
Overall study performance summary: 
All clinical validation studies reported 
no adverse events, and studies showed 
DermaSensor sensitivity superior to GPs  
and similar to Dermatologists.1,3,4

DermaSensorTM Optical Spectroscopy Technology

Safety and Effectiveness Results Across Multiple Clinical Studies:

DERM-ASSESS II Prospective Skin Cancer Validation Study1             DERM-ASSESS III Prospective Melanoma Validation Study3    
DERM-ASSESS II Prospective Clinical Utility Study2                                         PATIENT-SELECT Prospective Specificity Validation Study9       
       

DermaSensor’s sensitivity for melanoma ranged 
from 88-97% based on dermatopathology.1,3,4,10  
 
For non-melanoma skin cancer (NMSC), i.e. BCC 
and SCC, DermaSensor’s performance was 88-98% 
based on dermatopathology.1,3,4
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DermaSensor and GP Sensitivity for Skin Cancer2

DERM-ASSESS II Summary Table2,7,8

DERM-ASSESS II Device Dermatologist

All skin cancers 97% 96%

Melanoma 100%* 90%

SCC 97% 96%

BCC 97% 100%

*Note: There were only 20 melanomas included in the     
  sample and the study was not powered for melanoma  
  detection.

PATIENT-SELECT Device GP Assessment

All skin cancers 90% 40%
Note: Device and PCPs performance assessed on biopsy
diagnosis when available, and dermatologist-panel
diagnosis when pathology was unavailable.

PATIENT-SELECT Summary Table9

DermaSensor’s spectroscopy technology showed a 88-97% 
sensitivity for melanoma (including highly atypical nevi)  

in three multi-year, multi-site prospective studies.1,3,4

88-97% 10

Skin cancer detection results improved from 81% to 94% 
with use of the DermaSensor device.2

94%

•	 There were no adverse events among over 2,000 enrolled lesions 
from DERM-ASSESS II, DERM-ASSESS III, and STUDY 0051,3,4

•	 In DERM-ASSESS II, there was no statistical difference between  
the sensitivity of DermaSensor (97%) and dermatologists’ (96%) 
across skin cancer types.1

•	 In a blinded, prospective study with 10 dermatology study 
centers in the U.S. and Australia, DermaSensor was found to 
have melanoma sensitivity comparable to the dermatologists’ in 
diagnosing melanoma (DermaSensor: 96%; Investigators: 91%).3

•	 Across 1,500+ lesions in a blinded, prospective study with 22 GP 
study sites in the U.S. and Australia, DermaSensor’s sensitivity 
results for melanoma, SCC and BCC were 88%, 98%, and 98%, 
respectively.4

•	 Depending on the clinician type and lesion selection criteria, 
specificity of the device ranged from 27-67% for benign nevi,  
19-70% for SKs, and 7-57% for AKs.1,3,4,9

•	 An Independent Investigator-Initiated Study conducted in NZ  
found a 98% sensitivity of the device across all skin cancers.5

•	 DermaSensor's specificity was 61% for lesions of concern to 
patients, 36-37% for unbiopsied lesions of concern for non-
specialist HCPs, and 21-33% for physician biopsied lesions.1,4,7,8,9

•	 As reported in Nature in 2019, “... most skin lesions are diagnosed 
by primary care doctors, and problems with inaccuracy have been 
underscored; if AI can be reliably shown to simulate experienced 
dermatologists, that would represent a significant advance.”6

•	 In a randomized, prospective study of DermaSensor utility with 
57 GPs, these physicians made over 5,000 assessments of skin 
lesions. DermaSensor increased physicians’ cancer detection 
sensitivity from 81% to 94%, and this improvement was statistically 
significant (p = .0009).2 There was no statistically significant 
change in the GP’s specificity, or false positive rate, for benign 
lesions (p = .3558).2

DERM-ASSESS III Device Dermatologist

All skin cancers 93% 80%

Melanoma 96% 91%

Melanoma and 
Highly Atypical 
Nevi

91% 72%

DERM-ASSESS III Summary Table3

DISCLAIMER: The DermaSensor device is currently TGA listed and available for sale in Australia.  
In the U.S., it is for investigational use and is not currently cleared or available for sale.
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DermaSensor and Dermatologist Sensitivity for Melanoma 
and All Skin Cancers3
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Spectral Scores 
Groupings

Melanoma 
PPV (NNB)

Frequency of ‘Investigate 
Further’ Lesions

1-5 13% (8) 84%

6-10 32% (3) 16%

Spectral Scores 
Groupings

Melanoma  
PPV (NNB)

Frequency of ‘Investigate 
Further’ Lesions

1-3 6% (17) 46%

4-7 18% (6) 35%

8-10 40% (2) 19%

Note: Number neeeded to Biopsy (NNB) assumes all positive device results were 
biopsied by the HCP. It is calculated by dividing 100 by the PPV.

Spectral Score Groupings 1-5 and 6-103

Spectral Score Groupings 1-3, 4-7, and 8-103
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The Receiver Operating 
Characteristic (ROC) curve 
for the DermaSensor device 
demonstrates the diagnostic 
capabilities (sensitivity and 
specificity) of the device based 
on a model taking into account 
differences between users. The 
associated area under the curve 
(AUC) is a calculated measure 
of diagnostic capabilities 
and can be used to assess 
potential for improvement in 
detection capabilities with use 
of a diagnostic tool. The AUC 
of the DermaSensor device for 
melanoma was 0.76 compared 
to 0.75 for dermatologists.

ROC Curve for the DermaSensor Device for Melanoma
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Risks

False-positive and false-negative results may lead to unnecessary care 
or to a malignant skin lesion not being optimally managed, respectively. 
However, it is important to note that biopsy is used to confirm pathology 
and that elastic scattering spectroscopy is to be used as an adjunctive 
tool to visual inspection and history-taking. The DermaSensor device 
is not a screening tool—lesions that clearly warrant a biopsy should 
be biopsied per normal clinical practice. Clearly benign lesions do not 
require the use of the DermaSensor device.

Indications for Use

The DermaSensor device is indicated for use as an objective tool to 
assist qualified healthcare professionals in evaluating skin lesions 
suggestive of melanoma, basal cell carcinoma, and/or squamous cell 
carcinoma. The DermaSensor device is intended to assist the user in 
deciding whether skin lesions require further clinical care and is not 
intended to be used for direct diagnosis of skin cancer. DermaSensor 
is only for use by qualified healthcare professionals appropriately 
trained in the assessment of skin lesions for cancer.

Lesion Type and Study NPV PPV Device NNB

GPs for All Skin Cancers 97%4 17%4 6.74

Specialists for Melanoma 98%3 16%3 6.33

Specialists for All High 
Risk Lesions 96%3 23%3 4.43

DermaSensor Number Needed To Biopsy & PPV

DISCLAIMER: The DermaSensor device is currently TGA listed and available for sale in Australia.  
In the U.S., it is for investigational use and is not currently cleared or available for sale.


