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INTRODUCTION

Gingivitis is an inflammatory disease of gums leading to gingival bleeding and ultimately to periodontitis and tooth
loss. Electrical toothbrushes have been shown to effectively control dental plaque, leading to improved oral health
short- and long-term. This clinical study evaluated the effect of a novel smart-connected oscillating-rotating electric
toothbrush with a sensitive brush head on reduction of signs of gingivitis over a 12-week period.

This was a 12-week, single-center, examiner-blind, 2-treatment, parallel
group, randomized controlled trial. 100 subjects with evidence of
gingivitis (>20 Bleeding Sites) and plaque were enrolled and randomized
to either the Oral-B iO oscillating-rotating smart-connected electric
rechargeable toothbrush (ERT) with micro-vibrations and Gentle Care
brush head (M7/OR017) or a soft manual toothbrush (MAN, Oral-B
Indicator) balancing for baseline gingivitis and plaque scores, baseline
number of bleeding sites and tobacco use. Subjects brushed with their
assigned toothbrush and a standard sodium fluoride dentifrice (Crest
Cavity Protection) twice daily for the 12-week study duration. Gingivitis
was assessed at Baseline, Week 1 and Week 12 using the Modified
Gingival Index (MGI) and Gingival Bleeding Index (GBI). Oral Soft Tissue
examinations were also conducted at Baseline, Week-1 and Week-12.

Statistical analyses were carried out using an analysis of covariance,
treatment comparisons were two-sided tests at the 5% significance
level.

All 100 subjects completed the study. Subjects had a mean age of 49.1
years; 72% were females. Dental plaque and gingival health benefits
manifested already after 1 week of product use and persisted through
Week-12. Gingival health improvements of the ERT versus the MAN
control were statistically significant on all endpoints at all times (MGI,
GBI, #bleeding sites; p< 0.001). Specifically, for MGI the relative
difference at 1-week was 130%, which increased to 169% by Week 12
(Fig. 2 MGI as example). For GBI and Bleeding sites values were 228%
and 221% at Week-1 and 186% and 216% at Week-12, respectively.
At Week-12, 46 (92%) of subjects using ERT were categorized as
“Generally Healthy” (<10% bleeding sites) according to the new
periodontal classifications compared to 12 (24%) of subjects in the
MAN control group (p<0.001, Fig. 3). This resulted in an Odds Ratio of
36.4 x in favor of ERT at Week-12 following a by-subject analysis.
ERT also provided statistically significantly greater plaque reductions in
the whole mouth, in the interproximal region and along the gumline
compared to MAN starting from Day 1 and continuing through Weeks 1
and 12, respectively (see Poster #1684).

The novel oscillating-rotating power toothbrush with micro-vibrations and a sensitive brush head provided
statistically significantly greater gingivitis reductions than a manual control toothbrush over 12 weeks.
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Fig. 4: Number of Bleeding Sites by Subject and Transition to Health

(<10% as indicated by green horizontal line).

Fig. 3: MGI results at Week-1 and Week-12, respectively showing

significant benefits in favor of ERT.

Fig. 1: Study flow.

Fig. 2: Electric Toothbrush (ERT), regular manual toothbrush

Control (MAN), standard fluoridated toothpaste (C).
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