Cigna National Formulary Coverage Policy

_APClgna

Preferred Step Therapy
Phosphate Binders

Table of Contents Product Identifier(s

National Formulary Medical Necessity ................ 1 59993
Conditions Not Covered...........ccccovvvvveeniineeeninn. 2
Background...........ccooiiiiiiiiiie 2
ReferenCes .......cceeeiiiiii e 2
ReVvision HiStOry .........ocuvveiiiiiiiiiiiieee e, 3

INSTRUCTIONS FOR USE

The following Coverage Policy applies to health benefit plans administered by Cigna Companies. Certain Cigna Companies and/or lines of
business only provide utilization review services to clients and do not make coverage determinations. References to standard benefit plan
language and coverage determinations do not apply to those clients. Coverage Policies are intended to provide guidance in interpreting
certain standard benefit plans administered by Cigna Companies. Please note, the terms of a customer’s particular benefit plan document
[Group Service Agreement, 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 supersedes 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 be used as treatment guidelines. In certain markets, delegated vendor guidelines may be used to support
medical necessity and other coverage determinations.

National Formulary Medical Necessit

Drugs Affected
e Fosrenol® (lanthanum carbonate chewable tablets and oral powder, generics for the chewable tablets only)

Phoslyra™ (calcium acetate oral solution)

Renagel® (sevelamer hydrochloride tablets)

Renvela® (sevelamer carbonate tablets and powder for oral suspension, generics)
Velphoro® (sucroferric oxyhydroxide chewable tablet)

A preferred step therapy program has been developed to encourage the use of a Step 1 product prior to the use
of a Step 2 product. If the preferred step therapy rule is not met for a Step 2 agent at the point of service,
coverage will be determined by the preferred step therapy criteria below. Note: Auryxia and several calcium-
based phosphate binders are not targeted in this policy. All approvals are provided for 1 year in duration

Step 1: generic lanthanum carbonate chewable tablets, Phoslyra oral solution, generic sevelamer carbonate
powder for oral suspension, generic sevelamer carbonate tablets, generic sevelamer hydrochloride
tablets, Velphoro chewable tablets
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Step 2: Fosrenol chewable tablets, Fosrenol oral powder, Renagel tablets, Renvela powder for oral
suspension, Renvela tablets

Cigna covers Step 2 agents as medically necessary when the following criteria are met:

1. If the individual has tried one Step 1 product, authorization for a Step 2 product may be given.

Conditions Not Covered

Any other exception is considered not medically necessary.

Overview

Fosrenol and Phoslyra are indicated to reduce serum phosphorus in individuals with end stage renal disease
(ESRD).12 Renagel, Renvela, and Velphoro are indicated for the control of serum phosphorus in individuals with
chronic kidney disease (CKD) on dialysis.3*

Fosrenol, sevelamer hydrochloride, and sevelamer carbonate are non-calcium based phosphate binders;
Phoslyra contains calcium acetate as the binding agent.>* Velphoro is an iron-based product.> Age indications
and available dosage forms vary across the class.'> In general, the phosphate binders appear to have similar
efficacy in reducing serum phosphorous levels, although there are more data available with agents that have
been on the market longer (e.g., sevelamer).-6 Adverse event (AE) profiles also differ with each agent;
gastrointestinal AEs are most common with this class.

The phosphate binders are used for the management of hyperphosphatemia, an important and inevitable
consequence of the advanced stages of CKD.¢ The rationale for controlling serum phosphorus in these
individuals is based on epidemiological evidence suggesting that hyperphosphatemia is an important risk factor
for both secondary hyperparathyroidism and cardiovascular disease.6® Treatment of hyperphosphatemia includes
taking phosphate binders, limiting dietary phosphate intake, and/or increasing the frequency/duration of
dialysis.5”

Guidelines

The Kidney Disease: Improving Global Outcomes (KDIGO) guidelines for CKD-mineral and bone disorder
(MBD) [2017] recommend lowering elevated phosphate levels toward the normal range in individuals with CKD
Stage 3 through 5D (glomerular filtration rate [GFR] < 59 mL/min/1.73m? and individuals receiving dialysis).2
Overall, treatment decisions should be made after simultaneously evaluating phosphate, calcium, and
parathyroid hormone (PTH) levels, due to the complexity of the interaction between these laboratory parameters.
In individuals with CKD Stage 3 through 5D receiving phosphate-lowering treatment, it is recommended to
restrict the dose of calcium-based phosphate binders. However, the guidelines do not recommend against the
use of calcium-based binders as they may be necessary in some individuals. No preference for a specific non-
calcium containing phosphate binder is provided. The availability of iron-containing phosphate binders was
considered in the 2017 guideline update, but no specific recommendations were made due to the lack of long-
term, patient-centered outcome data in published Phase Ill trials of these agents.
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Type of Summary of Changes Review Date
Revision
Annual No criteria changes. 09/16/2020
Revision

“Cigna Companies” refers to operating subsidiaries of Cigna Corporation. All products and services are provided exclusively by or through
such operating subsidiaries, including Cigna Health and Life Insurance Company, Connecticut General Life Insurance Company, Cigna
Behavioral Health, Inc., Cigna Health Management, Inc., QualCare, Inc., and HMO or service company subsidiaries of Cigna Health
Corporation. The Cigna name, logo, and other Cigna marks are owned by Cigna Intellectual Property, Inc. © 2021 Cigna
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