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I. POLICY 

Dermatoscopy, using either direct inspection, digitization of images, or computer-assisted 
analysis, is considered investigational as a technique to evaluate or serially monitor 
pigmented skin lesions.  
 
Computer-based optical imaging devices e.g., multispectral digital skin lesion analysis, are 
considered investigational as a technique to evaluate or serially monitor pigmented skin 
lesions. 
 
Dermatoscopy and computer-based optical imaging devices are considered investigational for 
defining peripheral margins of skin lesions suspected of malignancy prior to surgical excision. 
 
Optical coherence tomography (OCT) is considered investigational for evaluation of skin 
lesions.  
 
Reflectance confocal microscopy (RCM) is considered investigational for detecting and 
monitoring dysplastic and atypical nevi for early detection of malignant cutaneous melanoma.  
 
There is insufficient evidence to support a conclusion concerning the health outcomes or 
benefits associated with these procedures.  
 
The National Comprehensive Cancer Network (NCCN) is a nonprofit alliance of cancer centers 
throughout the United States. NCCN develops the Clinical Practice Guidelines in Oncology 
which are recommendations aimed to help health care professionals diagnose, treat and 
manage patients with cancer. Guidelines evolve continuously as new treatments and 
diagnostics emerge and may be used by Capital BlueCross when determining medical 
necessity according to this policy.  
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II. PRODUCT VARIATIONS        Top 
 

This policy is only applicable to certain programs and products administered by Capital 
BlueCross please see additional information below, and subject to benefit variations as 
discussed in Section VI below. 
  
FEP PPO:  Refer to FEP Benefit Brochure for information on diagnostic services:  
https://www.fepblue.org/benefit-plans/benefit-plans-brochures-and-forms 
Note: The Federal Employee Program (FEP) Service Benefit Plan does not have a medical 
policy related to these services. 

 

III.   DESCRIPTION/BACKGROUND       Top 
 

Dermatoscopy 
Dermatoscopy, also known as dermoscopy, describes a family of noninvasive techniques that 
allow in vivo microscopic examination of skin lesions, and is intended to help distinguish 
between benign and malignant pigmented skin lesions. The technique involves application of 
immersion oil to the skin, which eliminates light reflection from the skin surface and renders the 
stratum corneum transparent. Using a magnifying lens, the structures of the epidermis and 
epidermal-dermal junction can then be visualized.  

A handheld or stereomicroscope may be used for direct visual examination. Digitization of 
images, typically after initial visual assessment, permits storage and facilitates their retrieval, 
often used for comparison purposes if a lesion is being followed up over time. 

A variety of dermatoscopic features have been identified that are suggestive of malignancy, 
including pseudopods, radial streaming, the pattern of the pigment network, and black dots. 
These features in combination with other standard assessment criteria of pigmented lesions, 
such as asymmetry, borders, and color, have been organized into algorithms to enhance the 
differential diagnosis of pigmented skin lesions. Dermatoscopic images may be assessed by 
direct visual examination or by review of standard or digitized photographs. Digitization of 
images, either surface or dermatoscopic images, may permit qualitative image enhancement for 
better visual perception and discrimination of certain features, or actual computer-assisted 
diagnosis. 

Interpretation of dermatoscopy findings have evolved over time. Initially, lesions were evaluated 
using pattern analysis. More recently, several algorithms were developed, including the 
asymmetry, border, color, and dermatoscopic structures (ABCD) rule of dermatoscopy, the 3-
point and 7-point checklists of dermatoscopy by Argenziano, the Menzies method, and the 
CASH algorithm.1 There remains a lack of consensus in the literature regarding the optimal 
dermatoscopic criteria for malignancy. 

Dermatoscopy is also proposed in the serial assessment of lesions over time and for defining 
peripheral margins prior to surgical excision of skin tumors. 

 

https://www.fepblue.org/benefit-plans/benefit-plans-brochures-and-forms
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Computer-Based Optical Diagnostic Devices 
A U.S. Food and Drug Administration (FDA)-approved multispectral digital skin lesion analysis 
(MSDSLA) device uses a handheld scanner to shine visible light on the suspicious lesion. The 
light is of 10 wavelengths, varying from blue (430 nm) and near infrared (950 nm). The light can 
penetrate up to 2.5 mm under the surface of the skin. The data acquired by the scanner are 
analyzed by a data processor; the characteristics of each lesion are evaluated using proprietary 
computer algorithms. Lesions are classified as positive (i.e., high degree of morphologic 
disorganization) or negative (i.e., low degree of morphologic disorganization) according to the 
algorithms. Positive lesions are recommended for biopsy. For negative lesions, other clinical 
factors are considered in the decision of whether or not to refer to biopsy. The FDA-approved 
system is intended only for suspicious pigmented lesions on intact skin and for use only by 
trained dermatologists. 
 
Optical Coherence Tomography (OCT) 
OCT is a noninvasive technique using an imaging technology based on light and optics. OCT 
uses eye-safe infrared light to obtain a 3D block of image data at a higher resolution compared 
to other modalities. OCT is indicated for use in the two-dimensional, cross-sectional, real-time 
imaging of external tissues of the human body. This allows imaging of the tissue microstructure, 
including skin, to aid trained and competent clinicians in their assessment of clinical conditions.  
 
Reflectance Confocal Microscopy (RCM) 
Reflectance confocal microscopy (RCM), also known as confocal scanning laser microscopy, is 
an imaging technology that allows the in vivo identification of cells and tissues of the epidermis 
and papillary dermis with nearly histologic resolution. RCM uses a low-power laser that emits 
near-infrared light (830 nm) that reflects off structures in the epidermis and creates a three-
dimensional image, with resolution of approximately 1 millimicron, comparable with standard 
histology at approximately 30x magnification. Melanin granules have a high refractive index, 
resulting in more light to be reflected back to the confocal microscope. Thus, areas of higher 
melanin concentration will appear as bright areas on a confocal image. 
 
Regulatory Status 
Dermatoscopic devices cleared by the U.S. Food and Drug Administration (FDA) include: 

 
 Episcope™ (Welch Allyn, Inc., Skaneateles Falls, NY) approved in 1995, intended use is 

to illuminate body surfaces and cavities during medical examination. 
 Nevoscope™ (TRANSLITE, Sugar Land, TX) approved in 1996, intended use is to view 

skin lesions by either illumination or transillumination. 
 Dermascope™ (American Diagnostic Corp., Hauppauge, NY) approved in 1999, 

intended use is to enlarge images for medical purposes. 
MoleMax™ (Derma Instruments, Austria) approved in 1999, intended use is to enlarge 
images for medical purposes.  
Product code: KZF.  

 Demetra BDEM-01 (Barco N.V.), approved 2019, intended use to capture images of the 
skin and optimize the imaging and documentation workflow. 
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   Product code: PSN 
 
MelaFind® (MelaSciences Inc. Irvington, NY), a computer-based optical imaging device, was 
cleared by the FDA in November of 2011. Its intended use is to evaluate pigmented lesions with 
clinical or histological characteristics suggestive of melanoma. It is not intended for lesions with 
a diagnosis of melanoma or likely melanoma. MelaFind is intended for use only by physicians 
trained in the clinical diagnosis and management of skin cancer (i.e., dermatologists) and only 
those who have additionally successfully completed training on the MelaFind device. FDA 
documents further note: 
“MelaFind is indicated only for use on lesions with a diameter between 2 mm and 22 mm, 
lesions that are accessible by the MelaFind imager, lesions that are sufficiently pigmented (i.e., 
not for use on non-pigmented or skin-colored lesions), lesions that do not contain a scar or 
fibrosis consistent with previous trauma, lesions where the skin is intact (i.e., non-ulcerated or 
non-bleeding lesions), lesions greater than 1 cm away from the eye, lesions which do not 
contain foreign matter, and lesions not on special anatomic sites (i.e., not for use on acral, 
palmar, plantar, mucosal, or subungual areas). MelaFind is not designed to detect pigmented 
non-melanoma skin cancers, so the dermatologist should rely on clinical experience to diagnose 
such lesions.” 
 
FDA product code: OYD. 

VivoSight™ is an OCT device that has received FDA-510(k) approval. 

 

IV.   RATIONALE         Top 
 

Summary of Evidence 
The evidence for dermatoscopy in patients who have lesions suspicious of melanoma includes 
a number of diagnostic accuracy studies and several meta-analyses. Relevant outcomes are 
overall survival, disease-specific survival, test accuracy, and change in disease status. The 
literature suggests that dermatoscopy is more accurate than naked eye examination when used 
in the expert clinical setting. The available evidence from prospective randomized controlled 
trials (RCTs) and other studies suggests that dermatoscopy used by specialists may lead to a 
decrease in the number of benign lesions excised and, when used by primary care physicians, 
may lead to fewer benign lesions being referred to specialists. The number of studies on the 
impact of dermatoscopy on patient management and clinical outcomes remains limited. The 
evidence is insufficient to determine the effects of the technology on health outcomes. 

The evidence for computer-based optical diagnostic devices in patients who have lesions 
suspicious of melanoma includes several prospective diagnostic accuracy studies and a 
simulation study. Relevant outcomes are overall survival, disease-specific survival, test 
accuracy, and change in disease status. In the diagnostic accuracy study, 10% of samples were 
not evaluable and the simulation study had a number of potential biases. The evidence is 
insufficient to determine the effects of the technology on health outcomes. 

The evidence for dermatoscopy in patients who have pigmented lesions being monitored for 
suspicious changes consists of noncomparative studies. Relevant outcomes are overall 
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survival, disease-specific survival, test accuracy, and change in disease status. The available 
does not clearly indicate that dermatoscopy results in better patient management decisions. The 
evidence is insufficient to determine the effects of the technology on health outcomes. 

The evidence for computer-based optical diagnostic device in patients who have pigmented 
lesions being monitored for suspicious changes includes no published studies. Relevant 
outcomes are overall survival, disease-specific survival, test accuracy, and change in disease 
status. The evidence is insufficient to determine the effects of the technology on health 
outcomes. 

The evidence for dermatoscopy and computer-based optical diagnostic devices in patients who 
have cancerous skin lesions is limited.  The evidence is insufficient to determine the effects of 
the technology on health outcomes. 

2021 
Review of the literature revealed no new information that would alter the current coverage 
position. Therefore, the policy statements are unchanged. 

V.    DEFINITIONS         Top 
 

MELANOMA is a malignant tumor of melanocytes that often begins in a darkly pigmented mole 
and can metastasize widely. 

 
NON-INVASIVE refers to a device or procedure that does not penetrate the skin or enter any 
orifice in the body. 
 
STRATUM CORNEUM refers to the outermost horny layer of the epidermis. 

 

VI.    BENEFIT VARIATIONS        Top 
 

The existence of this medical policy does not mean that this service is a covered benefit under 
the member's health benefit plan. Benefit determinations should be based in all cases on the 
applicable health benefit plan language. Medical policies do not constitute a description of 
benefits.  A member’s health benefit plan governs which services are covered, which are 
excluded, which are subject to benefit limits and which require preauthorization. There are 
different benefit plan designs in each product administered by Capital BlueCross. Members and 
providers should consult the member’s health benefit plan for information or contact Capital 
BlueCross for benefit information. 
 

VII.  DISCLAIMER         Top 
 

Capital BlueCross’s medical policies are developed to assist in administering a member’s 
benefits, do not constitute medical advice and are subject to change. Treating providers are 
solely responsible for medical advice and treatment of members. Members should discuss any 
medical policy related to their coverage or condition with their provider and consult their benefit 
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information to determine if the service is covered. If there is a discrepancy between this medical 
policy and a member’s benefit information, the benefit information will govern. If a provider or a 
member has a question concerning the application of this medical policy to a specific member’s 
plan of benefits, please contact Capital BlueCross’ Provider Services or Member Services.  
Capital BlueCross considers the information contained in this medical policy to be proprietary 
and it may only be disseminated as permitted by law. 
 

VIII. CODING INFORMATION        Top 

Note:  This list of codes may not be all-inclusive, and codes are subject to change at any time. 
The identification of a code in this section does not denote coverage as coverage is 
determined by the terms of member benefit information. In addition, not all covered 
services are eligible for separate reimbursement. 

 
Investigational and therefore not covered: 

CPT Codes® 
0470T 0471T 0658T 0700T 0701T 96904 96931 96932 96933 
96934 96935 96936 96999      

Current Procedural Terminology (CPT) copyrighted by American Medical Association. All Rights 
Reserved. 
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X. POLICY HISTORY          TOP 
 

 MP 2.066 

  
  
  
 

CAC 9/30/03 
CAC 5/31/05 
CAC 4/25/06 
CAC 3/27/07 
CAC 11/27/07 
CAC 11/25/08 
CAC 11/24/09 Consensus review. 
CAC 11/30/10 Minor Revision. Existing policy statement changed from not 
medically necessary to investigational. New policy statement added that 
dermatoscopy is investigational as a technique to define surgical margins in basal 
cell carcinomas.  
CAC 8/28/12 Adopt BCBSA. No changes to policy criteria. FEP variation added. 
Codes reviewed 8/10/12   
CAC 1/29/13 Minor revision. Computer-based optical imaging devices (e.g. 
multispectral digital skin lesion analysis) added as investigational. Statement 
regarding whole body photography removed. Policy title revised to Optical 
Diagnostic Devices for Evaluation Skin Lesions Suspected of Malignancy 
Codes reviewed 11/12/12  
CAC 1/28/14 Consensus review. References updated.   No changes to the policy 
statements. Rationale added. 
CAC 1/27/15 Consensus review. References and rationale updated. No change 
to policy statements. Codes reviewed.  
CAC 1/26/16 Consensus review. No changes to the policy statements. 
References and rationale updated.  2016 Codes added.  Coding reviewed. 
CAC 3/29/16 Minor revision. Reflectance confocal microscopy (RCM) added as 
investigational.  Rationale and references updated. New codes added to coding. 
11/15/16 Administrative update. Variation Reformatting  
CAC 3/28/17 Consensus review. No change to policy statements. References 
and rationale reviewed. Deleted FEP variation referencing 2.01.42 – archived. 
Added standard FEP investigational variation. Coding reviewed. 
7/3/17 Administrative update. Added new codes 0470T-0471T; effective 7/1/17. 
CAC 7/25/17 Minor review. Added investigational statement for use of optical 
coherence tomography for evaluation of skin. Added Medicare variation to 
reference L35094. Coding Reviewed.  
1/1/18 Administrative update. Medicare variations removed from Commercial 
Policies. 
5/11/18 Consensus review. Policy statements unchanged. 
Description/Background, Rationale and Reference sections updated. 
3/29/19 Consensus review. Policy statements unchanged. References updated. 
3/26/20 Consensus review. Policy statement unchanged. References and  
Variation updated. Coding reviewed.  
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 11/17/20 Administrative update. Codes 0400T and 0401T removed for 2021 
coding update; eff 1/1/2021 

 6/15/21Administrative update. :  Added new code 0658T 
 8/18/21.  Consensus review.  No change to policy statement.  References 

updated. NCCN statement added to policy statement. 
 12/1/21 Administrative update.  Added new codes 0700T and 0701T.  Effective 

1/1/22. 
    
          Top 
Health care benefit programs issued or administered by Capital BlueCross and/or its 

subsidiaries, Capital Advantage Insurance Company®, Capital Advantage Assurance Company® 
and Keystone Health Plan® Central.  Independent licensees of the BlueCross BlueShield 

Association.  Communications issued by Capital BlueCross in its capacity as administrator of 
programs and provider relations for all companies. 
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