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An Investigation on Watertightness and Tensile
Strength of Surgical Rubber Gloves in Taiwan

KUAN LAO, YOU-NING HSU, WEI-LUN CHENG, SHOU-CHIEH HUANG,
YU-PEN CHEN, LIH-CHING CHIUEH AND DANIEL YANG-CHIH SHIH

Division of Research and Analysis, FDA

ABSTRACT

In order to ascertain the quality of marketed surgical rubber gloves, ten samples were collected
from medical supplies stores (9 samples of type 1 gloves, natural rubber latex; 1 sample of type 2
gloves, elastomeric materials) in Taiwan from April to November 2013. The tensile strength test and
watertightness test according to ISO 10282, ASTM D3577, EN 455 and “Guidance for testing of
powdered surgeon’s gloves in pre-clinical trials” announced by TFDA. The tensile strength test method
of ASTM D3577 was chosen after evaluation compared to ISO 10282 and EN 455. The results indicated
that all samples passed watertightness test. In tensile strength test, the range of median of tensile strength
results of the typel gloves were from 21 to 30 MPa, elongations were from 666 to 827 %, stress at 500
% elongation were from 2.8 to 9.7 MPa. The median of tensile strength of type 2 gloves was 19 MPa,
clongation is 832 %, and stress at 500 % clongation was 3.4 MPa. These results were provided to the

management as an administrative reference.

Key words: surgical rubber gloves, watertightness, tensile strength



