CIGNA MEDICAL COVERAGE POLICY CIGNA
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INSTRUCTIONS FOR USE

Coverage Policies are intended to provide guidance in interpreting certain standard CIGNA HealthCare benefit plans. Please note, the
terms of a customer’s particular benefit plan document [Group Service Agreement (GSA), Evidence of Coverage, Certificate of Coverage,
Summary Plan Description (SPD) or similar plan document] may differ significantly from the standard benefit plans upon which these
Coverage Policies are based. For example, a customer’s benefit plan document may contain a specific exclusion related to a topic
addressed in a Coverage Policy. In the event of a conflict, a customer’s benefit plan document always supercedes the information in the
Coverage Policies. In the absence of a controlling federal or state coverage mandate, benefits are ultimately determined by the terms of the
applicable benefit plan document. Coverage determinations in each specific instance require consideration of 1) the terms of the applicable
benefit plan document in effect on the date of service; 2) any applicable laws/regulations; 3) any relevant collateral source materials
including Coverage Policies and; 4) the specific facts of the particular situation. Coverage Policies relate exclusively to the administration of
health benefit plans. Coverage Policies are not recommendations for treatment and should never is used as treatment guidelines.
Proprietary information of CIGNA. Copyright ©2011 CIGNA

Coverage Policy

CIGNA covers ANY of the following retinal imaging technologies as medically necessary in individuals
with diabetes mellitus:

standard film or digital fundus photography
retinal telescreening

optical coherence tomography

fluorescein angiography

Heidelberg Retina Tomograph

confocal scanning laser ophthalmoscope
retinal thickness analyzer

CIGNA does not cover retinal telescreening for any other indication because it is considered
experimental, investigational or unproven.

CIGNA does not cover computer programs (i.e., algorithms) designed to automatically detect or
diagnose diabetic retinopathy, because they are considered experimental, investigational or unproven.

General Background
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http://www.cigna.com/customer_care/healthcare_professional/coverage_positions/medical/mm_0196_coveragepositioncriteria_telemedicine.pdf

Screening and detection of diabetic retinopathy in patients with diabetes mellitus includes a comprehensive
annual eye examination, including measurement of visual acuity, intraocular pressure, and an examination of
the retina, usually with the pupils pharmacologically dilated (i.e. mydriatic). This is generally performed by an
optometrist or ophthalmologist. Along with manual visual inspection, retinal imaging via fundus photography
(using the seven standard field 35 millimeter stereoscopic color photography or digital photography) may be
performed. Digital photography is an accepted method of fundus photography. The gold standard for the
evaluation of diabetic retinopathy is seven-field stereo fundus photography read by trained readers.

Off-site expert review of digital images is referred to as retinal telescreening or teleophthalmology. Retinal
telescreening involves taking digital images of the retina and electronically transmitting them to another location
where they are evaluated. Depending on the service, images may be viewed by trained, nonphysician
technicians and/or ophthalmology specialists. Sending scanned images via a high-speed broadband Internet
connection or via satellite to high-definition computer screens links patients in remote locations (where
screening might otherwise not be available) with specialty centers. Professionals in specialty centers can then
determine whether retinopathy is present and whether follow-up specialist care is needed. Retinopathy
telescreening has the potential to improve compliance with retinopathy screening because it can be performed
during a primary care physician office visit without referral to an ophthalmologist or optometrist (ECRI, 2010). A
screening program has its greatest potential in areas where qualified eye care professionals are not available.
The American Academy of Ophthalmology (AAO) notes photographic screening programs are not considered a
replacement for a comprehensive eye evaluation by an ophthalmologist experienced in managing diabetic
retinopathy (AAO, 2008). The American Diabetes Association (ADA) states in-person exams are still necessary
when the photos are unacceptable and for follow-up of abnormalities detected (ADA, 2010).

Additional retinal imaging tools that may aid in the diagnosis and treatment of diabetic retinopathy as well as
other eye disorders, include: optical coherence tomography (OCT); fluorescein angiography (FA); Heidelberg
Retina Tomograph (HRT) (Heidelberg Engineering GmbH, Heidelberg, Germany); Confocal Scanning Laser
Ophthalmoscope (cSLO); and Retinal Thickness Analyzer (RTA) (Talia Technology Ltd., Neve-llan, Israel).
OCT, HRT, cSLO and RTA are types of laser scanning imaging. FA may use laser scanning or a fundus
camera.

U.S. Food and Drug Administration (FDA)
The FDA has approved standard and digital ophthalmic cameras, ophthalmic image storage devices, ophthalmic
image management systems, and ophthalmic image communication devices. Some examples include:

Ophthalmic cameras:

o Digiscope® (EyeTel Imaging, Inc., Columbia, MD)
e RETINA DX (Eye Expert, LLC., Greenville, NC)

e Imagenet (Topcon Corp., Paramus, NJ)

e Eyecap Imaging System (Haag Streit UK Ltd., UK)

Ophthalmic image storage devices:
e Eye Q Imaging System (Canon, Inc., Lake Success, NY)
e Medilive Mindstream (Carl Zeiss Surgical GMBH, Germany)

[ ]
Ophthalmic image management systems:
e Opthavision Imaging System (MRP Group, Inc., Waltham, MA)

Ophthalmic image communication devices:

Joslin Vision Network™ (Joslin Diabetes Center, Boston, MA)

o Warpspeed System (Image Technology Laboratories, Inc., Kingston, NY')

e DR-3DT (Inoveon Corp., Oklahoma City, OK)

e IRI" Integrated Retinal Imager System (MediVision Medical Imaging Ltd., Israel)

Scanning Laser Ophthalmoscope
e Optos Panoramic 200MA Ophthalrnoscope (Optos PLC, Dunfermline, Fife, Scotland, UK)

Ophthalmoscope, AC powered
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e Zeiss Confocal Laser Scanning Ophthalmoscope (Carl Zeiss, Inc. , Princeton, NJ)

Tomography, Optical Coherence
e Spectralis™ Heidelberg Retina Angiograph /Optical Coherence Tomograph (Heidelberg Engineering GmbH
(Heidelberg, Germany)

There is no FDA-approved computer program (i.e., algorithm) designed to automatically detect or diagnose
diabetic retinopathy.

Literature Review

Retinal screening with standard fundus photography or digital imaging is safely and accurately used to identify
patients with diabetic retinopathy (Rudnisky, et al., 2007; Lopez-Bastida, et al., 2007; Schiffman, et al., 2005;
Williams, et al., 2004; Larsen, et al., 2003; Gémez-Ulla, et al., 2002; Fransen, et al., 2002; Bursell, et al., 2001).
Some studies have found that digital imaging is more sensitive in identifying retinopathy than clinical
examination with ophthalmoscopy (Ahmed, et al., 2006; Lin, et al., 2002; Sharp, et al., 2003; Leese, et al.,
2002). Digital cameras with stereoscopic capabilities are useful for identifying subtle neovascularization and
macular edema seen in retinopathy (Perumalsamy, et al., 2007; Rudnisky, et al., 2002; Liesenfeld, et al., 2000).

Studies have found a positive association between participating in a photographic screening program and
receiving or subsequent adherence to receiving, recommended comprehensive dilated eye examinations by a
clinician (Fonda, et al., 2007; Taylor et al. 2007; Conlin, et al., 2006; Zimmer-Galler, et al., 2006; Massin, et al.,
2005). Retinal telescreening has not been adequately studied outside the scope of screening for diabetic
retinopathy in diabetic patients.

Computer programs or algorithms for automated detection or diagnosis of diabetic retinopathy may be referred
to computer-assisted detection or diagnosis (CAD). The application of algorithms to transmitted digital images
compared to visual inspection of digital images is being studied. Ongoing large, diagnostic cohort studies
compare versions of a single program (i.e., algorithm) or different existing programs (Abramoff, et al., 2010;
Fleming, et al., 2010; Abramoff, et al., 2008; Philip, et al., 2007). Numerous programs are in development. There
is a lack of consensus regarding which algorithm should be utilized as well as any derived clinical utility (e.g.,
reduction in manual grading workload, earlier identification of diabetic retinopathy resulting in improved
outcomes). The incremental diagnostic utility of using such technologies has not yet been demonstrated
therefore the role of these programs in patient management is unproven at this time.

OCT and FA are standard of care for the diagnosis and treatment of some patients with diabetic retinopathy.
OCT of the posterior segment of the eye can be useful for quantifying retinal thickness, monitoring macular
edema, and identifying vitreomacular traction in selected patients with diabetic macular edema. OCT allows
direct visualization of retinal pathology on a morphologic level, providing information that complements
information supplied by fundus photography and fluorescein angiography. FA is commonly used to guide
treatment of CSME and to evaluate unexplained visual loss. FA is occasionally used to identify suspected but
clinically obscure retinal neovascularization and is not used to screen a patient with no or minimal diabetic
retinopathy (AAO, 2008; McDonald, et al., 2007; Virgili, et al., 2007; Srinivasan, et al., 2006; Goebel and Franke,
2006; Kang, et al., 2004; Sanchez-Tocino, et al., 2002; Goebel, et al., 2002).

The HRT and the RTA can accurately measure retinal thickness. There is a high degree of correlation between
retinal thicknesses determined by OCT and the RTA. These techniques provide quantitative information that has
not been previously available with standard methods that have been used for macular assessment. The AAO
notes the technologies are accurate, reproducible, and reliable. There is not enough evidence to make
meaningful comparisons between the technologies. Laser scanning imaging provides additional information that
is helpful in managing macular disease by allowing objective serial quantitative measurements of retinal
thickness and anatomy (McDonald, 2007).

Professional Societies/Organizations

The American Diabetes Association, the American Academy of Ophthalmology, and the American Association
of Clinical Endocrinologists all recommend screening for diabetic retinopathy. Their respective guidelines
provide various frequency recommendations by diabetes type (i.e., type 1, type 2, pregnancy).

Summary
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Evidence in the published, peer-reviewed, scientific literature supports the clinical utility of screening individuals
with diabetes mellitus for diabetic retinopathy. Telescreening programs are not considered a replacement for a
comprehensive eye evaluation, but do encourage participation in screening programs and provide particular
value where access to ophthalmic care is limited. The use of computer programs for automated detection or
diagnosis of diabetic retinopathy remains unproven at this time.

Fluorescein angiograms and laser scanning imaging (i.e., optical coherence tomography [OCT], Heidelberg
Retina Tomograph [HRT], confocal scanning laser ophthalmoscope [cSLO], and retinal thickness analyzer
[RTA]) may provide clinically valuable information for selected diabetic retinopathy patients. There is insufficient
evidence in the published, peer-reviewed, scientific literature supporting the use of retinal telescreening outside
the scope of screening for diabetic retinopathy.

The use of the above imaging procedures for any other indication (e.g., glaucoma, macular degeneration) is not
addressed in this Coverage Policy.

Coding/Billing Information
Note: This list of codes may not be all-inclusive.

Covered when medically necessary:

CPT®* Description

Codes

92133 Scanning computerized ophthalmic diagnostic imaging, posterior segment, with
interpretation and report, unilateral or bilateral; optic nerve(Code effective
1/1/2011)

92134 Scanning computerized ophthalmic diagnostic imaging, posterior segment, with
interpretation and report, unilateral or bilateral; retina (Code effective 1/1/2011)

92135 Scanning computerized ophthalmic diagnostic imaging, posterior segment, (eg,
scanning laser) with interpretation and report, unilateral (Code deleted 1/1/2011)

92235 Fluorescein angiography (includes multiframe imaging) with interpretation and
report

92250 Fundus photography with interpretation and report

HCPCS Description

Codes

S0625 Retinal telescreening by digital imaging of multiple different fundus areas to
screen for vision-threatening conditions, including imaging, interpretation and
report

ICD-9-CM Description

Diagnosis

Codes

249.00 — Secondary diabetes mellitus

249.91

250.00 - Diabetes mellitus

250.93

362.01 - Diabetic retinopathy

362.07

*Current Procedural Terminology (CPT®) ©2010 American Medical Association: Chicago, IL.
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Policy History

Pre-Merger Last Review Policy Title

Organizations Date Number

CIGNA HealthCare 3/15/2008 0080 Retinal Imaging for Diabetic
Retinopathy

Great-West Healthcare 8/23/2007 05.301.02 Diabetic Retinopathy Telescreening

with Digital Imaging Systems

“CIGNA", “CIGNA HealthCare” and the “Tree of Life” logo are registered service marks of CIGNA Intellectual Property, Inc., licensed for use by
CIGNA Corporation and its operating subsidiaries. All products and services are provided by such operating subsidiaries and not by CIGNA
Corporation. Such operating subsidiaries include Connecticut General Life Insurance Company, CIGNA Health and Life Insurance Company,
CIGNA Behavioral Health, Inc., CIGNA Health Management, Inc., and HMO or service company subsidiaries of CIGNA Health Corporation and
CIGNA Dental Health, Inc. In Arizona, HMO plans are offered by CIGNA HealthCare of Arizona, Inc. In California, HMO plans are offered by
CIGNA HealthCare of California, Inc. In Connecticut, HMO plans are offered by CIGNA HealthCare of Connecticut, Inc. In North Carolina, HMO
plans are offered by CIGNA HealthCare of North Carolina, Inc. In Virginia, HMO plans are offered by CIGNA HealthCare Mid-Atlantic, Inc. All
other medical plans in these states are insured or administered by Connecticut General Life Insurance Company or CIGNA Health and Life
Insurance Company.
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