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Abstract 

CONCLUSIONS 
 

The research demonstrated a comparable extrinsic 

whitening efficacy of the SnF
2
 dentifrice relative to the 

positive control dentifrice. 

Objectives: To evaluate the extrinsic stain removal benefit of a 

novel 0.454% Stannous Fluoride (SnF
2
)/sodium 

hexametaphosphate dentifrice.  

Methods: This was a 6-week, parallel groups, double-blind, 

randomized and controlled clinical trial in which the SnF
2
 

dentifrice (Crest Pro-health Clinical Gum Protection®) was 

compared with a marketed positive control dentifrice (Colgate 

Total Plus Whitening®). A total of 59 healthy adults with visible 

natural stain of the facial surfaces on 4 of the 8 maxillary 

anterior teeth were enrolled into the study. Following baseline 

examination, subjects were randomly assigned to one of the 

two treatment groups based on baseline Lobene composite 

scores and gender. Subjects brushed twice daily, one minute 

each time, for 6 weeks. Clinical examinations including extrinsic 

stain evaluation and oral soft/hard tissue examination were 

conducted at BL, week 3 and 6. An experienced dental 

examiner using modified Lobene stain index evaluated extrinsic 

stain. The Baseline to post-treatment average change in stain 

score was tested using paired t-tests. Analysis of covariance 

(ANCOVA) with treatment as a factor and Baseline Lobene score 

as the covariate was used to assess treatment differences post-

treatment. All comparisons were two-sided using a 5% level of 

significance. 

Results: Of the 59 subjects who were enrolled in the study, 58 

completed the study. Both of the treatment groups provided 

statistically significant extrinsic stain removal at both Week 3 

and Week 6 relative to Baseline (p < 0.001). The percent of 

Lobene composite scores with a greater than 0.5 unit reduction 

from Baseline was 95% at Week 3 and 99% at Week 6 for the 

SnF2 dentifrice group. There was no statistically significant 

difference between the two treatment groups (p > 0.3). All test 

products were well tolerated.  

Study Design & Subject Participation 

This was a randomized, positive-controlled, parallel group, 

double-blind study with 2 treatment groups. Fifty-nine healthy 

adults were enrolled. Tooth surface stain was evaluated at the 

baseline visit and 3 and 6 weeks post-baseline using the Lobene 

Stain Index. Subjects were instructed to use their assigned 

products twice daily for 1 minute.  

Figure: Summary of Subject 

Participation 

The primary efficacy response was the baseline minus post-

baseline change in composite Lobene scores at 3 and 6 weeks 

post-baseline. Separately for each treatment at each visit, the 

percent of teeth (with stain at baseline) exhibiting a 1 unit or 

greater reduction were calculated. The effect of treatment on the 

Week 3 and 6 Lobene Stain score reduction was additionally 

evaluated using analysis of covariance. 

Fifty-nine subjects were randomized to treatment (one subject 

voluntarily withdrew prior to randomization). One subject in the 

SnF
2
 Dentifrice group was lost to follow up prior to the week 6 

visit. The remaining 59 subject had complete data and all 

available data were included in the analyses. 

 

Results 

Both of the treatment groups provided statistically significant 

extrinsic stain removal at weeks 3 and 6 relative to baseline 

(p<0.001) with at least 95% of teeth improving. There were no 

statistically significant difference between groups at either visit. 

No adverse events were recorded or observed during the study. 

Subject age ranged from 20 to 78 years with mean  SD of 47  

13. Thirty-three of the 59 subjects (56%) were female. Baseline 

mean  SD Lobene composite scores were: 2.38  0.47 for the 

Experimental group and 2.35  0.42 for the Positive Control 

group. Treatment groups were balanced with respect to age, 

sex and baseline Lobene composite scores (p > 0.3). 

 

Visit SnF
2
 Dentifrice Positive  Control 

Week 3 95% 90% 

Week 6 99% 100% 

Table: Percent of Sites Improving 

 

Visit 

SnF
2
 

Dentifrice 

Positive 

Control 

 

P-value 

Week 3 1.59 1.52 p=0.496 

Week 6 2.05 2.13 p=0.310 

Table: Adjusted Mean Reductions in  

Lobene Composite Scores 

All reductions vs baseline were highly statistically significant. 

Assessed: 60 

Randomized: 59 

Excluded: 1 

SnF
2
 Dentifrice 

Assigned: 29 

Received: 29 

Did not receive: 0 

Week 6: 28 

Lost to follow up: 1 

Week 3: 29 

Baseline: 29 

Positive Control 

Assigned: 30 

Received: 30 

Did not receive: 0 

Week 6: 30 

Week 3: 30 

Baseline: 30 


