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Flaking, roughness and pruritus are common complaints among 
patients with extra dry skin. Daily application of moisturizing lotions 
with effective ingredients such as skin protectants, humectants 
and emollients is important in this population to both enhance the 
water content and protect the skin. 

Colloidal oatmeal is a natural skin protectant as defined by the 
OTC Monograph for Skin Protectant Drug Products. Colloidal 
oatmeal contains a number of components that bind to the skin 
to provide a protective barrier against external insults. Oatmeal 
has historically been utilized in a variety of adult and baby baths, 
lotions and cleansers to ameliorate a number of skin conditions 
including itch, dryness and soothing sensitive skin.

The purpose of this 5-week clinical study was to demonstrate the 
effectiveness of an oatmeal, skin protectant lotion in improving the 
moisture and barrier function of individuals with moderate to severe 
xerosis. A standard Kligman Regression model was utilized. Fifty 
healthy female subjects with moderate to severe dry skin on the 
lower legs completed the study. Following the conditioning period, 
subjects used the oatmeal lotion twice a day for three weeks. For 
the remaining two weeks of the study, no test product was applied 
to the lower leg area. Moisturization and transepidermal water loss 
measurements were obtained 11 times during the study.

Moisturization measurements showed a significant increase 
(p<0.05) in skin hydration at all time points during the treatment 
phase of the study (Days 3, 7,14, 21). During the 2-week regression 
phase (no treatment) a significant improvement (p<0.05) in skin 
hydration was still noted at all six time points measured (Days 22, 
24, 28, 30, 32 and 34). Transepidermal water loss measurements 
showed a significant improvement (p<0.05) in skin barrier at all 
time points during the treatment phase and during days 22, 24, 28 
and 30 of the regression phase, which was 9 days after the last 
application of the oatmeal, skin protectant lotion.

In conclusion, this oatmeal, skin protectant lotion was effective in 
improving the moisturization and skin barrier of moderate to severely 
dry skin. Significant improvements (p<0.05) in skin moisture were 
measured for two weeks post treatment phase. The skin barrier of 
these subjects still showed a significant improvement (p<0.05) at 
all time points up to and including 9 days after the last application 
of the oatmeal, skin protectant lotion.

ABSTRACT

A five-week clinical study was conducted to demonstrate the 
effectiveness of an oatmeal, skin protectant lotion in improving the 
moisture and barrier function of moderate to severe dry skin and to 
measure the residual skin effects after treatment is stopped.

A standard Kligman Regression model was utilized. Following a 
conditioning period, subjects used an oatmeal skin protectant 
lotion on their lower leg twice a day for a period of three weeks 
(Days 1-21). For the following 2 weeks (Days 22-34), subjects did 
not use the test product or any other lotions on their legs. A within 
statistical analysis of data was performed to determine regimen 
efficacy.

Population
50 subjects completed the study. Subjects were female, between 
the ages of 18-65 years old, with moderate to severe dry skin 
on both lower legs at the time of enrollment. Subjects washed 
with a standardized soap for five days prior to the baseline visit. 
The protocol was approved by an IRB and informed consent was 
obtained from all subjects.

Treatments
Subjects applied the oatmeal, skin protectant lotion twice a day
for three weeks to the lower leg area. Subjects were instructed to
apply an approximate amount of the lotion from the knee to the
ankle. Product applications were made at a minimum of 8 hours
apart. For the following 2 weeks, no treatment or moisturizing
products were applied to the lower leg area.

Subjects were prohibited from shaving 48 hrs prior to evaluation or
using any product on the lower leg area except the test product.
A mild cleanser was provided for use during showering.

Measurements
Dry skin was evaluated by an expert grader and instrumental 
analysis   (trans-epidermal water loss and conductance 
measurements) at baseline and days 3, 7, 14, 21, 22, 24, 28,  
30, 32, and 34.

Statistical Analysis
The data used in the statistical analysis were the changes from 
baseline. For the analysis of visual dryness scores, a Wilcoxon’s 
Signed Rank Test was conducted at each post treatment time 
point. A Student’s t-test was used at each post treatment time 
point for the analysis of moisturization and transepidermal water 
loss data.

STUDY DESIGN RESULTS

Figure 2. Moisturization Measurements: Conductance

Figure 1. Clinical Evaluations: Visual Dryness

Expert grader evaluations showed significant improvement (p<0.05) in visual 
dryness at all time points when compared to baseline values.

100

90

80

70

60

50

40

30

20

10

0

M
ea

n 
P

er
ce

nt
 Im

pr
ov

em
en

t f
ro

m
 B

as
el

in
e

0 4 8 12 16 20 24 28 32
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This study demonstrated that the Oatmeal, Skin Protectant 
Lotion was effective in significantly improving the appearance, 
moisturization and the skin barrier of individuals with moderate 
to severely dry skin. In addition, many of these skin benefits 
continued for up to 13 days after the last application. Efficacy was 
determined by:

• Clinical evaluations of skin dryness showed significant 
improvements (p<0.05) at all time points during the treatment and 
regression period, including 13 days after the last application.

• Skin was significantly more hydrated (p<0.05) at all time periods 
measured during both the treatment and regression period. 
After 3 weeks of treatment, there was over a 300% increase in 
skin moisture when compared to the baseline mean score. At 
the end of the regression phase (2 weeks no treatment) mean 
moisturization values were still significantly higher than baseline.

• Transepidermal water loss values showed a significant 
improvement in skin barrier (p<0.05) at all time points during the 
treatment period and up to day 9 of the regression (no treatment) 
phase of the study.

CONCLUSIONS
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Significant increases in skin moisturization (p<0.05) were observed at all time 
points compared to baseline, including up to 13 days after last application. 
After 3 weeks of treatment with the oatmeal lotion, skin moisturization  
increased over 300%.
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5 Week Skin Surface Moisturization
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Figure 3. Transepidermal Water Loss Measurements (TEWL)

Significant improvements (p<0.05) in the skin barrier were observed during 
all time points of the treatment phase of the study (Days 3, 7, 14, 21) and 
during days 22, 24, 30 and 32 of the regression phase when compared to 
the baseline mean score.
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TEWL: Improvement in Skin Barrier Over Time
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