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¢ The effluent from an ileostomy is usually collected Study design
in a drainable ostomy bag and disposed of Table 1-
through an outlet as needed. Key performance outcomes for the SenSura and reference bag
— — e as a whole. The outcomes are evaluated on a scale from 1 to 5.
4 participants enoura ensura * 8 dropped out for
recruited from Randomisation product-related resaons
e |mprovements of current bags are needed to [ ome Gare |22 o for SonSur
minimise bag-related complications and improve i peforence | [Reterence fornot g nchsr
the quality of life of individuals with stomas. T fweek g Tweek g |=>53participants
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. 'PZT:;zZ:;aire Security of outlet Good or 51 92
¢ To compare the performance of a new one-piece Very good’
drainable ostomy bag, SenSura, with that of a Handiing of outlet ~ FasY ", 26 72
I blished b f . C e Figure 2: Study design. The investigation was an open, Cleaning of outlet Eg’seasg’ o 66
well-establishe ag, Tocusing on minimising randomised, comparative, crossover multi-centre study. The ? Very gasyz
pr()blems related to use of ostomy bags_ Freiburger Ethical Committee in Germany approved the study. For Emptying through Easy or 30 62
a complete description please see reference 2. outlet Very easy’
METHODS AND PARTICIPANTS
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. . % significantly diff t, p<0.0005.
The test and reference bags were one-piece drainable ¢ 79% preferred the SenSura bag to the il
: : : : ; Table 2:
ostomy bags with a hydrocollopl skin gdheglve reference bag, Figure 3. Koy performance outcomes for the SenSura and reference outlet,
welded on to a pOUCh and prowded with a filter. in addition to Figure 4. Handling, security, cleaning and emptying
The test bag was the SenSura bag with a double-  Key performance outcomes for the bags 0005 orelal oarste raaraaon o for 116 SenSura bag
layer adhesive and a so-called “Hide-away” outlet as a whole and for the outlet are shown
(Coloplast A/S, Humlebaek, Denmark), introduced in in Table 1, Table 2 and Figure 4. For more
Europe in 2006, Figure 1. details, please see 2.
The reference bag was the Moderma Flex with Preference
, . . . - 100 -
Lock’n Roll outlet and a single-layer adhesive e The adhesive was very positively
(Hollister Inc., lllinois, United States), introduced in evaluated for the SenSura bag: 77% 801
Europe in 2002. experienced little or no erosion with the 60 -

SenSura bag whereas it was 55% for

the reference (p=0.02); 83% experienced
good or very good tack with the test bag,
whereas it was 55% for the reference " Reference  Sensura
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% of participants

20 -

(p<0.0001). There was no difference

. T Figure 3:
betwe_en the pags In ﬂeXIblllty and Of the 56 participants responding to the question “Which of the
adhesion durlng use (p<03) two bags do you prefer?”, 79% preferred the SenSura bag and

Figure 1: Open-ended ostomy bag. 21% preferred the reference bag, (p<0.0001).

A: The outlet can be folded down and the effluent disposed of through the

outlet. B: The outlet is folded up and can be hidden away. C: The bag is ¢ The sSense Of Security was significantly
applied on the peristomal skin to collect effluent from an ileostomy. greater with the SenSura filter (80%
of participants stated it was “good” or
- ” ” . . Hygiene of outlet
Participants very good”) than with the reference filter
e 27 men and 37 women (64 in total) participated. (70%), p<0.05. iy .
e Their mean age was 53 years (in the range:
21-84). e The percentage of participants who — .
e They normally used a one-piece open ostomy woke up at least once at the night due — i 'Vegsg/ood
bag and managed the bags themselves. to ballooning while testing the bags was Wews% 4‘
* |t was a requirement that on inclusion they did 33% for the SenSura bag and 41% for vorygood rous T2
not suffer from bleeding or broken skin in the the reference bag (p=0.4).
peristomal area. Figure 4:
68% found hygiene of the SenSura outlet to be “good” or “very
good”, whereas the equivalent was 24% for the reference bag
(0<0.0001). The results are based on the following question:
CONCLUS|ONS “What is your assessment of the hygiene of the outlet”,

e |ndividuals with an ileostomy can expect greater sense of security with SenSura. The experience of
greater security with SenSura could be associated with the decreased erosion and improved tack
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