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Summary
Background and Objectives
Photoaging in Chinese often presents with benign pigmentary lesions. Various light based devices have been used
for the management of benign pigmentary lesions, such as long pulsed Nd:YAG laser, Q-switched laser and
picosecond laser. All of these light based devices have risk of post-inflammatory hyperpigmentation.
The objective of this study is to assess the efficacy of a dermal cooling system to reduce pigmentation in benign
pigmentary lesions in Asian patients.
Study Design and Methods
Up to 100 Asian male and female subjects above 18 years of age with good past health are recruited. They have at
least one benign pigmentary lesions on their face. Standardized photography is taken at baseline, one month post
treatment and 2, 6, 12 months after final treatment. Up to 3 treatments at one month interval is given. The treatment
area and parameter is determined by the physician after assessment. The end point is via patient real time feedback
in terms of a change in sensation. Any adverse effect is recorded. Standardized photographs are assessed by two
independent physicians. Subjective assessments are recorded at follow up visits.
Results
The study is ongoing with 25 subjects undergoing treatments. 36% has lentigines only, 36% has freckles only and
28% has both lentigines and freckles. A total of 267 treatment sites have been carried out. 20 subjects have reached
one month follow up; 57.5% has improvement objectively by GAIS score and 90 % reported improvement
subjectively. No adverse effects were recorded.
Conclusion
The novel cryotherapy device is promising for the treatment of benign pigmentary lesions in Asians.
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The use of cold for the treatment of skin conditions
has a long clinical history with studies reported from
the early 1900’s.
Cryosurgery, the application of cold by direct
contact to destroy tissue, has developed into a
highly effective, safe treatment for both benign and
malignant skin lesions.
Temperatures in the range of -25 C to -55 C
(Andrews, Cryonize™ Instructions for Use) are
applied directly to the skin though the use of an
applicator, probe, or spray to create irreversible
damage in the treated tissue.
Photoaging in Chinese often presents with benign
pigmentary lesions. Various light based devices
have been used for the management of benign
pigmentary lesions, such as long pulsed Nd:YAG
laser, Q-switched laser and picosecond laser.
All of these light based devices have risk of postinflammatory hyperpigmentation (PIH).
The objective of this study is to assess the efficacy
of a dermal cooling system to reduce pigmentation
in benign pigmentary lesions in Asian patients.
The Dermal Cooling System we used in this study
is to provide noninvasive, localized, focused cooling
for the reduction of skin pigmentation.
This device uses temperatures (e.g., -4 C to 30 C) that are much less severe than those
applied for cryosurgery to limit the effect to a
response from the melanocytes and to avoid
damage to other tissues.

•
•

The device obtained FDA approved for the
treatment of benign pigmented lesions on July
2017.
Information collected from the proposed study will
be valuable in assessing the Dermal Cooling
System in a study population of Asian patients.
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Up to 100 Asian male and female subjects above
18 years of age with good past health are
recruited.
They have at least one benign pigmentary lesions
on their face.
Standardized photography is taken at baseline,
one month post treatment and 2, 6, 12 months
after final treatment.
Up to 3 treatments at one month interval is given.
The treatment area and parameter is determined
by the physician after assessment.
The end point is via patient real time feedback in
terms of a change in sensation.
Any adverse effect is recorded.
Standardized photographs are assessed by two
independent physicians.
Subjective assessments are recorded at follow up
visits.
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Results
• The study is ongoing with 25 subjects undergoing
treatments.
• 36% has lentigines only, 36% has freckles only and
28% has both lentigines and freckles. (Figure 1).
• A total of 267 treatment sites have been carried out.
20 subjects have reached one month follow up;
57.5% has improvement objectively by GAIS score
and 90 % reported improvement subjectively.
(Figure 2-7)
• No adverse effects were recorded.
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Figure 2. GAIS score at 1 month follow-up assessment
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Figure 3. 4-weeks follow-up after 2 treatments – subject 1

Figure 1. Lesion type of 25 recruited subjects

Figure 4. 4-weeks follow-up after 2 treatments – subject 2

Anticipated effects
• Anticipated effects including mild to moderate erythema
97.7% and mild to moderate altered sensation 63.6%.
• Redness and itchiness are reported as 68% and 80%
respectively at one week follow-up (Table 1)

Figure 5. 4-weeks follow-up after 2 teratments – subject 3

Anticipated effect
Immediate after treatment (n=44)
Erythema (mild to moderate)
Edema
Altered sensation (mild to moderate)

43/44(97.7%)
1/44 (2.3%)
28/44 (63.6%)

1 week follow-up (n=25)
Discomfort rating (0-10)
Redness (duration)
Itchy (duration)
Dryness (duration)

Mean sd (min, max)
0.3 0.79 (0,3)
17/25 (68.0%) (1-10 days)
20/25 (80.0%) (1-10 days)
2/25 (8.0%) (3-5 days)

Table 1. Anticipated effect reported immediate after treatment
and 1 week follow-up
Figure 6. 4-weeks follow-up after 2 treatments – subject 4

Conclusion
• The novel cryotherapy device is promising for the
treatment of benign pigmentary lesions in Asians.

Figure 7. 4-weeks follow-up after 2 treatments – subject 5

