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Policy Summary

2 See Purpose
Overview

Intravitreal implants are specially designed to release drugs in a controlled manner over a longer duration. It helps to directly
deliver the drug to the vitreous, thus overcoming systemic pathways and obtaining a high drug concentration in the vitreous
chamber.

Guidelines

The US Food and Drug Administration approved lluvien® (fluocinolone acetonide intravitreal implant) 0.19 mg for the treatment
of diabetic macular edema (DME) in patients who have been previously treated with a course of corticosteroids and did not
have a clinically significant rise in intraocular pressure. lluvien® is an intravitreal implant of fluocinolone acetonide and is the first
DME treatment to deliver 36 months of continuous, low-dose corticosteroid with a single injection. The lluvien® intravitreal
implant is designed to release fluocinolone acetonide/day at an initial rate of 0.25 ug/day.

Applicable Codes

The following list(s) of procedure and/or diagnosis codes is provided for reference purposes only and may not be all inclusive.
Listing of a code in this guideline does not imply that the service described by the code is a covered or non-covered health
service. Benefit coverage for health services is determined by the member specific benefit plan document and applicable laws
that may require coverage for a specific service. The inclusion of a code does not imply any right to reimbursement or
guarantee claim payment. Other Policies and Guidelines may apply.

HCPCS Code Description
J7313 Injection, fluocinolone acetonide, intravitreal implant (lluvien), 0.01 mg
Diagnosis Code Description
E10.311 Type 1 diabetes mellitus with unspecified diabetic retinopathy with macular edema
E10.3211 Type 1 diabetes mellitus with mild nonproliferative diabetic retinopathy with macular edema, right eye
E10.3212 Type 1 diabetes mellitus with mild nonproliferative diabetic retinopathy with macular edema, left eye
E10.3213 Type 1 diabetes mellitus with mild nonproliferative diabetic retinopathy with macular edema, bilateral
Intravitreal Corticosteroid Implants Page 1 of 4
UnitedHealthcare Medicare Advantage Policy Guideline Approved 09/13/2023

Proprietary Information of UnitedHealthcare. Copyright 2023 United HealthCare Services, Inc.



Diagnosis Code
E10.3311

E10.3312

E10.3313

E10.3411
E10.3412
E10.3413
E10.3511
E10.3512
E10.3513
E10.3521

E10.3522

E10.3523

E11.311
E11.3211
E11.3212
E11.3213
E11.3311

E11.3312

E11.3313

E11.3411
E11.3412
E11.3413
E11.3511
E11.3512
E11.3513

Description
Type 1 diabetes mellitus with moderate nonproliferative diabetic retinopathy with macular edema, right
eye
Type 1 diabetes mellitus with moderate nonproliferative diabetic retinopathy with macular edema, left
eye
Type 1 diabetes mellitus with moderate nonproliferative diabetic retinopathy with macular edema,
bilateral

Type 1 diabetes mellitus with severe nonproliferative diabetic retinopathy with macular edema, right eye
Type 1 diabetes mellitus with severe nonproliferative diabetic retinopathy with macular edema, left eye
Type 1 diabetes mellitus with severe nonproliferative diabetic retinopathy with macular edema, bilateral
Type 1 diabetes mellitus with proliferative diabetic retinopathy with macular edema, right eye

Type 1 diabetes mellitus with proliferative diabetic retinopathy with macular edema, left eye

Type 1 diabetes mellitus with proliferative diabetic retinopathy with macular edema, bilateral

Type 1 diabetes mellitus with proliferative diabetic retinopathy with traction retinal detachment involving
the macula, right eye

Type 1 diabetes mellitus with proliferative diabetic retinopathy with traction retinal detachment involving
the macula, left eye

Type 1 diabetes mellitus with proliferative diabetic retinopathy with traction retinal detachment involving
the macula, bilateral

Type 2 diabetes mellitus with unspecified diabetic retinopathy with macular edema

Type 2 diabetes mellitus with mild nonproliferative diabetic retinopathy with macular edema, right eye
Type 2 diabetes mellitus with mild nonproliferative diabetic retinopathy with macular edema, left eye
Type 2 diabetes mellitus with mild nonproliferative diabetic retinopathy with macular edema, bilateral
Type 2 diabetes mellitus with moderate nonproliferative diabetic retinopathy with macular edema, right
eye

Type 2 diabetes mellitus with moderate nonproliferative diabetic retinopathy with macular edema, left
eye

Type 2 diabetes mellitus with moderate nonproliferative diabetic retinopathy with macular edema,
bilateral

Type 2 diabetes mellitus with severe nonproliferative diabetic retinopathy with macular edema, right eye
Type 2 diabetes mellitus with severe nonproliferative diabetic retinopathy with macular edema, left eye
Type 2 diabetes mellitus with severe nonproliferative diabetic retinopathy with macular edema, bilateral
Type 2 diabetes mellitus with proliferative diabetic retinopathy with macular edema, right eye

Type 2 diabetes mellitus with proliferative diabetic retinopathy with macular edema, left eye

Type 2 diabetes mellitus with proliferative diabetic retinopathy with macular edema, bilateral

References

CMS Local Coverage Determinations (LCDs) and Articles

LCD Article Contractor Medicare Part A Medicare Part B
N/A A54750 Billing and Coding: FDA Palmetto AL, GA, NC, SC,

approves lluvien for Diabetic Macular TN, VA, WV
Edema

Other(s)

FDA Prescribing Information
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https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleid=54750&ver=13&keyword=&keywordType=starts&areaId=all&docType=6,3,5,1,F,P&contractOption=all&hcpcsOption=code&hcpcsStartCode=J7313&hcpcsEndCode=J7313&sortBy=title&bc=1
https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleid=54750&ver=13&keyword=&keywordType=starts&areaId=all&docType=6,3,5,1,F,P&contractOption=all&hcpcsOption=code&hcpcsStartCode=J7313&hcpcsEndCode=J7313&sortBy=title&bc=1
https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleid=54750&ver=13&keyword=&keywordType=starts&areaId=all&docType=6,3,5,1,F,P&contractOption=all&hcpcsOption=code&hcpcsStartCode=J7313&hcpcsEndCode=J7313&sortBy=title&bc=1
https://www.accessdata.fda.gov/drugsatfda_docs/label/2014/201923s000lbl.pdf

Guideline History/Revision Information

Revisions to this summary document do not in any way modify the requirement that services be provided and documented in
accordance with the Medicare guidelines in effect on the date of service in question.

Date Summary of Changes
09/13/2023 e Routine review; no change to guidelines
e Archived previous policy version MPG394.01

The Medicare Advantage Policy Guideline documents are generally used to support UnitedHealthcare Medicare Advantage
claims processing activities and facilitate providers’ submission of accurate claims for the specified services. The document
can be used as a guide to help determine applicable:

e Medicare coding or billing requirements, and/or

e Medical necessity coverage guidelines; including documentation requirements.

UnitedHealthcare follows Medicare guidelines such as NCDs, LCDs, LCAs, and other Medicare manuals for the purposes of
determining coverage. It is expected providers retain or have access to appropriate documentation when requested to support
coverage. Please utilize the links in the References section below to view the Medicare source materials used to develop this
resource document. This document is not a replacement for the Medicare source materials that outline Medicare coverage
requirements. Where there is a conflict between this document and Medicare source materials, the Medicare source materials
will apply.

Terms and Conditions

The Medicare Advantage Policy Guidelines are applicable to UnitedHealthcare Medicare Advantage Plans offered by
UnitedHealthcare and its affiliates.

These Policy Guidelines are provided for informational purposes, and do not constitute medical advice. Treating physicians and
healthcare providers are solely responsible for determining what care to provide to their patients. Members should always
consult their physician before making any decisions about medical care.

Benefit coverage for health services is determined by the member specific benefit plan document™ and applicable laws that
may require coverage for a specific service. The member specific benefit plan document identifies which services are covered,
which are excluded, and which are subject to limitations. In the event of a conflict, the member specific benefit plan document
supersedes the Medicare Advantage Policy Guidelines.

Medicare Advantage Policy Guidelines are developed as needed, are regularly reviewed and updated, and are subject to
change. They represent a portion of the resources used to support UnitedHealthcare coverage decision making.
UnitedHealthcare may modify these Policy Guidelines at any time by publishing a new version of the policy on this website.
Medicare source materials used to develop these guidelines include, but are not limited to, CMS National Coverage
Determinations (NCDs), Local Coverage Determinations (LCDs), Medicare Benefit Policy Manual, Medicare Claims Processing
Manual, Medicare Program Integrity Manual, Medicare Managed Care Manual, etc. The information presented in the Medicare
Advantage Policy Guidelines is believed to be accurate and current as of the date of publication and is provided on an "AS IS"
basis. Where there is a conflict between this document and Medicare source materials, the Medicare source materials will
apply.

You are responsible for submission of accurate claims. Medicare Advantage Policy Guidelines are intended to ensure that
coverage decisions are made accurately based on the code or codes that correctly describe the health care services provided.
UnitedHealthcare Medicare Advantage Policy Guidelines use Current Procedural Terminology (CPT’), Centers for Medicare and
Medicaid Services (CMS), or other coding guidelines. References to CPT’ or other sources are for definitional purposes only
and do not imply any right to reimbursement or guarantee claims payment.
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Medicare Advantage Policy Guidelines are the property of UnitedHealthcare. Unauthorized copying, use, and distribution of this
information are strictly prohibited.

*For more information on a specific member's benefit coverage, please call the customer service number on the back of the
member ID card or refer to the Administrative Guide.
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https://www.uhcprovider.com/en/admin-guides.html
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