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A NONSURGJCAL URETHRAL SUPPORT DEVICE 

I rn!& FOR CURE OF S'IRESS AND MIXED 1NCONTlNENCE 
1 1 $ IJ I 1 

Ailcs 1-,c Study.-A new concept i n  r.rilnscrval.ive management. i n  stress ancl tr~ixed 
urinary incont  inencc i a described. T h i  8 i s  t.911 i n t r a v a q i n a l  campon l i k c  
rlcViCe. when i n  place, mimics t h e  s u r g i c a l  e f f e c t s  of subr~recl l ral  $ling G y  
. % p p r ~ t j n g  urethra and e i e v a t i n g  bladder ncck without u r e t h r d l  occll1~8ion. 
aims af pre sen t  S!-udy uere t o  dct-ermine safe ty  ancl e l f i c a c y  of r h i  s devize  :n 
?iabjrr.:rs ~ i t h  stress and mixcd incorrt . jrlence.D~vice is made of medical yraar? 
$- l - l tqrene  241-55, w i t h  n FDA Drug Haster File Nunlber of 7:130. 
Marh3ds. A L v t a l  of 29 subjacLs were recruirnd betwcen March 1397 a n d  
f::)vcrnh=r 1998.A11 s c h j e ~ t ~  undecwer~r s t r i c c  i n c l u s ~ o n  ar.d exclusibn c r i t c w l a .  
A t ~ r c l i n c  Frequency volume c h r C ( F V C )  was comple~ed over 2 w e c k a .  lomcn brith 
1 - i ) ~  ;han ?WO Lc&hngas per week were noc inc luded .  Thr? nurber o t  uads per. d a y  
and nuinber of  vrycs pcr day on t V C  were recorded as o ~ ~ t c o n ~ e  measures. k 
l .  l - J  pad test was pertormed t o  confirm sr. least. 3mls i n  l 
ll:,r-c..Pati~nrS were offered enfvllmcnt if a diaq~osis of C;ST or M1 with 

imary sCress symptoms was reached. Diagnosis w a s  based OII h i  :;iury, 
c z m i  ?scion, urodynamics and presence of abdominal lerik poi nC pre s su re .  LJC!I 
s : ~ b  j sc t  rmderwerit a video cystourethrograin befor a d  f 0 1  l owir~q in$er  ion n f 
t t : e  rlaa cce t o  exclude outflow obstr i lc t  ion, and colifinn ure th ra?  s u p p o r t  arlr! 
:m:insr~ce. Dcvice came i n  3 size..; brtd most of the subjeccv w e r e  C i t t c d  w i  01 
i-lcaim s i z e  device. SUbjecLs were reviewed on a weckly b a s i s  fnr r h c  f; r s t  
fcic.: weck~. They were asked CO keep a bladder diary, any s i d e  -eTft?ct,*, 
u c i d i n g  d i f f i c u l t y ,  pa in  o r  d i s cha rge .  On fl T t h  v i s i t .  each subject W.>:? 

rra 1i:ated in orde r  to document chc e f t a d -  of the  d sv i cc  on  u r e th r a l  a n 3  
r?l+ddex func t ion  and incont inence  sevcri ty. n f t ~ r  cornplotion of t h c  ; : l i t i a l  
!:hare t h e  r u b j e c t s  were enrol l e d  in long l.erm cxrnnsicm of t.h- 3 t ~ l d y .  
P.c:?:l;tS. -- Uf t o t a l  29  s u h j e c l . ~  e n r o l l e d  i n  t h e  s tudy  t h e r e  were  s i x  dri+ out.:; 

f o r  various reasvlis. In 3.3 women who continued For 9 mcnr.h:3, median rlr:mber af 
1 ~ - k - u l d a y  & r : l  ined from 4 - 5  t o  less t han  1.0. Median pad test loss Le11 f ron~  
' ? 7 ~ 1 s  t o  3 m l  c. C y s t o m e L r - y  showed ..r modcst reduc t ion  i r ~  de t ru so r  i r lutabi l  i r y, 
h~l .k i  no n v  idence a i  outflow obctructiun. V i d a o  cystoy r ,.+III con f i rmed 
s:ab~-iza! ion  and jupport af hypermobi 1 e  ure thrd  d11d elcvaKion of bladder 
cc:K. A voiding cystogrvn confirmed absc r~ce  vf urethral compression and 
norm-1 voiding. Succcsn was de f ined  when device f i r ted ccomfortahl y and 
!<vbject was completely dry or had both,  a 70% improvement I n  leaks per day 
r n i  a 70% improvement i n  pad testing. An overal l  success rate uf 8!15 
demcrlrtratcd with 1 9 / 2 3  LvLally dry a t  4 w e c k s  and end of 9 months. 
c:v-~clasion> - - T l L v  ncw ureLhra1 support  dcvl ce a c t s  by support and e 1 ~ ~ r . i r . i  oi: 
of  n>perntob;lt! ure th ra  i11 a  rar-ropubic position, i n  3 s l rn i la r  fdshior.  as s u b  
8 ~ r . a t h r 3 1  :.l ivy  vr burch colposusper~uion.  This devicn apyears t.0 be a s a f e  and 
c.  r ' r . : f : i v c  prndi ctor oi surgical  ::rrc:ccss and w i l l  appc.21 to subjaclv who h; at1 
:G [J-rer sargery, or in cases w ~ t h  klirre surgery had been of l i t t l e  he lp .  
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urethral compressionpresence of aormal voiding. Success was 
defined when d e v i c e  fitted comfortably and subject uas completely 
dry or had both, a 70% Improvement in lcaks per dayand R 70% 
improvement in pad testing. An overal.1 success r e t c  of 85% demo- 
nstrated with 19/23 totally dry at four weeks as well a s  end ol 
n i n e  months. 
Conclusio~s.This n e w  urethral support device acts b y  s u p p o r ~  and 
elevation of hypermobile urethra in a retropubic position. in a 
similar fashion to suburethral sling or Burch colposuspension. 
The d e v i c e  aypears to be o safe andeffective predictor of surgi- 
cal success and will appeal to subjects who wish to defer surgery 
or can be either a long term or short term cure for subject9 
i n  whim previous surgical results had been less t h a n  eatisfactory 




