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STEP THERAPY PoLICY

PoLIicy: Antidepressants — Selective Serotonin Reuptake Inhibitors Step
Therapy Policy
e Brisdelle® (paroxetine mesylate 7.5 mg capsules — Sebela [brand
discontinued 5/2022], generic)
Celexa® (citalopram tablets and oral solution — Allergan, generic)
e Citalopram capsules - Almatica
Fluoxetine capsules (generic to discontinued Sarafem® capsules
[brand discontinued 12/2021])
e Fluoxetine delayed-release capsules (generic to discontinued
Prozac® Weekly™)
Fluoxetine tablets (generic only)
Fluvoxamine extended-release capsules (generic only)
Fluvoxamine tablets (generic only)
Lexapro® (escitalopram tablets and oral solution - Allergan,
generic)
e Paxil® (paroxetine hydrochloride tablets and oral suspension —
Apotex, generic)
e Paxil CR® (paroxetine hydrochloride controlled-release tablets —
Apotex, generic)
e Pexeva® (paroxetine mesylate tablets — Sebela [discontinued
5/2023])
e Prozac® (fluoxetine capsules, tablets, and oral solution — Lilly,
generic)
Sertraline capsules - Almatica/Viking
Trintellix™ (vortioxetine tablets — Takeda)
Viibryd® (vilazodone hydrochloride tablets — Allergan, generic)
Zoloft® (sertraline tablets and oral solution - Pfizer, generic)

REVIEW DATE: 03/13/2024

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. EACH COVERAGE REQUEST SHOULD BE REVIEWED ON ITS OWN MERITS. MEDICAL
DIRECTORS ARE EXPECTED TO EXERCISE CLINICAL JUDGMENT AND HAVE DISCRETION IN MAKING INDIVIDUAL COVERAGE
DETERMINATIONS. COVERAGE POLICIES RELATE EXCLUSIVELY TO THE ADMINISTRATION OF HEALTH BENEFIT PLANS. COVERAGE POLICIES
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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.

CIGNA NATIONAL FORMULARY COVERAGE:

OVERVIEW

The selective serotonin reuptake inhibitors (SSRIs) comprise a pharmacologic class
of agents with antidepressant action and efficacy in the treatment of a wide range of
mood and anxiety disorders (see Table 1).1-14

Table 1. FDA-Approved Indications.
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Brand (generic)

MDD
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sa
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PMD

Brisdelle® (paroxetine
mesylate 7.5 mg capsules,
generic)

Celexa® (citalopram tablets
and oral solution, generic)
and citalopram capsules

Fluoxetine delayed-release
capsules (generic to Prozac®
Weekly™)

Fluvoxamine extended-
release capsules (generic
only)

X+

Fluvoxamine (generic only)

XT

Lexapro® (escitalopram
tablets and oral solution,
generic)

XO

Paxil® (paroxetine HCI
tablets and oral suspension,
generic)

Paxil CR® (paroxetine HCI
controlled-release tablets,
generic)

Table 1 (continued). FDA-Ap

proved Indications.!™!

4

Brand (generic)

MDD

ocC
D
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Disord
er

Bulimi

Nervo
sa

PTS

PMD

Pexeva® (paroxetine mesylate
tablets)

X

Prozac® (fluoxetine capsules,
tablets, and oral solution,
generic)

XT

X‘r

Sarafem® (fluoxetine capsules
and tablets, generic only)

Sertraline capsules

X‘r

Trintellix™ [vortioxetine
tablets]

Viibryd® (vilazodone tablets,
generic)
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Zoloft® (sertraline tablets and X Xt X X X X

oral suspension, generic)
MDD - Major Depressive Disorder; OCD - Obsessive compulsive disorder; PTSD - Posttraumatic stress
disorder; SAD - Social anxiety disorder; GAD - Generalized anxiety disorder; PMDD - Premenstrual
dysphoric disorder; VMS - Vasomotor symptoms; * Approved for the prevention of relapse during the
continuation treatment phase of depression; * FDA-approved indication includes children and adolescents;
9 FDA-approved indication includes adolescents 12 to 17 years of age; ~ FDA-approved indication includes
children and adolescents 7 to 17 years of age; CR - Controlled release; HCI - Hydrochloride.

POLICY STATEMENT

This program has been developed to encourage the use of one Step 1 Product
(Standard Criteria) or two Step 1 Products (High Impact Criteria) prior to the use of
a Step 2 Product in adults. If the Step Therapy rule is not met for a Step 2 Product
at the point of service, coverage will be determined by the Step Therapy criteria
below. All approvals are provided for 1 year in duration.

Step 1: generic citalopram tablets, generic citalopram oral solution, generic
escitalopram tablets, generic fluoxetine immediate-release capsules,
generic fluoxetine oral solution, generic fluvoxamine immediate-release
tablets, generic paroxetine HCI immediate-release tablets, generic
sertraline tablets, generic sertraline oral solution

Step 2: Brisdelle, Celexa, citalopram capsules (brand product), generic
escitalopram oral solution, generic fluoxetine delayed-release 90 mg
capsule, generic fluoxetine immediate-release tablets, generic fluvoxamine
extended-release capsules, generic paroxetine HCI controlled-release
(CR)/extended-release (ER) tablets, generic paroxetine HCI oral
suspension, generic paroxetine mesylate capsules, generic vilazodone
hydrochloride tablets, Lexapro, Paxil, Paxil CR, Pexeva, Prozac, Sarafem,
sertraline capsules (brand product), Trintellix, Viibryd, Zoloft

Antidepressants — Selective Serotonin Reuptake Inhibitors product(s)
is(are) covered as medically necessary when the following step therapy
criteria is(are) met. Any other exception is considered not medically
necessary.

STANDARD CRITERIA
1. If the patient has tried one Step 1 Product, approve a Step 2 Product.
2. If the patient is currently taking or has taken Pexeva, Viibryd, or Trintellix at any

time in the past and discontinued its use, approve the Product that they have
used.
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4.

If the patient cannot swallow or has difficulty swallowing tablets or capsules,
approve generic escitalopram oral solution or generic paroxetine HCl oral
suspension.

If the patient has suicidal ideation, approve Pexeva, Viibryd, or Trintellix.

HiGH IMPACT CRITERIA

1.

2.

If the patient has tried two Step 1 Products, approve a Step 2 Product.

If the patient is currently taking or has taken Pexeva, Viibryd, or Trintellix at any
time in the past and discontinued its use, approve the Product that they have
used.

If the patient cannot swallow or has difficulty swallowing tablets or capsules,
approve generic escitalopram oral solution or generic paroxetine HCl oral
suspension.

4. If the patient has suicidal ideation, approve Pexeva, Viibryd, or Trintellix.
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7. Pexeva® paroxetine mesylate tablets [prescribing information]. Roswell, GA: Sebela; August 2023.
8. Fluvoxamine maleate tablets [prescribing information]. Baudette, MN: ANI: August 2023.

9. Fluvoxamine extended-release capsules [prescribing information]. Chestnut Ridge, NY: Par;
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14.

October 2023.

. Viibryd® tablets [prescribing information]. Madison, NJ: Allergan; August 2023.
. Trintellix™ tablets [prescribing information]. Lexington, MA and Deerfield, IL: Takeda and

Lundbeck; August 2023.

Brisdelle® capsules [prescribing information]. Roswell, GA: Sebela; August 2023.
Sertraline capsules [prescribing information]. Morristown, NJ: Almatica; August 2023.
Citalopram capsules [prescribing information]. Morristown, NJ: Almatica; August 2023.

HISTORY
Type of Summary of Changes Review Date
Revision
Annual Citalopram capsules: Citalopram capsules were moved from 02/22/2023
Revision Step 1 to Step 2. Citalopram capsules were listed as generic;
however, this is a brand product.
Sertraline capsules: Name changed from Zercapli to sertraline
capsules. The approved brand name (Zercapli) was not utilized for
this product.
Annual No criteria changes. 03/13/2024
Revision
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"Cigna Companies" refers to operating subsidiaries of The Cigna Group. 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, Evernorth Behavioral Health, Inc.,
Cigna Health Management, Inc., and HMO or service company subsidiaries of The Cigna Group. ©
2024 The Cigna Group.
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