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The Impact of Quantitative Data Provided
by a Multi-spectral Digital Skin Lesion
Analysis Device on Dermatologists’
Decisions to Biopsy Pigmented Lesions

ABSTRACT

BACKGROUND: Early diagnosis of melanoma is
critical to survival. New technologies, such as a
multi-spectral digital skin lesion analysis (MSDSLA)
device [MelaFind, STRATA Skin Sciences, Horsham,
Pennsylvania] may be useful to enhance clinician
evaluation of concerning pigmented skin lesions.
Previous studies evaluated the effect of only the
binary output. OBJECTIVE: The objective of this
study was to determine how decisions
dermatologists make regarding pigmented lesion
biopsies are impacted by providing both the
underlying classifier score (CS) and associated
probability risk provided by multi-spectral digital
skin lesion analysis. This outcome was also
compared against the improvement reported with
the provision of only the binary output.
METHODS: Dermatologists attending an
educational conference evaluated 50 pigmented
lesions (25 melanomas and 25 benign lesions).
Participants were asked if they would biopsy the
lesion based on clinical images, and were asked
this question again after being shown multi-
spectral digital skin lesion analysis data that
included the probability graphs and classifier score.
RESULTS: Data were analyzed from a total of 160
United States board-certified dermatologists.
Biopsy sensitivity for melanoma improved from 76
percent following clinical evaluation to 92 percent
after quantitative multi-spectral digital skin lesion
analysis information was provided (p<0.0001).
Specificity improved from 52 percent to 79 percent
(p<0.0001). The positive predictive value increased
from 61 percent to 81 percent (p<0.01) when the
quantitative data were provided. Negative
predictive value also increased (68% vs. 91%,
p<0.01), and overall biopsy accuracy was greater
with multi-spectral digital skin lesion analysis
(64% vs. 86%, p<0.001). Interrater reliability
improved (intraclass correlation 0.466 before,
0.559 after). CONCLUSION: Incorporating the
classifier score and probability data into physician
evaluation of pigmented lesions led to both
increased sensitivity and specificity, thereby
resulting in more accurate biopsy decisions.
KEYWORDS: Melanoma, pigmented skin lesion,
diagnostic technology, MelaFind, multi-spectral
digital skin lesion analysis

JCAD

by AARON S. FARBERG, MD; RICHARD R. WINKELMANN, DO; NATALIE TUCKER, BS;
RICHARD WHITE, MS; and DARRELL S. RIGEL, MD

Dr. Farberg is with the lcahn School of Medicine, Dermatology, at Mount Sinai in New York, New York. Dr. Winkelmann is with Ohio Health,
Dermatology, Columbus, Ohio. Ms. Tucker is with STRATA Skin Sciences Inc. in Horsham, Pennsylvania. Mr. White is with Iris Interactive
System in Cody, Wyoming. Dr. Rigel is with the New York University School of Medicine, Dermatology, in New York, New York.

J Clin Aesthet Dermatol. 2017;10(9):24-26

EARLY DIAGNOSIS OF MELANOMA is ritical to
survival. In addition to traditional clinical assessment,
newer technologies may be useful to enhance timely
diagnosis and subsequent management of
melanoma." A multi-spectral digital skin lesion analysis
(MSDSLA) device [MelaFind, STRATA Skin Sciences Inc.,
Horsham, Pennsylvania] has been shown to improve
the decision to biopsy suspicious pigmented skin
lesions (PSL) by dermatologists.> The technique
employs 10 spectral bands of visible and near-infrared
light (430-950nm) to image a lesion to 2.5mm below
the skin surface. Using 75 unique computerized
algorithms characterizing the PSL's morphological
structural disorder, MSDSLA provides an output of
“high” or“low” disorganization based on a classifier
score (CS). CS scores of zero or higher are considered
“high” disorganization, which is associated with a 98.3-
percent sensitivity to melanomas and high-grade
lesions as demonstrated in the pivotal trial of
MelaFind.*

The significant positive impact on melanoma
diagnosis by providing only the binary“high/low”
output has been reported.” However, additional

objective information from the device might also be
useful when integrated into a clinician’s biopsy
decision. Using a logical regression model previously
validated on a set of 1632 PSLs, the probability of
melanoma or pigmented lesion of high-risk malignant
potential can be calculated. The purpose of this study
was to determine how decisions made by
dermatologists regarding whether to biopsy
pigmented lesions are impacted by providing both the
underlying CS and associated probability that the
lesion is melanoma or a high-grade dysplastic nevi
(HGDN) beyond clinical inspection alone. This outcome
was also compared against the improvement reported
with the provision of only the binary output.

METHODS

One hundred and sixty United States board-
certified dermatologists (median duration of practice,
21-30 years) attending an educational conference
were asked to evaluate 50 randomly ordered
pigmented lesions (25 melanomas/ HGDN and 25
benign pigmented lesions including low-grade DNs).
The lesions were randomly selected from a validated
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database of 1,632 pigmented lesions used for the
MelaFind pivotal study. High resolution clinical
(distant and close-up) and dermoscopic images of
each lesion were displayed, after which
participants were asked to decide if they would
biopsy the lesions. MSDSLA information, including
the probability graphs and (S, were then
provided. Participants were asked again if they
would biopsy the lesions. Individual responses
before and after quantitative MSDSLA information
were obtained to determine its effect on
participant decision to biopsy. This study was
approved by Western IRB (WIRB, Puyallup,
Washington). Statistical analysis was performed
using the analysis of variance (ANOVA) method,
Chi Square, and intraclass correlation kappa
statistic.

RESULTS

The average biopsy sensitivity for
melanoma/HGDN lesions improved from 76
percent following clinical evaluation to 92 percent
after quantitative MSDSLA information was
provided (p<0.0001), demonstrating superiority
of sensitivity by dermatologists after seeing the
MSDSLA output. In addition, specificity improved
from 52 percent to 79 percent (p<0.0001). The
overall improvement in both sensitivity and
speificity is illustrated in Figure 1.

The positive predictive value of a decision to
biopsy a lesion significantly increased from 61
percent to 81 percent (p<0.01) when the
quantitative data were provided. Negative
predictive value also increased (68% vs. 91%,
p<0.01), and overall biopsy diagnostic accuracy
was greater using MSDSLA than using clinical
information alone (64% vs. 86%, p<0.001). Figure
2 summarizes the above listed standard evaluative
metrics comparing clinical evaluation to
evaluation using MSDSLA data for PSL diagnosis.

The addition of quantitative MSDSLA data into
the decision process also led to a more consistent
biopsy decision. The intraclass correlation as an
estimate of interrater reliability improved from
0.466 before to 0.559 after integrating MSDSLA
information.
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FIGURE 1. Graphed estimates of sensitivity and specificity with 95-percent confidence intervals—Lines extending from the
before multi-spectral digital skin lesion analysis (MSDSLA) estimates to each of (0,0) and (1,1); the slopes of these lines are
the positive and negative likelihood ratios respectively. Dermatologist performance after integrating MSDSLA output was
significantly improved compared to their performance before receipt of MSDSLA output.
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FIGURE 2. Summary of standard evaluative metrics comparing clinical evaluation to subsequently providing quantitative
multi-spectral digital skin lesion analysis data for pigmented lesion diagnosis

DISCUSSION

This study demonstrated that the decision by
dermatologists to biopsy a pigmented lesion
was significantly more sensitive, specific, and
accurate after being provided quantitative

MSDSLA data beyond clinical inspection alone. A
prior study that provided only binary MSDSLA
output revealed a similar increase in sensitivity,
but concomitant decrease in specificity.* In
contrast, incorporating the (S and probability
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data into the biopsy decision in the current
study led to both increased sensitivity and
specificity, thereby resulting in more accurate
biopsy decisions. In addition, given that almost
the same overall number of lesions were
selected for biopsy before and after physicians
were provided the quantitative MSDSLA data,
the subsequent enhanced sensitivity and
specificity led to an improved biopsy ratio (ratio
of total biopsies to the number melanomas
diagnosed), thereby reducing unnecessary
biopsies.

Potential limitations of this study include the
lack of opportunity for in-vivo lesion evaluation.
Also, clinicians with a particular interest in skin
cancer or technology may have self-selected to
take part in the study. Therefore, the results of
this study might not be generalized to the
average level of expertise by practicing
clinicians.

A number of emerging technologies are
available to aid in the diagnosis and prognosis
of melanoma, but a recent survey of United
States dermatologists found that less than one
percent currently reqularly use these
technologies in the routine evaluation of PSLs.®
Due to the dynamic evolution of these
technologies and absence of published
recommendations, many dermatologists have
yet to fully embrace these tools. Initial costs for
the technologies may also be limiting. However,
integration of objective clinical tools like
MSDSLA to augment the clinician biopsy
decision process have the potential to improve
early melanoma detection while decreasing the
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healthcare costs associated with unnecessary
biopsies or by decreasing overall disease burden.

The rising incidence of melanoma creates an
imperative need for strategies that can improve
early detection and subsequent patient
outcomes. This study demonstrated that
providing additional objective quantitative
MSDSLA information improves the accuracy of
decisions made by dermatologists to biopsy
pigmented lesions. Of about 1.5 million skin
biopsies performed in the United States each
year to diagnose melanoma, only about seven
percent are positive for melanoma and another
15 percent are equivocal.’ Therefore, especially
in this era of healthcare cost consciousness, the
importance of being able to more accurately
choose lesions to biopsy is becoming
increasingly critical.
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