\�

6NLQ�7RRO��)RXUWHHQ�RI�WKH�WZHQW\�SDUWLFLSDQWV�

who completed the study used a seal before 

EHJLQQLQJ� WKH� VWXG\�� $Q� DYHUDJH

LPSURYHPHQW� LQ� VNLQ� FRQGLWLRQ� RI� ���� ZDV�

demonstrated for the fourteen participants 

ZKR�ZRUH�D�UHJXODU�VHDO�EHIRUH�FRPPHQFLQJ�

WKH�VWXG\������RI�SDUWLFLSDQWV�VWDWHG�WKDW�WKH�

2VWRIRUP�6HDO�ODVWV�ORQJHU�WKDQ�WKHLU�FXUUHQW�

VHDO�� DQG� SDUWLFLSDQWV� VFRUHG� YHU\� KLJKO\� RQ�

XVHU� H[SHULHQFH� UDWLQJV��ZLWK� D� VFRUH� RI� ����

EHLQJ� WKH� PRVW� SRVLWLYH� H[SHULHQFH�� 7KLV�

study has been published in the Journal 

$GYDQFHV�LQ�6NLQ�	�:RXQG�&DUH�

CLINICAL OVERVIEW
OSTOFORM SEAL STUDY 3

Clinical Studies 08
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�������

%HJLQQLQJ� � � ���������������:HHNV

'
(7

�6
FR
UH

$YHUDJH�6NLQ�&RPSOLFDWLRQ�/HYHO���������

0HDVXUHG�XVLQJ�WKH�2VWRP\�6NLQ�7RRO��'(7�6FRUH�

0.2

0

0.6

���

���

���

���

�

���

���

�
�
�
2
�
0



8VLQJ�DQ�H[WHUQDO�,62�������DQG�*/3�DFFUHGLWHG�ODERUDWRU\��WKH�2VWRIRUP�6HDO�KDV�VXFFHVVIXOO\�

FRPSOHWHG�H[WHUQDO�%LRFRPSDWLELOLW\�WHVWLQJ�EDVHG�RQ�,62�������DQG�)'$�*XLGHOLQHV��7KH�GHYLFH�

LV�DSSURYHG�IRU�XVH�RQ�VNLQ��EDVHG�RQ�F\WRWR[LFLW\��VNLQ� LUULWDWLRQ�DQG�VNLQ�VHQVLWL]DWLRQ� WHVWLQJ��

5HOHYDQW�VWDQGDUGV�XVHG�LQ�WHVWLQJ�LQFOXGH��

MATERIAL SPECIFICATIONS

Biocompatabil ity

ISO 10993-5:2009 Biological evaluation of medical devices 

Part 5: Tests for in vitro cytotoxicity.

ISO 10993-10:2013 Biological evaluation of medical devices 

Part 10: Tests for irritation and skin sensitization.

7KH�UDZ�PDWHULDOV�XVHG�LQ�WKH�PDQXIDFWXULQJ�SURFHVV�RI�WKH�2VWRIRUP�6HDO�GR�QRW�FRQWDLQ�DQ\�RI�

WKH�IROORZLQJ�VXEVWDQFHV��

Raw Materials

Animal derivatives 

Antibiotics 

Lanolin

Latex 

Silver 

Triclosan

Pectin 

0DWHULDO�6SHFLͤFDWLRQV 09

This is such an innovative barrier ring. The directional flow makes a tremen-

dous difference in draining liquid effluent into the pouch, rather than undermine 

the barrier. Brilliant!

- Paula, Healthcare Professional, USA
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2VWRIRUP�KDV�GHYHORSHG�IXQFWLRQDO�DQG�SHUIRUPDQFH�WHVW�PHWKRGV�DV�SDUW�RI�GHVLJQ�YDOLGDWLRQ�

DQG�FRQIRUPLW\�WR�,62������������̰�0HGLFDO�'HYLFHV��7KH�WHVW�PHWKRGV�DQG�SURWRFROV�XVHG�DUH�

GHULYHG�IURP�WKH�,QWHUQDWLRQDO�2UJDQL]DWLRQ�IRU�6WDQGDUGLVDWLRQ�,62�������6NLQ�EDUULHU�IRU�RVWRP\�

DLGV�̱�7HVW�0HWKRGV��7KHUH�DUH���SDUWV�WR�WKH�,62�������6NLQ�EDUULHU�VWDQGDUG�

BENCH TESTING

Introduction

Part 1�GHWDLOV�D�WHVW�PHWKRG�FDOOHG�̸:DWHU�$EVRUEHQF\̹��GHͤQHG�DV�WKH�̸SRVVLELOLW\�ZKLFK�DOORZV�

water in the skin barrier.” This test is intended to assess “the fluid absorption capacity of skin

EDUULHUV�WKURXJK�WKH�VNLQ�FRQWDFW�VXUIDFH�̹

Part 2�GHWDLOV�D�PHWKRG�FDOOHG�̸:HW�,QWHJULW\̹��GHͤQHG�DV�WKH�̸DELOLW\�RI�D�VNLQ�EDUULHU�WR�PDLQWDLQ�

LWV�SK\VLFDO�IRUP�ZKHQ�H[SRVHG�WR�IOXLG�̹�%HFDXVH�VNLQ�EDUULHUV�DEVRUE�ZDWHU��GHIRUP�DQG�FROODSVH�

RYHU�WLPH��WKH�WHVW�LV�XVHG�WR�PHDVXUH�VZHOOLQJ�DQG�RU�HURVLRQ�LQ�VLPXODWHG�XVH��

Test Specimens

7KH� 2VWRIRUP� 6HDO� ZDV� WHVWHG� DJDLQVW� WZR� RI� WKH� PRVW� SRSXODU� EUDQGV� RI� RVWRP\� VHDOV�

FRQVLGHUHG�WR�EH�WKH�PDUNHW�VWDQGDUG��7KHVH�FRPSDUDWRU�VHDOV�ZLOO�EH�ODEHOOHG�̸0DUNHW�6WDQGDUG�

�̹�DQG�̸0DUNHW�6WDQGDUG��̹�

Measurements taken at the beginning and end of each test

� 2XWHU�GLDPHWHU��'LVWDQFH�PHDVXUHG�IURP�$�WR�%�

� ,QQHU�GLDPHWHU��'LVWDQFH�PHDVXUHG�IURP�&�WR�'�

� :HLJKW�RI�WKH�SURGXFW�

� +HLJKW��'LVWDQFH�PHDVXUHG�IURP�EDVH�WR�WRS

 of hydrocolloid.

Reporting

� ,Q�DOO�FDVHV��WKH�FKDQJH�LQ�HDFK�RI�WKHVH

� PHDVXUHPHQWV�IURP�WKH�EHJLQQLQJ�WR�WKH�HQG

� RI�WKH�WHVWV�ZDV�UHFRUGHG��5HVXOWV�DUH�UHSRUWHG�DV

� D�SHUFHQWDJH�FKDQJH���

Measurements

A  C         D    B
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6DOLQH�VROXWLRQ�LV�SODFHG�LQ�WKH�FHQWUH�RI�HDFK�VHDO�RYHU�D����KRXU�WLPH�SHULRG�

Test 1: Water Absorbency (ISO 12505 – part 1) 

Background

Pre - Testing Photos

Ostoform OFA-M Market Standard 1 Market Standard 2

Completion (24 Hours)

Ostoform OFA-M Market Standard 1 Market Standard 2
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a 24-hour Water Absorbency Test



How it Works 5%HQFK�7HVWLQJ 13

Each seal is fully immersed in saline solution for 7 hours.  

Test 2: Wet Integrity (ISO 12505 – part 2)

Background

Pre - Testing Photos

Ostoform OFA-M Market Standard 1 Market Standard 2

Completion (7 Hours)

Ostoform OFA-M Market Standard 1 Market Standard 2
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% Change in measurements from the beginning to the end of 
a 7-hour Wet Integrity Test
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Each seal is partially immersed in saline solution for 6 hours. 

Test 3: Partial  Immersion 

Background

Pre - Testing Photos

Ostoform OFA-M Market Standard 1 Market Standard 2

Completion (6 Hours)

Ostoform OFA-M Market Standard 1 Market Standard 2
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% Change in measurements from the beginning to the end of 
a 6-hour Vertical Test
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7KH�SHUFHQWDJH�FKDQJH�LQ�PHDVXUHPHQWV�ZDV�ORZHU�IRU�WKH�2VWRIRUP�6HDO�LQ�DOO�FDVHV��UHODWLYH�WR�

PDUNHW� VWDQGDUGV�� 7KLV�ZDV� DV� D� UHVXOW� RI� WKH�2VWRIRUP�6HDO̵V� DELOLW\� WR�PLQLPLVH� DQG� FRQWURO�

moisture absorption. 

,62�������GHͤQHV�D�VNLQ�EDUULHU���VHDO�DV�IROORZV�

̸6NLQ�EDUULHUV�DUH�PDGH�WR�VHDO�WKH�RVWRP\�EDJ�WR�WKH�VNLQ�DQG�VWD\�RQ��protecting the peristomal 

skin from stoma effluent� DQG� NHHSLQJ� WKH� VNLQ� SK\VLRORJ\� LQWDFW� E\� DEVRUELQJ� RU� SHUPHDWLQJ�

sweat.”

“The skin barrier is an important part of an ostomy product. It protects the peristomal skin and 

KROGV�WKH�RVWRP\�EDJ�LQ�SODFH��6NLQ�EDUULHUV�DUH�IOH[LEOH��erosion-resistant��VNLQ�IULHQGO\�DQG�KDYH�

DGKHVLRQ�SURSHUWLHV�WKDW�DOORZ�WKH�EDJ�WR�VWD\�LQ�SODFH�GXULQJ�XVH�DQG�EH�UHPRYHG�IROORZLQJ�XVH�̹

&KDQJHV� LQ� VHDO� LQQHU� DQG� RXWHU� GLDPHWHUV�� ZHLJKW� DQG� KHLJKW� DUH� DOO� DVVRFLDWHG� ZLWK� VDOLQH�

DEVRUSWLRQ��:KHQ�DQ�RVWRP\�VHDO�DEVRUEV�VDOLQH��LW�HURGHV��,62�������VSHFLͤHV�WKDW�DQ�RVWRP\�

seal should be “erosion-resistant”. Ostomy seals need to be erosion resistant so that they can 

SURWHFW� WKH� SHULVWRPDO� VNLQ� RYHU� DQ� H[WHQGHG� WLPH� SHULRG�� ZKLOH� PDLQWDLQLQJ� WKHLU� DGKHVLRQ

SURSHUWLHV�� ,I� RVWRP\� VHDOV� GR� QRW� PDLQWDLQ� WKHLU� VWUXFWXUDO� DQG� DGKHVLYH� LQWHJULW\� GXH� WR

H[FHVVLYH�DEVRUSWLRQ�DQG�HURVLRQ��WKH\�ZLOO�QR�ORQJHU�SHUIRUP�DV�GHVLUHG��7KLV��LQ�WXUQ��ZLOO�UHVXOW�

in compromised skin protection and compromised skin adhesion. 

CONCLUSION

Summary

%HFDXVH� WKH� 2VWRIRUP� 6HDO� FDQ� PLQLPLVH� DQG� FRQWURO� DEVRUSWLRQ�� LW� FDQ� ODVW� IRU� ORQJHU� WKDQ�

PDUNHW�VWDQGDUG�VHDOV��7KLV��LQ�WXUQ��SURYLGHV�HQKDQFHG�VNLQ�SURWHFWLRQ�DQG�VHFXUH�VNLQ�DGKHVLRQ�

over an extended time period.

Conclusion

I used the Ostoform Seal on vacation this past week .... I had no irritation and 

KDG�ͤYH�GD\�ZHDU�WLPH�ZKLFK�LV�RQH�GD\�PRUH�WKDQ�XVXDO��*UHDW�QHZ�SURGXFW�

- Kevin, Ostomate, USA
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3HULVWRPDO� PRLVWXUH�DVVRFLDWHG� VNLQ� GDPDJH� LV� WKH� PRVW� FRPPRQ� IRUP� RI� SHULVWRPDO� VNLQ�

GDPDJH��,W�RFFXUV�ZKHQ�H[SRVXUH�WR�IDHFDO�RU�XULQDU\�HIIOXHQW�OHDGV�WR�LQIODPPDWLRQ�RI�WKH�VNLQ��

ZLWK�RU�ZLWKRXW�HURVLRQ�RU�VHFRQGDU\�FXWDQHRXV�LQIHFWLRQ��6WDQGDUG�VNLQ�DGKHVLYHV�GR�QRW�RIIHU�

comprehensive skin protection due to their absorbent nature. When hydrocolloid absorbs the

FRUURVLYH�VWRPD�RXWSXW�� LW�EHJLQV�WR�HURGH�DQG�EUHDN�GRZQ��UHVXOWLQJ� LQ�UHGXFHG�VNLQ�SURWHFWLRQ�

DQG� FRPSURPLVHG�DSSOLDQFH�DGKHVLRQ��7KLV�� LQ� WXUQ�� UHVXOWV� LQ� OHDNV� DQG�XOWLPDWHO\�� SHULVWRPDO�

PRLVWXUH�DVVRFLDWHG�VNLQ�GDPDJH�

8QOLNH�FRQYHQWLRQDO�VHDOV��WKH�2VWRIRUP�6HDO� LQWURGXFHV�D�QRQ�DEVRUEHQW�FRPSRQHQW��GHVLJQHG�

WR�SURWHFW�WKH�K\GURFROORLG�IURP�H[FHVVLYH�DEVRUSWLRQ�DQG�HURVLRQ��ZKLOH�HIIHFWLYHO\�DVVLVWLQJ�WKH�

IORZ�RI� RXWSXW� DZD\� IURP� WKH� VNLQ� DQG� LQWR� WKH� SRXFK��&RQVHTXHQWO\�� SHULVWRPDO� VNLQ� LV� EHWWHU

SURWHFWHG�DQG�LI�DOUHDG\�GDPDJHG��KHDOV�TXLFNHU�DQG�PRUH�HIIHFWLYHO\�

INDICATIONS FOR USE

Peristomal Skin Complications:

$�IOXVK��VKDOORZ�RU�UHWUDFWHG�VWRPD�VLWV�OHYHO�ZLWK�RU�EHORZ�WKH�VNLQ�FRYHULQJ�WKH�DEGRPHQ��7KHVH�

VWRPDV�DUH�� E\� WKHLU� QDWXUH��PRUH� GLIͤFXOW� WR�PDQDJH��'XH� WR� WKHLU� ORZ�SURͤOH�� LW� LV� GLIͤFXOW� IRU�

VWRPD� RXWSXW� WR� IORZ� GLUHFWO\� LQWR� WKH� SRXFK�� ,QVWHDG�� LW� RIWHQ� HPSWLHV� RQWR� WKH� DSSOLDQFH

K\GURFROORLG��UHVXOWLQJ�LQ�DEVRUSWLRQ�DQG�HURVLRQ��7KLV��LQ�WXUQ��FDQ�FDXVH�OHDNDJH�DQG�XOWLPDWHO\�

OHDG�WR�SHULVWRPDO�PRLVWXUH�DVVRFLDWHG�VNLQ�GDPDJH�DQG�FRPSURPLVHG�DSSOLDQFH�DGKHVLRQ��

$W�VNLQ�OHYHO��WKH�IOH[LEOH��QRQ�DEVRUEHQW�FRPSRQHQW�SURWHFWV�WKH�2VWRIRUP�6HDO�IURP�H[FHVVLYH�

DEVRUSWLRQ�DQG�HURVLRQ��ZKLOH�WKH�QRQ�DEVRUEHQW�VSRXW�DVVLVWV�WKH�IORZ�RI�VWRPD�RXWSXW�LQWR�WKH�

pouch.

&ROOHFWLQJ� RXWSXW� DW� VNLQ� OHYHO� DQG� GLUHFWLQJ� LW� LQWR� WKH� SRXFK� SURYLGHV� D�ZHOFRPH� VROXWLRQ� IRU�

PDQ\�SHRSOH�ZLWK�IOXVK�RU�UHWUDFWHG�VWRPDV��EHFDXVH�WKH�RXWSXW�LV�QR�ORQJHU�LQ�IUHTXHQW�FRQWDFW�

ZLWK� WKH�DEVRUEHQW�K\GURFROORLG�� DQG� WKHUHIRUH�K\GURFROORLG� HURVLRQ� LV�SUHYHQWHG�� UHVXOWLQJ� LQ� D�

VDIHU��PRUH�VHFXUH��V\VWHP��

Flush, Shallow or Retracted Stomas:



+LJK�RXWSXW�� IOXLGLF� VWRPDV� FDQ� EH� FKDOOHQJLQJ� WR� PDQDJH� DQG� PD\� LQFOXGH� LOHRVWRPLHV�

XURVWRPLHV�� WUDQVYHUVH� FRORVWRPLHV� DQG� MHMXQRVWRPLHV�� 7KH� IORZ� IURP� KLJK�RXWSXW� VWRPDV� LV�

RIWHQ� RI� D� OLTXLG� FRQVLVWHQF\�� DQG� WKHUHIRUH� PRUH� SURQH� WR� OHDNV�� UHVXOWLQJ� LQ� SHULVWRPDO

PRLVWXUH�DVVRFLDWHG�VNLQ�GDPDJH�

7KH�QRQ�DEVRUEHQW�VSRXW�RQ�WKH�2VWRIRUP�6HDO�HQVXUHV�WKDW�WKH�IOXLGLF��FRUURVLYH�RXWSXW� LV�QRW�

DEVRUEHG�E\�WKH�VNLQ�DGKHVLYH��,Q�IDFW��WKH�QRQ�DEVRUEHQW�VSRXW�FKDQQHOV�WKH�RXWSXW�DZD\�IURP�

WKH�DGKHVLYH�DQG�DZD\�IURP�WKH�VNLQ��VDIHO\�LQWR�WKH�SRXFK��&RQVHTXHQWO\��WKH�DGKHVLYH�UHPDLQV�

LQWDFW�IRU�ORQJHU�DQG�WKH�VNLQ�UHPDLQV�SURWHFWHG�IRU�ORQJHU��SURYLGLQJ�H[WHQGHG�SRXFK�ZHDU�WLPH��

High-Output,  Fluidic Stomas:

Alternative to Hard Convex Pouches:

)RU� VHYHUDO� UHDVRQV�� WKH�XVH�RI� D� FRQYH[� DSSOLDQFH�PD\�QRW� EH� UHFRPPHQGHG�E\� D� KHDOWKFDUH

professional. 

7KH�2VWRIRUP�6HDO�FDQ�EH�XVHG�DV�DQ�DOWHUQDWLYH�WR�D�KDUG�FRQYH[�DSSOLDQFH�DV�LW�DVVLVWV�WKH�IORZ�

RI�VWRPD�RXWSXW�LQWR�WKH�SRXFK��ZLWKRXW�DSSO\LQJ�DQ\�XQQHFHVVDU\�DGGLWLRQDO�SUHVVXUH�DURXQG�WKH�

VWRPD��7KRVH�SHRSOH�ZKR�EHJLQ� WR�XVH� WKH�2VWRIRUP�6HDO�PD\�EH�DEOH� WR� FKDQJH� IURP�D�KDUG�

FRQYH[�SRXFK�WR�D�VRIW�FRQYH[�SRXFK��RU�HYHQ�D�IODW�SRXFK��

Indications for Use 19
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0DQ\�SHRSOH�ZKR�KDYH�D�VWRPD�WU\� WR�PLQLPLVH�KRZ�RIWHQ�WKH\�PXVW�FKDQJH�WKHLU�DFFHVVRULHV�

and their pouch. 

,I�DFKLHYLQJ�D�ORQJHU�SRXFK�ZHDU�WLPH�LV�GHVLUHG��WKHQ

XVLQJ�WKH�2VWRIRUP�6HDO�PD\�SURYLGH�D�VROXWLRQ�

7KH�QRQ�DEVRUEHQW�IHDWXUH�RQ�WKH�2VWRIRUP�6HDO

PHDQV�WKDW�WKH�VWRPD�RXWSXW�LV�QRW�DEVRUEHG�

and excessive hydrocolloid erosion and

EUHDNGRZQ�LV�SUHYHQWHG��UHVXOWLQJ�LQ�ORQJHU

DSSOLDQFH�ZHDU�WLPH��7KH�2VWRIRUP�6HDO�LV�DOVR

PDQXIDFWXUHG�XVLQJ�D�QH[W�JHQHUDWLRQ��VNLQ�IULHQGO\

K\GURFROORLG�ZKLFK�LV�NQRZQ�WR�ODVW�ORQJHU�WKDQ

UHJXODU�K\GURFROORLGV��

Extended Pouch Wear-Time:

Indications for Use 20

My background is in product design, and I have always taken a user-focused 

approach to product development. The usability challenges posed by handling 

sticky hydrocolloid material are plain to see. The really exciting part of the 

Ostoform Seal, from my perspective, is that it actually has a non-sticky

handling tab - the FLOWASSIST spout. We are also working on some other 

exciting new developments that will improve product usability. Stay tuned!

- Eoghan Spain, COO
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SIZE GUIDE

     Ostoform Seal Size                                    Stoma Size

  Small 
  
                           

 Medium 

                  

   Large 
  
                  

Absolutely the best product I have used in 22 years of having an ileostomy. It is 

WKH� ͤUVW� WLPH� ,� KDYH� H[SHULHQFHG� WRWDO� FRPIRUW� DQG� FRPSOHWH� FRQͤGHQFH�� QR�

leaking or excoriated skin around my stoma.

- Aideen, Ostomate, Ireland
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