
-- 

A U ~ ~ O ~ S )  John Bidmead, Gunnar Lose, Hans Thyssen, Peter Dwyer, Karl 
Moller Bek, Linda Cardozo 
Inst~tut~on, at), countq Glostrup Hospital and Skejby Hospital, Denmark, Kings College 

I Hospital, UK, Royal Women's ~ o ~ ~ i t a 1 , ~ ~ u s t r a l i a  
T~tle (bpe in CAPITAL LETTERS, leaxe one blank- line before the test) 

A NEW INTRAVAGINAL DEVICE FOR STRESS INCONTINENCE IN WOMEN. 

Aim 
The study aimed to compare the ease of use, acceptability and efficacy of two 

mtravagmal devices in urmary stress incontinence A currently marketed device Conveen 
Continence Guard CCGl (Coloplast N S ,  Copenhagen), was compared to a new version, the 
Contrelle Continence Tampon (CCG2) which was designed to be easler for women to use 
Methods 

The study was a multl-centre prospect~ve, randomised crossover study carried out 
in centres in Denmark, Australia and the UK 

Women with the prevailing symptom of stress incontmence were recru~ted Those with 

mainly irritative symptoms, significant urogenital prolapse, vagmtis or untreated urinary tract 
infection were excluded 
Gynaecological examination, vaginal swabs and urine culture were performed at each v~sit. Free 
flow rate and measurement of post micturition residual were recorded Women also completed 
two 24hr pad weighing tests and a frequency volume chart 
Each device was available in three sizes, women assessed which sulted them best and were given 
a five week supply of this size Each devices was worn for up to 16 hours a day The dev~ces 
were used daily and towards the end of the five week period the clinical assessment was 
repeated Women then crossed mto the other arm of the study and repeated the process with the 
other device 
Results. 

A total of sixty one women were recruited mto the study Th~rty eight (62%)of 
these women successfully completed the study 23 (37%) wlthdrew before completion. The 
results from those women completing the study were analysed. 
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At the time of recnutment 78% of women reported leakage of urine on a daily basis and 18.4% 

reported leakage several t~mes a week The remaining woman reported leakage during exercise. 

Prior to usmg the dev~ces 24hr pad tests showed a medtan loss of 7O.5g a day (range from 18 to 

The pad we~ghlng tests ind~cate that both devices reduced urinary leakage, the CCG2 
was, however, reduced median urine loss significantly more than the CCGl. 

Frequency of m~ctur~t~on,  flow rates and urmary res~dual volumes were not 
s~gn~ficantly affected nor was there any s~gnificant incidence of urine or vaginal infection with 

e~ther device The incidence of vaginal irritation was extremely low. Women found both devices 
equally easy to preare and use although the CCG2 was easler to insert,(p=O 15 Wilcoxon paired 
test) Both devices were used by women for a median 12 5 hours a day and were equally stable 
during activity once in place 

94% of the women in the study w~shed to continue to use one or other of the devices, 

73% preferrmg the CCG2 over the CCGl 
Conclusions 

The relat~vely h~gh  drop-out rate in this study amongst women who found the deuces 
uncomfortable or ineffect~ve demonstrates that mtravaginal dev~ces w l l  not be su~table for all 
women Nevertheless, of women who completing the study the high proportion who wished to 
continue to use the dev~ces demonstrates that they are a valuable treatment option for stress 
mcontinence for a sign~ficant number of women. They can enable women to resume normal 

activity and exercise and prevent or reduce the need for mcontinence pads 
Intravaginal devices such as these have been previously shown to be both safe and 

effect~ve for long term use ' In this study both devices were effect~ve but the new version of the 
dev~ce appears to offer improved efficacy and greater ease of use and patient acceptability. Thls 
study IS cont~nu~ng In order to assess the acceptab~lity and efficacy of these devices In larger 
numbers of women and over longer term use. 

208g). Pad weight tests when using the two dev~ces are shown In the table 
Pad test losses. 

This study was supported by Coloplast MS Copenhagen 

Without dev~ce 
With CCG l 
W ~ t h  CCG2 

CCG l com~ared toCCG2 

1 Thyssen H Lose G Acta Obstet Gynecol Scand 1996; 7 5  170-173. 

2 Thyssen H Lose G Int urogynecol J 1997, 8: 130-133. 

Median Pad 
Weight (g) 

70.5 
17.5 

9 

Significance 
(Wilcoxon) 

0 0001 
0.0001 
0.025 




