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Sm artSite®  valve 

com pat ibilit y with m ale luer 

FAQs  
 

 

The Sm artSite needle- free system , a luer act ivated device (LAD) , conform s to all I nternat ional 

Organizat ion for Standardizat ion ( I SO)  standards, specifically ISO594 specificat ions for luer 

connectors. I ncom pat ibilit ies exist  when the luer connector of an I V set , stopcock or other 

device does not  allow the valve to open and fluid to flow properly. 

 

1 . I s t h er e a  p ossib i l i t y  o f  p r od u ct  in com p at ib i l i t y  w i t h  som e st op cock s o r  o t h er  

m ale lu er s? 

I SO standards do not  address all of the character ist ics that  m ight  affect  com pat ibilit y 

between all m anufacturers' valves and possible com binat ions of luers.  Sm artSite 

needle- free valves perform  properly with luers m anufactured with a wide, sm ooth 

edge surface which will fully engage the device. I nternal laboratory test ing revealed 

potent ial incom pat ibilit y of Sm artSite valves used with sharp t ip m ale luers, thin 

walled m ale luers, or luers without  a wide, sm ooth edge surface. 

2 . How  d oes t h e Sm ar t Si t e  v a lv e in t er act  w i t h  a  m ale lu er  an d  w h at  i s t h e 

r eason  f o r  a  p o t en t ia l  in com p at ib i l i t y ? 

Most  syr inges and other m ale luers work very well with the Sm artSite valve. We do 

not  ant icipate incom pat ibilit y with m ale luers that  m eet  I SO 594 specificat ions for luer 

connectors.  However, in the m anufactur ing process, there m ay be a sharp r idge of 

residual plast ic ( “ flash” )  that  form s a thin edge on the t ip of the m ale luer. This m ay 

occasionally cause Sm artSite valve inact ivat ion. 

The design of the Sm artSite valve helps keep the valve closed and resistant  to 

leakage.  However, the piston is soft  silicone rubber and any sharp edge can dig into 

the top of the piston and prevent  it  from  sliding against  the t ip of the luer.  This sliding 

is the m echanism  by which the valve opens. I f the sliding is prevented, the valve will 

open only slight ly or not  at  all. 

3 . W h at  ar e com m on  cau ses o f  p o t en t ia l  in com p at ib i l i t y  w i t h  t h e Sm ar t Si t e  

v a lv e an d  h ow  d oes Car eFu sion  add r ess t h ose in com p at ib i l i t i es? 

Potent ial product  incom pat ibilit y can be caused by factors such as the m anufactur ing 

process on m ale luers ( flash on m ale luer t ip) , user technique, non- I SO 594 m ale luer 

configurat ions, am ong others:  

•  Pre- filled syr inges with flash on m ale luer t ips 
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•  Vacutainer system s for blood draws with excessive flash or sharp t ip designs on m ale              

luer t ip 

•  Male luers on stopcock that  have excessive flash or sharp t ip designs on luer t ip 

•  Male luers on I V sets with excessive flash or sharp t ip designs on m ale luer t ip 

•  Male luer configurat ions that  do not  m eet  internat ional standards ( I SO 594)  

I n m ost  cases, these are isolated incidences.  While the above situat ions have been 

reported, we m ay becom e aware of potent ial situat ions in the future due to vendors 

m aking a change in their  m anufactur ing process. When possible, CareFusion has 

looked for opportunit ies to partner with other m anufacturers to im prove product  

com pat ibilit y, or correct  known incom pat ibilit y between our connect ions, and will 

cont inue to do so in the future. 

4 . W h o can  assist  m e in  id en t i f y in g  p o t en t ia l  com p at ib i l i t y  i ssu es w i t h  t h e 

Sm ar t Si t e  v a lv e an d  o t h er  m an u f act u r er s'  st op cock s an d  m ale lu er s? 

•  As always, CareFusion is com m it ted to pat ient  safety. I t  is im portant  for our 

custom ers to ident ify specific product  incom pat ibility pr ior to the im plem entat ion of a 

new product , as well as products which m ay current ly be in use.   

•  Your local CareFusion Sales Representat ive would be pleased to assist  you in 

ident ifying product  com pat ibilit y with the Sm artSite valves. 

•  The Custom er Advocacy Departm ent  can coordinate evaluat ion of com pat ibilit y 

quest ions for your facilit y and can be reached at  888.812.3266. 
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