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Aim:

Overview
To assess the rate of sharps injuries and other significant 
problems arising from the use of the hidden, auto- 
retractable needle safety feature built into the Spring 
Universal Infusion Set during simulated use.

Primary Endpoint
The Observed Failure Rate which is defined as the number 
of needlestick injuries, or  other significant problems 
arising from use of this safety feature that may lead to an 
injury, out of 500 simulated tests.

Evaluator Characteristics:

Background:
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Discussion:

Since use of infusion sets for the subcutaneous infusion of 
medicines has become more popular during the last 15 years 
due to the increased use of insulin pump therapy, the 
importance of using an infusion set that always gives quality 
performance is vital not only to the user but to his health care 
team as well. 

Quality of performance means accurate and failsafe delivery 
of the specified medicine in all and varied life situations.  

Use of an automatic, retractable, and completely hidden 
needle has the advantage of affording complete confidence 
to the user regarding continuous delivery of medicine as well 
as the added psychological advantage gained by not seeing 
the needle at any time during the insertion procedure.

Sharps injuries while inserting infusion sets used for subcutaneous delivery of medicines are not an 
uncommon occurrence.  Most of the infusion sets currently on the market have no specific safety feature 
that assures no sharps injury during needle/cannula insertion.

The Spring UniversalTM is a sterile infusion set for subcutaneous administration of insulin and other medicine. 
It utilizes an automated, completely hidden, retractable needle.

Method: 

Overview
Eight subjects treated with insulin pump therapy and two 
Certified Diabetes Educators were each required to test 
the Spring Universal Infusion Set 50 times by inserting the 
needle/cannula into an orange during various situations, 
i.e. gloved, wet hands, one-handed, and normal insertion.  

Two observers noted any problems during the procedure.  
The subjects filled out detailed questionnaires describing 
their experiences.

Use of an automatic, hidden, auto-retractable needle in an infusion set such as 
Spring Universal used for subcutaneous administration of medicine provides the user 
with enhanced safety, confidence, and psychological well-being.

Results: 
 
In 500 tests performed, no needlestick injury or any other 
significant problems with the device that might have led to an 
injury were observed.  The Success Rate for testing of 500 
devices under varied conditions was 100%.

Conclusion:

• All subjects were recruited by a nurse practitioner, met the exclusion/inclusion criteria and signed the informed consent form. 
• All subjects understood the study procedure and were able to read the instructions for use of the Spring-Set Universal infusion set. 
• None of the subjects had financial conflicts of interest.
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Mean age 36.7 ± 15.9 years
Mean age at diagnosis of diabetes 10.8 ± 5.0 years
Mean duration of diabetes 
among subjects 20.9 ± 12.2 years


