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Objectives: Clinical research was conducted to evaluate safety of a
brush-applied peroxide-based whitening gel across a diverse population.
Methods: After informed consent, 560 healthy adult subjects were
screened to ascertain whitening history and current tooth sensitivity.
Of these, 544 were assigned to treatment with a 19% sodium
percarbonate brush-applied whitening gel (Crest® Night Effects™)
that dries to form a film. Treatment was unsupervised QD for 14
nights. Safety and tolerability were assessed from clinical examination
(baseline and end-of-treatment) and interview. Adverse events were
collected irrespective of causality. Results: 511 subjects completed the
14 night regimen. The study population exhibited considerable diversity.
Mean (SD) age was 41.3 (13.4), ranging from 18-98. Most (74%)
participants were female, and 12% of the sample reported daily
tobacco usage. A total of 63 subjects (12%) had a possibly or probably-
related adverse events during treatment. These were predominantly
symptomatic events, particularly oral irritation (6.1% of subjects) and
tooth sensitivity (5.5%). 95% confidence intervals for percent
occurrence were (4.16%, 8.50%) for oral irritation and (3.67%, 7.82%)
for tooth sensitivity. Only two subjects (0.4%) had both oral irritation
and tooth sensitivity during treatment. Clinical examination findings
were unremarkable. Adverse events were overwhelmingly (99%) mild
in severity, though 1 subject reported moderate pharyngitis during the
treatment. No subjects discontinued use early due to treatment-related
adverse events. Conclusion: Use of a 19% sodium percarbonate
brush-applied film over 14-days was well tolerated, with mild and
transient oral irritation or tooth sensitivity representing the most
common adverse events associated with treatment.
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Use of a 19% sodium percarbonate brush-applied film
over 14-days was well tolerated, with mild and transient
oral irritation or tooth sensitivity representing the most
common adverse events associated with treatment.

The tooth whitening system, Crest® Night Effects™ , utilizes a novel
19% sodium percarbonate source in a silicone polymer based suspension.
This paint-on technology forms a substantive film that adheres effectively
to enamel delivering peroxide into the tooth as the matrix slowly
degrades over time.

MATERIALS AND METHODS
560 healthy adult volunteers were screened at two centers with 385
at Centre 1 and 175 at Centre 2. 16 subjects were ineligible at screening
and the rest 544 were assigned Crest® Night Effects™ manufactured
by the Procter & Gamble Company, US. The product application was
unsupervised and at home over 14 nights. Safety evaluations were
conducted at baseline and at 2 week post baseline to assess adverse
events associated with treatment.  511 subjects completed the 14 day
regimen.

PURPOSE
This multicentric trial was conducted on a large and diverse population
to capture safety and tolerability data of an overnight whitening gel.

• Tooth sensitivity and oral irritation were the most common adverse
events.

• Oral irritation was reported by 6.1% and tooth sensitivity by 5.5%
of the subjects.

• 95% confidence intervals for subjects with subjects with oral irritation
were (4.16%, 8.50%) and that for tooth sensitivity were (3.67%,
7.82%)

Safety Evaluations

Dental Hypersensitivity and Oral Irritation Assessment:
The assessment was conducted via questioning of subjects at each visit
about the presence or absence of hypersensitivity and oral irritation
via an oral status interview.

Oral Soft Tissue Examinations:
Clinical soft tissue examination was conducted for all subjects at both
the visits.

Statistical Methodology

Exact Clopper-Pearson 95% confidence intervals were calculated for
the percent of subjects with oral irritation and the percent of subjects
with tooth sensitivity.
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Demographic Patterns

Sample Size
Age
Gender (Female)
Ethnicity: White

Black
Hispanic
Others

Tobacco Users

Coffee/Tea/Dark Cola drinkers

511
18 - 98 (Average 41)
376 (74%)
411 (80%)
69 (14%)
20 (4%)
11 (2%)
63 (12%)

368 (72%)

• Almost all (99%) of adverse events were mild in severity.

• None of the subjects discontinued use of the product early due to
a product related adverse event.




