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INTRODUCTION
The effluent from an ileostomy is usually collected 
in a drainable ostomy bag and disposed of 
through an outlet as needed.  

Improvements of current bags are needed to 
minimise bag-related complications and improve 
the quality of life of individuals with stomas1. 

AIM 
To compare the performance of a new one-piece 
drainable ostomy bag, SenSura, with that of a 
well-established bag, focusing on minimising 
problems related to use of ostomy bags.

 
METHODS AND PARTICIPANTS 
Products
The test and reference bags were one-piece drainable 
ostomy bags with a hydrocolloid skin adhesive 
welded on to a pouch and provided with a filter. 
The test bag was the SenSura bag with a double-
layer adhesive and a so-called “Hide-away” outlet 
(Coloplast A/S, Humlebæk, Denmark), introduced in 
Europe in 2006, Figure 1. 
The reference bag was the Moderma Flex with 
Lock´n Roll outlet and a single-layer adhesive 
(Hollister Inc., Illinois, United States), introduced in 
Europe in 2002. 

Participants
27 men and 37 women (64 in total) participated. 
Their mean age was 53 years (in the range:  
21-84). 
They normally used a one-piece open ostomy 
bag and managed the bags themselves.
It was a requirement that on inclusion they did 
not suffer from bleeding or broken skin in the 
peristomal area. 
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Study design

RESULTS
79% preferred the SenSura bag to the 
reference bag, Figure 3. 

Key performance outcomes for the bags 
as a whole and for the outlet are shown 
in Table 1, Table 2 and Figure 4. For more 
details, please see 2.

The adhesive was very positively 
evaluated for the SenSura bag: 77% 
experienced little or no erosion  with the 
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  
(p<0.0001). There was no difference 
between the bags in flexibility and 
adhesion during use (p<0.3). 

The sense of security was significantly 
greater with the SenSura filter (80% 
of participants stated it was “good” or 
”very good”) than with the reference filter 
(70%), p<0.05.  

The percentage of participants who 
woke up at least once at the night due 
to ballooning while testing the bags was 
33% for the SenSura bag and 41% for 
the reference bag (p=0.4).  
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CONCLUSIONS

Individuals 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 

Ballooning at night was not solved with any of the stoma bags in the present study. A solution to this 
problem remains to be found.
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Figure 4: 
68% found hygiene of the SenSura outlet to be “good” or “very 
good”, whereas the equivalent was 24% for the reference bag 
(p<0.0001). The results are based on the following question: 
“What is your assessment of the hygiene of the outlet”.
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Figure 1: Open-ended ostomy bag. 
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 
applied on the peristomal skin to collect effluent from an ileostomy.
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Figure 2: Study design. The investigation was an open, 
randomised, comparative, crossover multi-centre study.  The 
Freiburger Ethical Committee in Germany approved the study. For 
a complete description please see reference 2.
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=> 53 participants 

Visit by a stoma care nurse: 
• Peristomal skin evaluation 
• Baseline questionnaire 
Participant: 
• Questionnaire 
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Table 2: 
Key performance outcomes for the SenSura and reference outlet, 
in addition to Figure 4. Handling, security, cleaning and emptying 
of the outlet was rated significantly higher for the SenSura bag, 
p<0.0005, ordinal logistic regression.

Parameter Reply Reference3 

% of  participants 
SenSura3 

% of  participants 

Security of outlet Good or 
Very good1 

51 92 

Handling of outlet Easy or 
Very easy2 

26 72 

Cleaning of outlet Easy or 
Very easy2

21 66 

Emptying through 
outlet 

Easy or 
Very easy2 

30 62 

 

1  1: Very poor, 2: Poor, 3: Reasonable, 4: Good, 5: Very good. 
2  1: Very difficult, 2: Difficult, 3: Reasonable, 4: Easy, 5: Very easy.  
3  significantly different , p<0.0005. 
 

Table 1: 
Key performance outcomes for the SenSura and reference bag 
as a whole. The outcomes are evaluated on a scale from 1 to 5. 

Parameter Reply Reference 

% of  
participants 

SenSura 

  % of 
participants

Overall 
evaluation 

Good/ 
Very good1

1

 
   34***    68*** 

Overall 
security 

Good/
Very good
Comfortable
Very comfort

32* 70*

Comfort    55***    87*** 

Discretion Good/
Very good1 

64 79* *

1    On the following scale: 1: Very poor, 2: Poor, 3: Reasonable, 4: Good, 5: Very good. 
2  On the following scale: 1:Very uncomfortable, 2: Uncomfortable, 3: Reasonable,  
   4: Comfortable, 5: Very comfortable. 
***: significantly different, p<0.0005; *: significantly different, p<0.05. 

2

Figure 3: 
Of the 56 participants responding to the question “Which of the 
two bags do you prefer?”, 79% preferred the SenSura bag and 
21% preferred the reference bag, (p<0.0001). 
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