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Description/Scope

This document addresses the use of optlcal detectlon vaneus—teehnelewes—for the screenlng and |dent|f|cat|on of
cerwcal cancers-. i

Note: Colposcopy is considered the standard of care and is not addressed in this document.

Note: Please see the following related document for additional information:
e CG-MED-53 Cervical Cancer Screening Using Cytology and Human Papillomavirus Testing

Position Statement

Investigational and Not Medically Necessary:

This Medical Policy provides assistance in understanding Healthy Blue’s standard Medicaid benefit plan. When

evaluating coverage for a_specific member benefit, reference to federal and state law, as well as contractual
requirements may be necessary, since these may differ from our standard benefit plan. In the event of a conflict
with standard plan benefits, federal, state and/or contractual requirements will govern. Before using this policy,
please check all federal, state and/or contractual requirements applicable to the specific benefit plan coverage.
Healthy Blue reserves the right to modify its Policies and Guidelines as necessary and in accordance with legal and
contractual requirements. This Medical Policy is provided for informational purposes. It does not constitute
medical advice. Healthy Blue may also use tools and criteria developed by third parties, to assist us in
administering health benefits. Healthy Blue’s Policies and Guidelines are intended to be used in accordance with
the independent professional medical judgment of a qualified health care provider and do not constitute the

practice of medicine or medical advice.
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The use of optical detection systems-for the detection or identification of cervical cancer—heluding-but-net-timited
to-the-Luma ™ -Cervical-lmaging-System; is considered investigational and not medically necessary.

Rationale

This Medical Policy prevides assistance in understanding Healthy Blue’s standard Medicaid benefit plan. When
evaluating coverage for a specific member benefit, reference to federal and state law, as well as contractual
requirements may be necessary, since these may differ from our standard benefit plan. In the event of a conflict
with standard plan benefits, federal, state and/or contractual requirements will govern. Before using this policy,
please check all federal, state and/or contractual requirements applicable to the specific benefit plan coverage.
Healthy Blue reserves the right to modify its Policies and Guidelines as necessary and in accordance with legal and
contractual requirements. This Medical Policy is provided for informational purposes. It does not constitute
medical advice. Healthy Blue may also use tools and criteria developed by third parties, to assist us in
administering health benefits. Healthy Blue’s Policies and Guidelines are intended to be used in accordance with
the independent professional medical judgment of a qualified health care provider and do not constitute the
practice of medicine or medical advice.
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Optical Detection Systems

On March 16, 2006 the U.S. Food and Drug Administration (FDA) granted pre-market approval (PMA) for the first
optical detection system, the Luma™ Cervical Imaging System, for use as an adjunct to colposcopy for the
identification of pre-cancerous and cancerous cervical lesions. The available data regarding this system is limited to
a single study of 604 women undergoing colposcopy for evaluation of suspicious cervical lesions (Huh, 2004). The
study involved the comparison of colposcopy results with those from the Luma Cervical Imaging System and
histological findings. The authors reported 90% sensitivity for this method, stating that the use of the Luma device
is predicted to identify 33% more high-grade CIN grade 2-3 lesions compared to colposcopy alone. While the
results of this single study are promising, further evidence is needed to make an effective assessment of the utility

This Medical Policy prevides assistance in understanding Healthy Blue’s standard Medicaid benefit plan. When
evaluating coverage for a specific member benefit, reference to federal and state law, as well as contractual
requirements may be necessary, since these may differ from our standard benefit plan. In the event of a conflict
with standard plan benefits, federal, state and/or contractual requirements will govern. Before using this policy,
please check all federal, state and/or contractual requirements applicable to the specific benefit plan coverage.
Healthy Blue reserves the right to modify its Policies and Guidelines as necessary and in accordance with legal and
contractual requirements. This Medical Policy is provided for informational purposes. It does not constitute
medical advice. Healthy Blue may also use tools and criteria developed by third parties, to assist us in
administering health benefits. Healthy Blue’s Policies and Guidelines are intended to be used in accordance with
the independent professional medical judgment of a qualified health care provider and do not constitute the
practice of medicine or medical advice.
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of this device in clinical practice and on long-term clinical outcomes. In 2010, a post-market clinical trial of the
Luma device was terminated due to withdrawal of the FDA PMA for the device; reason for withdrawal is not cited.

In 2014, a systematic review was conducted by Adelman with the objective of describing novel innovations and
techniques for detecting high-grade cervical dysplasia. The inclusion criteria for published articles were (1) studies
investigating noncolposcopic evaluation of the cervix for the detection of cervical dysplasia, (2) original research
conducted within the past 10 years, (3) ability to calculate sensitivity and specificity from the data presented, and
(4) available in the English language. A total of 32 articles met the inclusion criteria and were reviewed by the
single author of the study. The author concluded:

If a device is to eventually replace the colposcope, it will likely combine technologies to best
meet the needs of the target population. -As such, no single instrument may prove to be
universally appropriate. -None of the modalities discussed in this review are currently in a
position to replace standard colposcopy...

In a 2018 systematic review and meta-analysis Yang and colleagues reported on nine studies which evaluated the
accuracy of an optical detection system for cervical screening. The nine studies encompassed 2730 participants.
Pooled sensitivity was found to be 76% (95% confidence interval [Cl], 73-80%) and pooled specificity was 69%
(95% CI, 67-71%). The analysis did not include the performance of an optical detection system for CIN Il or
higher. All studies were conducted in advanced areas and hospitals. Data collected from rural areas may lead to
different conclusions. The studies were conducted in China and findings could not be generalized to other

populations.

None of the major authoritative organizations that address cervical cancer screening mention the use of
cervicography;-speetlescopy—er-an optical detection system as part of a cervical cancer screening
recommendations. This includes the U.S. Preventive Services Task Force (USPSTF, 2018), the National
Comprehensive Cancer Network (NCCN, 204219), the American College of Obstetrics and Gynecology (2018), the
American Cancer Society (2018), and American Society for Colposcopy and Cervical Pathology (2012).

While the Luma system is no longer available in the United States, other optical detection systems are currently
being studied and have been approved for use in Europe and Asia.
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Background/Overview

According to the American Cancer sSociety, in 202019 there were approximately 13,800170 new cases of cervical
cancer diagnosed in the United States and approximately 429050 deaths from the disease. Factors that increase the
risk of developing cervical cancer include presence of the human papilloma virus (HPV), advanced age, and sexual
history. HPV is a sexually transmitted virus that has been identified as the cause of the vast majority of cervical
cancers. The more partners a woman has had, the more likely she is to have been exposed to the virus. Women who
regularly have cervical cancer screenings through the Pap smear test have a reduced likelihood of mortality due to
cervical cancer. This is due to early identification of abnormal cells that may lead to cervical cancer and by early
detection of existing cervical cancer.

Cervical cancer develops through a gradual, progressive series of well-defined pre-cancerous lesions. In some early
phases of the process these pre-cancerous lesions can revert back to healthy tissue. In other moderately advanced
phases the lesions can persist for many years without progressing into cancer.

Screening and monitoring for cervical cancer is primarily done with Pap smear tests. This test is done by using a
specialized brush and/or spatula to scrape cells from the surface of the cervix in order to view them under a
microscope. Different phases of pre-cancerous and cancerous cells from the cervix look cytologically different from
each other, allowing identification. If abnormal cells are found using a Pap smear test, the lesion with the abnormal
cells can either be treated or monitored over time to prevent cervical cancer. Some lesions and cells are more
difficult to identify than others. Under these circumstances additional work-up is required.

There are currently two methods for doing further evaluation of suspect or unidentified cells recommended by
major medical societies. The first is to repeat the Pap smear test. The second is to test for HPV DNA. If such DNA
is present, the likelihood that a lesion is pre-cancerous is greater than if it was not found.

At this time, the use of repeat Pap smears and detection of HPV DNA is considered the standard of care for follow-
up investigation of unclear or suspect cervical lesions. Colposcopy, a technique that directly visually inspects the
cervix following exposure to a mild acetic acid solution, is usually reserved for diagnosing the most difficult cases.
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This Medical Policy prevides assistance in understanding Healthy Blue’s standard Medicaid benefit plan. When
evaluating coverage for a specific member benefit, reference to federal and state law, as well as contractual
requirements may be necessary, since these may differ from our standard benefit plan. In the event of a conflict
with standard plan benefits, federal, state and/or contractual requirements will govern. Before using this policy,
please check all federal, state and/or contractual requirements applicable to the specific benefit plan coverage.
Healthy Blue reserves the right to modify its Policies and Guidelines as necessary and in accordance with legal and
contractual requirements. This Medical Policy is provided for informational purposes. It does not constitute
medical advice. Healthy Blue may also use tools and criteria developed by third parties, to assist us in
administering health benefits. Healthy Blue’s Policies and Guidelines are intended to be used in accordance with
the independent professional medical judgment of a qualified health care provider and do not constitute the
practice of medicine or medical advice.
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Another proposed method is optical detection which

FheLuma-CervicalHlmaging-System-uses a specialized camera and light source connected to a computer to assess
how different areas of the cervix respond to the light. The system uses an -preprietary-algorithm to process the

cervical images and produce a color map of the cerV|x ThIS map indicates where the b|opsv samples should be

Cervix: The opening of the uterus.

Dysplasia: Abnormal growth and potentially premalignant changes of squamous cells; also known as intraepithelial
neoplasia.

Optical detection systems: Computerized image analysis systems that use specialized cameras and light sources to
assess how different areas of the cervix respond to the light to aid in biopsy direction. {Ferexampletuma-Cervical

Hagingsystemy:

This Medical Policy prevides assistance in understanding Healthy Blue’s standard Medicaid benefit plan. When
evaluating coverage for a specific member benefit, reference to federal and state law, as well as contractual
requirements may be necessary, since these may differ from our standard benefit plan. In the event of a conflict
with standard plan benefits, federal, state and/or contractual requirements will govern. Before using this policy,
please check all federal, state and/or contractual requirements applicable to the specific benefit plan coverage.
Healthy Blue reserves the right to modify its Policies and Guidelines as necessary and in accordance with legal and
contractual requirements. This Medical Policy is provided for informational purposes. It does not constitute
medical advice. Healthy Blue may also use tools and criteria developed by third parties, to assist us in
administering health benefits. Healthy Blue’s Policies and Guidelines are intended to be used in accordance with
the independent professional medical judgment of a qualified health care provider and do not constitute the

practice of medicine or medical advice.

© CPT Only — American Medical Association
Page 11 of 18



Medical Policy MED.00087

Optical DetectiontmagingTFechnigues for Screening and Identification of
Cervical Cancer

Papanicolaou (Pap) smear test: Involves examining a sample of cells from the cervix for evidence of malignancy
and pre-cancerous changes.

Coding

The following codes for treatments and procedures applicable to this document are included below for informational purposes.
Inclusion or exclusion of a procedure, diagnosis or device code(s) does not constitute or imply member coverage or provider
reimbursement policy. Please refer to the member's contract benefits in effect at the time of service to determine coverage or
non-coverage of these services as it applies to an individual member.

When services are Investigational and Not Medically Necessary:

When the code describes a procedure indicated in the Position Statement section as investigational and not
medically necessary.

CPT
58999 Unlisted procedure, female genital system (nonobstetrical) [when specified as cancer

screening or identification speetoscopy-includingsamphing,cervicography—orthe-use
ofusing an optical detection systems]

ICD-10 Diagnosis
All diagnoses
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November 45, 202019.

e Cervical Cancer Screening (PDQ®). Updated on August 12, 20200¢tober16,2019. Available at:
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The use of specific product names is illustrative only. It is not intended to be a recommendation of one
product over another, and is not intended to represent a complete listing of all products available.
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This Medical Policy prevides assistance in understanding Healthy Blue’s standard Medicaid benefit plan. When
evaluating coverage for a specific member benefit, reference to federal and state law, as well as contractual
requirements may be necessary, since these may differ from our standard benefit plan. In the event of a conflict
with standard plan benefits, federal, state and/or contractual requirements will govern. Before using this policy,
please check all federal, state and/or contractual requirements applicable to the specific benefit plan coverage.
Healthy Blue reserves the right to modify its Policies and Guidelines as necessary and in accordance with legal and
contractual requirements. This Medical Policy is provided for informational purposes. It does not constitute
medical advice. Healthy Blue may also use tools and criteria developed by third parties, to assist us in
administering health benefits. Healthy Blue’s Policies and Guidelines are intended to be used in accordance with
the independent professional medical judgment of a qualified health care provider and do not constitute the

practice of medicine or medical advice.
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