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Double-blind, randomized, controlled trial of three chlorhexidine gluconate/ethanol
preparations as skin antiseptics.

Erisa Sugawara*'?, Hiroyoshi Kobayashi*!, Takashi Okubo*!

*1 Division of Infection Prevention and Control Postgraduate School of Healthcare Tokyo Healthcare University

*2 Japanese Red Cross Medical Center

OBJECTIVE: To compare three chlorhexidine gluconate /
ethanol preparations as skin antiseptics.

DESIGN: Double-blind, randomized, controlled trial.
METHODS: Three kinds of chlorhexidine gluconate/ethanol
preparations: 0.5 w/v % chlorhexidine gluconate/ethanol-hand
hand rubbing (0.5%CE), %
gluconate/ethanol-hand rubbing (0.2%CE), and 0.5 w/v %

02 wiv chlorhexidine
chlorhexidine gluconate/ethanol-skin antiseptic (0.5%C) were
compared. The preparations were given to 44 volunteers on
six successive days. During the experimental study period,
self-assessment and observer’s objective evaluation of skin
using a six-item scale (1-5 points per each item) were
conducted before and after the use of each preparation.
Student’s t-test test was used to assess risk factors for skin
changes. Non-inferiority test by JMP6 was performed for
self-assessment of risk factors for skin damage.

RESULTS: No significant differences in amount of antiseptic

used or antisepsis time were observed (¢ test, P>.05). No
significant differences in mean scores before and after
antisepsis were observed for

each preparation by

self-assessment or objective evaluation (t-test, P>.05).
However, when the mean scores before and after antisepsis
were compared between preparations, antisepsis with 0.5%CE
had a tendency toward an excellent skin state compared to the
other two preparations. Non-inferiority of this preparation was
verified by comparing to the self-assessment results for
0.5%CE and 0.2%CE (non-inferior limit threshold, 1), which
revealed a significant difference (P=.0083).
CONCLUSIONS: Results of the non-inferiority test for
0.5%CE and 0.2%CE revealed that 0.5%CE is not inferior to
0.2%CE. Therefore, 0.5%CE is safe and effective preparation
for surgical hand hygiene.

Keywords: self-assessment and observer’s objective evaluation,

scale evaluation, chlorhexidine gluconate



