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Flawsin the Study:

A

Data reporting and surveillance of the CRBSI's wasconsistent
throughout the study period“Initially surveillance was conducted
every third month; in May 2005, continuous suregifie was
instituted.” This change in surveillance began shortly dfter
institution of the positive pressure luer activatiedice. The chart
in Figure 1 represents a monthly BSI rate of 10@Deter days
which for the baseline period must be a disaggregalf
previously reported quarterly data. Comparingialanonthly data
to disaggregated quarterly data may limit the valuthe
comparison.

The positive pressure luer activated device wasisetl according
to the manufacturers’ instructions for use. Thegteports
routinely changing this device at 7-day intervalse
manufacturers’ instructions for this particular @evsuggest
changing the device based on number of accesséisenotimber of
days it has been used. As such, the positive meetiser activated
device may have been in use longer than recommeiitied
Discussion section of this study discusses theasad risk of
infection when the connectors are changed lessidraty than
recommended.

The 6 month period following the discontinuatiortieé positive
pressure luer activated device omits the first tmemths of CRBSI
data due to a “transitional period”; yet there wasan equal
“transitional period” between the baseline periad the onset of
data collection with the positive pressure device.

Figure 1 Chart B has only two data points represkit the
baseline data guestioning the significance of #mepe size used to
determine the baseline rate for this group of iilgmathursing units.
The study involved multiple patients from cooperattare (units
where a patient and care partner are housed tagetadome like
setting) adding a high level of variability to teidy groups related
catheter maintenance and care. The study doeomohent on the
homogeneity of the patient populations betweenystudups.

This reference points out that there was no subiatalifference in
the proportional of polymicrobic bloodstream infeos during the
observation periods. This finding is different fréne other
references that have implicated mechanical valeesothstrating
their may have been other factors contributindieBSI increases
in the other studies.

Samples obtained from 9 of the 37 positive disptaarg luer
activated connector’s yielded positive results wbeftured. All
positive samples yielded typical skin flora underlg that proper
disinfection of the positive displacement connedidrnot take
place.

The study also reports that in one of the cultw@thectors the
“broth was bloody after being flushed through tlmgector
valve.” Once again this demonstrates that the produchegissed
appropriately. If properly flushed or changes affteod draw there
would not have been blood in the connector. Theufsaturer of
the positive pressure luer activated device usdhisnstudy
recommends: Replace every 72 hours or 100 acthatidichever
occurs first. For infusions of blood, blood produot lipid
emulsions replace every 24 hours.

What was studied/reported:

1.

Rupp et al. reported an increase in BSI rate wighsitive pressure
luer activated valve when compared to a split seplevice.
“Surveillance for primary bloodstream infection wesnducted using
standard methods throughout the hospital. Blodtloe
contamination rates were monitored. Cultures weegformed using
samples obtained from intravascular catheter cotorecalves.”

Conclusions:

2.

Connector s Studied:

“A significant association between primary bloo@stm infection and
a needleless connector valve was observed. Enaifuaf needleless
connector valves should include a thorough asseasisaiénfection
rates in prospective randomized trials prior toithiatroduction into
the market

Interlink (Before) to Smartsite Plus (After)

Limitationsto Study:

3.

“Limitations of this study must also be emphagizérirst, this was
not a prospective, randomized trial. These da&aratrospective,
observational and uncontrolled. In addition, aeport details
experience at a single institution.”

Product deficitsidentified by Author:

4.

“We believe that the design of the connector vatt®duced in our
hospital in March 2005 may have promoted microb@itamination
and colonization. Upon close inspection of the @abne can observe
a shallow depression and a rim between the diapmragd the plastic
housing. It is possible that microbes and debrisld@@ollect in this
area, which would be relatively resistant to cldagsor disinfection.
The internal mechanism of the valve contains mopargs which
introduces irregularities in the fluid flow and mpyomote stagnation
and create potential reservoirs for microbial gréwAlso, the plastic
housing is opaque, which prohibits visual inspettid the connector
valve. Therefore, it is possible that blood or sifuin products could
collect within the valve and because of its opacgaterre, go
unnoticed by healthcare workers.”
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