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Objective: This research evaluated safety and efficacy of 2-Hour, hydrogen peroxide-

containing whitening strips used under extended wear conditions relative to a 

marketed control.  

Methods: A total of 31 healthy adult volunteers with no history of prior bleaching 

and no tooth sensitivity were randomized to one of the two treatments: 10% 

hydrogen peroxide high-adhesion whitening strips used 2 hours, 1/day for 14 days 

(Crest Whitestrips 3-D White Express) or marketed 9.5 hydrogen peroxide, high-

adhesion whitening strip used 30 min, 1/day for 14 days (Crest Whitestrips 3-D White 

Advanced Vivid). Efficacy was measured objectively as L*a*b* color change using 

digital images of the maxillary anterior teeth, and safety was assessed via oral exams 

and subject interviews at Baseline, Day 7 and Day 15.  

Results: Mean age was 38.8 and 68% of subjects were female. At each post-baseline 

study visit, both groups demonstrated significant (p ≤ 0.0002) yellowness reduction 

(Δb*) and brightness improvement (ΔL*) relative to Baseline. At each post-baseline 

study visit, the 2-hour strips demonstrated significantly greater (p ≤ 0.0004) 

improvement of b* and L* color parameters relative to the 30-min strips with the Day 

15 adjusted mean Δb* of -3.81 and -1.83 for the 2-hour strips and the 30-min strips, 

respectively, and the Day 15 adjusted mean ΔL* of 3.26 and 1.57 for the 2-hour 

strips and the 30-min strips, respectively. Tooth sensitivity and oral irritation were the 

two most common adverse events in the study, and no subject discontinued 

treatment due to an AE.  

Conclusion: Extended use of 2-hour, 10% hydrogen peroxide whitening strips 

resulted in greater tooth whitening compared to that of a marketed whitening strip 

control.  
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Objective: This study evaluated safety, whitening efficacy and post-use color 

degradation profile of a 2-hour whitening strip relative to placebo.  

Methods: This was a randomized, double-blinded, parallel design clinical study. Fifty 

two adult volunteers with no history of prior bleaching, no existing tooth sensitivity 

and the Vita shade of A2 or darker on maxillary anterior teeth completed the study. 

Subjects were randomized to one of the two treatments: 1) 10% hydrogen peroxide 

high adhesion whitening strip (Crest 3-D White Express) and 2) a placebo strip. Each 

treatment was worn once for 2 hours. Subjects used regular cavity protection 

toothpaste and regular manual brush throughout the study. Efficacy (digital image 

analysis) and safety (oral exams and subject interviews) were assessed at Baseline, Day 

2 (day after treatment), 1 Month post-treatment and 3 Months post-treatment.  

Results: Mean age was 34 and 45% of subjects were female. At each study visit, the 

2-hour strip group demonstrated significant (p < 0.0001) improvement of b* and L* 

tooth color parameters relative to placebo. The end-of-treatment (Day 2) adjusted 

mean change from placebo was -0.98 for Δb* and 1.07 for ΔL*. The improvement in 

tooth color remained stable for three months post-treatment with Month 3 adjusted 

mean change from placebo of -1.02 for Δb* and 1.01 for ΔL*. Both treatments were 

well-tolerated. No adverse events were reported or observed in the placebo group; 

11% of subjects in the 2-hour strip group reported mild, transient tooth sensitivity. 

No subject discontinued treatment due to an AE.  

Conclusion: The study demonstrated an immediate visible whitening effect from use 

of a single 10% hydrogen peroxide, 2-hour Whitening strip. The post-whitening tooth 

color was maintained for 3 month post-treatment.  


