
RESULTS 
Given the importance of in-use barrier protection, the ;n-use petiormance 

of the Universal 3G glove from Medline was measured against the FDA's out of 
the box AQL standard for pinholes in exam gloves (the FDA does not have an 
AQL standard for in-use performance). 

In all instances the Universal 3G performed better after use than the 
FDA's AQL standard for out of the box performance (see Table 1). Even after the 
most stressful procedures, the AQL after use for the Universal 3G was still below 
the FDA's out of the box AQL standard. 

Table 1. General frequencies and comparison of leaks by stress level 

Positive for 
Leaks 

Number % Number % 

Stress level* 
Control- no stress (1) 633 50 0 0.0% 
Blood draw (2) 137 10.8 1 0.7% 
Wound dressing (3) 141 11.1 1 0.7% 
Endotracheal suctioning (4) 144 11.4 3 2.1% 
Combined stresses (5) 210 16.6 3 1.4% 

Total Universal 3G (stressed) 632 nfa 

FDA AQL Standard (out of the box) 

No Leaks 

Number % 

633 0.0% 
136 99.3% 
140 99.3% 
141 97.9% 
207 98.6% 

624 98.7% 

(1 ) Control - Out of the box (4) High Stress 
(2) Low stress (5) Extreme Stress 
(3) Medium stress 

A total of 1265 third generation vinyl gloves were examined for water leaks 
in a lab simulated stress study. The gloves were either control product, tested out 
of the box (50%; N = 633) with no stress or exposed to one of four stress levels 
defined as; blood draw (10.8%; N =137), wound dressing (11.1 %; N =141), 
endotracheal suctioni ng (11 .4%; N =144), and combined stress (16. 6%; N = 
210). The data revealed that of the 1265 gloves tested only 8 gloves (0.6%) had 
leaked, all of them were from the stressed gloves category. 

DISCUSSION 
Even after completing the simulated range of stresses endured by exam gloves 
in the vast majority of procedures, the Universal 3G performed better than the 
FDA's AQL standard for out of the box performance for exam gloves. Leak rates 
for the Universal 3G gloves after undergoing testing for specific clinical 
procedures ranged from 0.7% (least stressful) to 2.1 % (most stressful). The FDA 
AQL allows a 4.0% (1 000) rate of failure for exam gloves that are tested out of 
the box. Therefore, HeWs can be assured that the Universal 3G exam glove 
provides acceptable barrier protection for clinical procedures. 
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