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Needle dislodgement

I a real safety problem

In the US alone, more than;
I 2 patients die due to VND every week
I 2 patients are seriously injured every day due to VND
I 200 needles are dislodged every day

RPA estimates that 1 in 720 hemodialysis treatments performed in the US has a VND*
Haemodialysis nurses tells that they believe dislodgement related incidents are often not reported?

It is estimated that 136 patients die annually, in the US alone, due to venous needle dislodgement?!
VA clinics reports that 1 of 62500 treatments result in a serious bleeding and in worst case death 3
After a VND, the patient has a higher risk of mortality, due to infections®

Sandroni S. Catastrophic Hemorrhage from Venous needle dislodgement during hemodialysis. Journal of the American Society of Nephrology, volume 19, November 2008
Ny teknik, issue 33, 15th August 2007

Patients Safety Advisory; Veteran Health Administration Warning System; Published by VA Central Office; October 21, 2008

Renal physicians association, US, patient survey 2007

Gambro, France



Venous Needle Dislodgement:

one of six main areas of patient safety concern

The Renal Physicians
Association and the Forum of
End Stage Renal Disease
Networks
Keeping Kidney Patients Safe.




NCPS/VA -Redsense Mandate

2010 -Action to Solve Problem

Patient Safety Alert

1th Administration Warnip

erans Heal 8 Syst

Netet™ o plished by VA Central Office” ~ '8
AL10-13 July 7, 2010
Item: Redsense® Dialysis Alarm for Patients Undergoing Needle

Specific Incident:

Access Procedures

VHA issued a Patient Safety Advisory, AD09-02, on October 21, 2008,
and a Patient Safety Alert, AL10-05, on February 3, 2010, that
addressed bleeding during dialysis. This Patient Safety Alert adds an
additional control measure aimed at the early detection of blood loss
due to venous needle dislodgement (VND) using the Redsense®
Alarm. The prior documents are available at the NCPS website,
www.patientsafety.gov.

The Redsense® alarm (www.redsensemedical.com) is an FDA
approved device for the early detection of venous needle
disconnections. Usability issues initially noted with this device by
NCPS in 2008 have been resolved with manufacturer redesign.




A false sense of security

A Un dfavorable circumstances, the venous pressure
will drop when a leak in the system occurs. The monitor

will not alarm - - - (if) the venous pressure alarm limitis
not properly set - - - and even with properly set alarm
limits, the monitor may not al ar mo
(From ANeglected Safety Aspects in Hemodialysis Mac

H-D Polaschegg, PhD, Hemodialys Horizons 2006.)



Blood loss reulting fromVNDa serious event

NBlood loss resulting from disconnection of the venous needle during
hemodialysis is a potentially serious event.

Redsense has developed an ingenious device to provide prompt warning
when this adverse event occurso

Dr. Christopher R. Blagg, Professor Emeritus of Medicine,
University of Washington



Intended use Clinic -US

The Redsense device is intended to monitor for potential

blood loss from the hemodialysis access site in hemodialysis 8 weosense
Patients undergoing continuous hemodialysis treatment up to ﬁ T
8 hours in the clinical setting. ﬁ

The device includes a blood sensor incorporated into an
Adhesive sensor patch. The sensor monitors potential blood
leakage from the venous needle puncture site via an infrared light
and will alarm if blood leakage is detected via absorption onto
the device's sensor.




Intended use Home/Self use

The Redsense device is intended to monitor for potential
blood loss from the hemodialysis access site in P
hemodialysis patients undergoing hemodialysis treatment up ﬁ
to 5 hours at home or in the clinical setting. ¢

The device includes a blood sensor incorporated into an
adhesive dressing. The sensor monitors potential blood
leakage from the needle puncture via an infrared light and
will alarm if needle dislodgement or blood leakage is
detected.

Al'l use must be administrated USS A 1ic
prescription, and must be observed by a trained and —

gualified person considered to be competent in the use of

this device by the prescribing physician.




Warnings and Precautions

A Read and follow all instructions for use carefully.

A Redsense must be used only for its intended purpose and in
accordance with the instructions for use. All other use Is not
allowed.

A The device should not be relied upon as the sole monitor for
blood loss/needle disconnection at the vascular access site.

A The device must only be attached to the patient as shown in
Instruction for use and the user manual.



The Redsense Device

Sterile Sensor Patch Reusable Alarm Unit

Medicare code:
A4913 (Sensor Patch) E1699 (Alarm Unit)



How It works

6 REDSENSE
The Alarm Unit sends infrared light through the medical
optical fiber, to the tip of the sensor and back again.

The sensor patch is placed directly over the puncture

hole where the venous needle returns purified blood

to the patient from the dialysis machine.

The Alarm Unit measures the returning level of
infrared light. If the level of light is suddenly
reduced, the Alarm Unit sounds the alarm
immediately.

Redsense will alarm on contact with blood onto
the fiber optic bend at the tip of the sensor.
®

Plastic foil

@ _______ Infrared light leaks from the fiber bend.
The leakage of light increases if blood
comes into contact with the fiber bend.
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la. Fasten the alarm unit with the clip




1b. Fasten the alarm unit with the clip
- placement of the alarm unit
-velcro strip can be used to hold the alarm unit
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2. Remove the sensor patch from its pack




3. Insert needles and completely clean the
area around the needle before placing
the sensor patch




4. Attach sensor patch
- place the sensor patch with the tip of the sensor over
puncture hole.
-don't cover the wings of the needle




5a. Secure the needle
- using dressing according to your clinical procedure




5b. Secure the needle
- tape may be used over the sensor patch




6. Connect sensor patch to the alarm unit
- only hold on to the transparent part of the connector




/. Secure sensor cable
- loop the sensor cable and tape down the loop
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8a . Turn on the Alarm unit

- press the on/off button, verify alarm
sound and LED ’s

Verify

Alarm Sound

and

LED s




8b . Turn on the Alarm unit
- press again on/off button, to start
self -check & monitoring

Press again a second
time on the on/off button

Self-check

Monitoring

@ REDSENSE




o
=
S
O
=
c
O
=




What do the LED s on the display indicate?




