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Objectives

» The viewer will have an understanding of methodology
used for this retrospective observational study.

» The viewer will become familiar with the study’s results
and interpretation of its statistical analysis.

» The viewer will have an understanding of study outcomes
related to healthcare outcomes and further research.



Introduction

» Can a securement device provide a lower risk of CLABSI?

» What do we know?
» What we need to know?

» How do we get there?










Method

» Reviewed all PICCs placed at UAMS from 2015-2018 in 2
different departments (7779 cases)

» R/0 any insertion related concerns
» Deep dive on all reported PICC CLABSI (47 cases)










» CER (Comparative Effective Research)
» Results
» Analysis

» Interpretation




CER (Comparative Effective Research)

» Helps to inform health-care decisions by providing
evidence on the effectiveness, benefits, and harms of
different treatment options

» Vascular access has considerable room for securement
studies




Results

» Primary study endpoint
» Device applied
» Incidence
» Volume (VAT & IR) 7779 PICCS
» Incidence (47 PICC specific CLABSI)




Data

» Validity
» EMR capturing intended data
» Reliability

» Manual chart review comparison




Data

2015 1827 87.04 272 12.96

» Collection tools
» Type
» Distribution

» Similar groups?

2016 1795 89.30 215 10.70

2017 1688 89.26 203 10.74

1631 91.68 148 8.32

» Sample

» Univariate/Multivariate?



Results
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Results

» Expected population findings
» No outliers noted
» No noticeable difference
»Cancer, Lateral placement, ...
» Noted: Minimal triples
» Supporting advanced practice team model




Results

» Confounding variables r/o: placement, etc.
» Retrospective...Narrow inclusionary parameters?

» Incidence(s)
» AESD, 1.79%
» SESD, 0.46%




Analysis

» Level 1, no inference

» Non-parametric, data types, ...
» Descriptive Statistics

» Frequencies

» Relative Risk Ratio

» Percent Relative Effect




Analysis - Interpretation

» Descriptive Statistics
» Relative Risk Ratio

» Those with an AESD had
3.88 times the risk for a
CLABSI than those with a
SESD

» Percent Relative Effect

» Those who had an AESD
had a 288% increase in
risk of CLABSI compared
to those who had an SESD
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Analysis - Interpretation

» Relative Risk Reduction
» Math ...

RELATIVE RISK REDUCTION
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Ultimate Question

» The ultimate question we are all trying to answer in
device selection decisions...

» Will patients do better if you change your practice?

SESD AESD
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Early Research

» Egan et al (2013) published the first post-market study on
SecurAcath, using 5 Fr. PICCs (performed Aug-Dec 2010).

» A multicenter, prospective study designed to monitor the safety
and performance of the SecurAcath device.

» 68 adult patients at 3 different institutions were enrolled.
PICCs were placed in both outpatients and inpatients, including
areas such as critical care and medical/ surgical units, home
care, and extended care facilities.

» 91.2% of the patients completed therapy without a securement-
related device malfunction or device-related adverse event.

» OUTCOME: The SecurAcath device represented a novel, safe,
and effective method for catheter securement.




Early Research

» Cordovani and Cooper (2013) performed a multicenter,
prospective study to evaluate the effectiveness of securement
on 7Fr. CICCs

» 74 patients enrolled and the primary outcome, successful
securement, was achieved in 97%. Two patients experienced
catheter dislodgement, attributed to improper coupling of the
two device components. These were identified within 24hr of
catheter placement.

» OUTCOME: Safe and reliable securement of the CVC in the
internal jugular vein, and it is easy to learn how to use the
device. Study too small to determine infection reduction claim.



Early Research

» Hughes (2014) performed an evaluation of 31 patients with
SecurcAath to secure PICCs and found only one case of
insignificant catheter migration.

» The SecurAcath device proved successful in preventing PICC-
related migration.

» Overall patient satisfaction was high.

» Infection rates initially high, resultant of unfamiliarity of
device. Was successfully resolved after additional clinician
training.

» The introduction of the SecurAcath device has led to a
significant overall cost saving.




Recent Research

» Zerla et al (2017) dperformed a single center, prospective
observatlonal study on safety, effectiveness and cost
effectiveness of SecurAcath for securement of PICCs in 30 adult
cancer patients with treatment expected to be >60 days.

» During 4963 catheter days/709 dressing changes, there were no
PICC dislodgements.

» A lower incidence of complications if compared to traditional
securement devices.

» Insertion, management and removal of SecurAcath were not
associated with an increased pain.

» Provided very cost effective and clinical benefits for medium to
long dwelling PICCs.



Recent Research

v

Goossens et al (2018) performed first randomized trial against
StatLock with PICCs.

105 patients enrolled - (StatLock, n=53; SecurAcath, n=52).

StatLock required weekly changes - SecurAcath remained for
the duration of dwell.

Median time differences for dressing change for SecurAcath was
reduced with 41% compared to StatLock (p<.0001), pain at
insertion/removal (p<.02/p<.001), migration, dlSlO gement and
CRBSI showed minimal statistical differences.

OUTCOME: Saves time during dressing change compared with
StatLock. Training on correct placement and removal of
SecurAcath is critical to minimize pain and is user friendly.




Recent Research

» McParlan et al (2020) reported a cross-sectional and health-
economic comparison of adhesive and subcutaneous engineered
stabilization devices, highlighting significant clinical and
financial benefits.

» The use of subcutaneous devices provided reduced risks for
PICCs in terms of dislodgement, migration or malposition,
alleviating the potential risks to develop catheter-related
thrombosis and device-related infection.

» The cost savings per patient amounted to £74
(€81.92/US593.41) when averaging total material costs across
all patients due to variability of therapy and overall dwell
times.



Recent Research

» Fitzsimmons et al (2020) collected data on 52 consecutive pediatric
patients, who required PICCs and non-cuffed tunneled CICCs.

» There was a reduction in securement failure from 2.58/1000 catheter
days using historical data to 2.01/1000 catheter days.

» Rodriguez Perez et al (2020) reported 3 case reports with the use of
SecurAcath to secure neonatal chest drains.

» It was not associated to any undesired effect: no sign of pain and/or
discomfort and no skin inflammation. The device proved to be
comfortable and harmless, even in fragile patients as neonates, including
the frailest ones, the premature.

» This is the first report describing the use of such a device for this
purpose.




Implications

» Additional prospective research is still heeded to assess the direct
impact of subcutaneous devices on PICC-associated infection, device
occlusion and catheter-related thrombotic complications.

» There is growing evidence for the use of SecurAcath with other

invasive devices, such as drains and chest tubes, across various
patient populations.

» Although the guality of evidence is generally low, based mainly on
non-controlled prospective studies, the use of a subcutaneous
securement device provides effective strategies in reducing
dislodgment and appear to be safe in all categories of patients, are
associated only with rare and negligible local adverse effects; cost-
effectiveness is been demonstrated—or highly likely—in specific
populations of patients with medium to long-term venous access
and/or are at high risk of dislodgment.



Conclusions

» Securacath provide safe, effective strategies to provide
securement for intravascular as well as other invasive devices,
such as chest drains.

» Patient experience and satisfaction are well received and have
very limited adverse effects.

» Several studies have shown reductions in infection and
thrombotic-related complications with the use of the device.

» Recommendations from professional organizations regarding the
use of subcutaneous securement, under various environmental
conditions.

» This study demonstrated significant impact on CLABSI when
compared to an adhesive securement device.
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