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¢ Rinvog® (upadacitinib extended-release tablets — AbbVie)
e Rinvog® LQ (upadacitinib oral solution — AbbVie)

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
where appropriate and have discretion in making individual coverage determinations. Where
coverage for care or services does not depend on specific circumstances, reimbursement will only
be provided if a requested service(s) is submitted in accordance with the relevant criteria outlined
in the applicable Coverage Policy, including covered diagnosis and/or procedure code(s).
Reimbursement is not allowed for services when billed for conditions or diagnoses that are not
covered under this Coverage Policy (see "Coding Information” below). When billing, providers
must use the most appropriate codes as of the effective date of the submission. Claims submitted
for services that are not accompanied by covered code(s) under the applicable Coverage Policy
will be denied as not covered. Coverage Policies relate exclusively to the administration of health
benefit plans. Coverage Policies are not recommendations for treatment and should never be used
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as treatment guidelines. In certain markets, delegated vendor guidelines may be used to support
medical necessity and other coverage determinations.

OVERVIEW

Rinvoq (tablets), a Janus kinase inhibitor (JAKi), is indicated for the following uses:?!

e Ankylosing spondylitis, for treatment of active disease in adults who have had an
inadequate response or intolerance to one or more tumor necrosis factor inhibitors (TNFis).

e Atopic dermatitis, for treatment of refractory, moderate to severe atopic dermatitis in
patients > 12 years of age, whose disease is not adequately controlled with other systemic
drug products (including biologics) or when those therapies are not advisable.

e Crohn’s disease, for treatment of moderately to severely active disease in adults who have
had an inadequate response or intolerance to one or more TNFis. If TNFis are clinically
inadvisable, patients should have received at least one approved systemic therapy prior to use
of Rinvoq.

e Giant cell arteritis, in adults.

¢ Non-radiographic axial spondyloarthritis, in adults with objective signs of inflammation
who have had an inadequate response or intolerance to one or more TNFis.

¢ Polyarticular juvenile idiopathic arthritis (JIA), in patients = 2 years of age with active
disease who have had an inadequate response or intolerance to one or more TNFis.

e Psoriatic arthritis, for treatment of active disease in patients > 2 years of age who have had
an inadequate response or intolerance to one or more TNFis.

¢ Rheumatoid arthritis, for treatment of moderately to severely active disease in adults who
have had an inadequate response or intolerance to one or more TNFis.

¢ Ulcerative colitis, for treatment of moderately to severely active disease in adults who have
had an inadequate response or intolerance to one or more TNFis. If TNFis are clinically
inadvisable, patients should have received at least one approved systemic therapy prior to use
of Rinvog.

Rinvoqg LQ oral solution is only indicated for use in polyarticular JIA and psoriatic arthritis in
patients 2 to < 18 years of age.! Rinvoq LQ oral solution is not substitutable with Rinvoq
extended-release tablets.

For all indications, Rinvog/Rinvoqg LQ is not recommended for use in combination with other JAKis,
biologics, or potent immunosuppressants such as azathioprine or cyclosporine.!

Dosing

Dosage recommendations for Rinvoq are:?!

¢ Ankylosing spondylitis: 15 mg once daily (QD).

e Atopic dermatitis:

o Patients 12 to < 65 years of age who weight > 40 kg: Initiate treatment at 15 mg QD. If
an adequate response is not achieved, consider increasing to 30 mg QD. Discontinue
Rinvoq if an adequate response is not achieved with the 30 mg dose. Use the lowest
effective dose needed to maintain response

o Patients > 65 years of age: 15 mg QD.

e Crohn’s disease: 45 mg QD for 12 weeks, then 15 mg QD. A dose of 30 mg QD may be
considered for patients with refractory, severe, or extensive disease. . Discontinue Rinvoq if
an adequate therapeutic response is not achieved with the 30 mg dosage. Use the lowest
effective dosage needed to maintain response.

e Giant cell arteritis: 15 mg QD in combination with a tapering course of corticosteroids. A dose
of 15 mg QD can be used as monotherapy following corticosteroid discontinuation.
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e Non-radiographic axial spondyloarthritis: 15 mg QD.
e Polyarticular JIA: Dosing is based on body weight.
o 10 kg to < 20 kg: 3 mg (3 mL oral solution) twice daily (BID)
o 20kgto < 30kg: 4 mg (4 mL oral solution) BID
o = 30kg: 6 mg (6 mL oral solution) BID or 15 mg QD (using extended-release tablets)
e Psoriatic arthritis:
o Adults: 15 mg QD.
o Pediatric patients 2 to < 18 years of age: Dosing is based on weight.
= 10 kg to < 20 kg: 3 mg (3 mL oral solution) BID
= 20 kgto < 30 kg: 4 mg (4 mL oral solution) BID
= > 30kg: 6 mg (6 mL oral solution) BID or 15 mg QD (using extended-release tablets)
¢ Rheumatoid arthritis: 15 mg QD.
e Ulcerative colitis: 45 mg QD for 8 weeks, then 15 mg QD. A dose of 30 mg QD may be
considered for patients with refractory, severe, or extensive disease.

Dose adjustments are recommended in certain indications to manage renal/hepatic impairment or
drug interactions (Table 1).

Table 1. Rinvoq Recommended Dose Adjustments.!
Indication Renal

Hepatic Concomitant Strong

Impairment?

Impairment?f

CYP3A4 Inhibitor

Ankylosing spondylitis

No adjustment

No adjustment

No adjustment

Atopic dermatitis

15 mg QD

No adjustment

15 mg QD

Crohn’s disease

30 mg QD for 12

weeks, then 15 mg

QD

30 mg QD for 12

weeks, then 15 mg

QD

30 mg QD for 12
weeks, then 15 mg

QD

Giant cell arteritis

No adjustment

No adjustment

No adjustment

Non-radiographic axial
spondyloarthritis

No adjustment

No adjustment

No adjustment

Polyarticular JIA

No adjustment

No adjustment

No adjustment

Psoriatic arthritis

No adjustment

No adjustment

No adjustment

Rheumatoid arthritis

No adjustment

No adjustment

No adjustment

Ulcerative colitis

30 mg QD for 8

30 mg QD for 8

30 mg QD for 8

weeks, then 15 mg | weeks, then 15 mg weeks, then 15 mg
QD QD QD

@ Dose adjustment recommendations are for patients with an estimated glomerular filtration rate (eGFR) of 15

to < 30 mL/min/1.73 m2. Use of Rinvoq is not recommended if eGFR < 15 mL/min/1.73 mZ?; # Dose adjustment

recommendations are for patients with mild to moderate hepatic impairment (Child-Pugh A or B). Use of

Rinvoq is not recommended in patients with severe hepatic impairment (Child-Pugh C); CYP - Cytochrome

P450; QD - Once daily; JIA - Juvenile idiopathic arthritis.

Availability

Rinvoq is available as 15 mg and 30 mg tablets supplied in bottles containing 30 tablets each.?
Rinvoq is also available as 45 mg tablets in bottles of 28 tablets. Rinvoq LQ is available as a 1
mg/mL oral solution supplied in a 180 mL bottle.? Rinvoq LQ is not substitutable with Rinvoq
extended-release tablets. Changes between Rinvoq LQ oral solution and Rinvoq extended-release
tablets should be made by the health care provider.

Coverage Polic

POLICY STATEMENT
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This Drug Quantity Management program has been developed to promote the safe, effective, and
economic use of Rinvoq. If the Drug Quantity Management rule is not met at the point of service,
coverage will be determined by the Criteria below. All approvals are provided for the duration noted
below. Meeting Drug Quantity Management Program Criteria does not satisfy any other prior
authorization or medical necessity criteria requirements.

Drug Quantity Limits

Product Strength and Form Retail Home Delivery
Maximum Maximum
Quantity Quantity
Rinvoqg® 15 mg tablets 30 tablets per 90 tablets per
30 days 90 days
(upadacitinib extended- 30 mg tablets 30 tablets per 90 tablets per
release tablets) 30 days 90 days
45 mg tablets 84 tablets per 365 days
Rinvog® LQ 1 mg/mL (180 mL 360 mL (2 1,080 mL (6
bottle) bottles) per 30 bottles) per 90
(upadacitinib oral solution) days days

Exceptions to the quantity limits listed above are covered as medically necessary when
ONE of the following criteria is met. Any other exception is considered not medically
necessary.

CRITERIA

Rinvog 15 mg and 30 mg tablets
No overrides recommended.

Rinvog 45 mg tablets

1. If the patient requires additional induction dosing for Crohn’s disease, as verified by the
absence of claims for Rinvoq in the past 130 days, approve an override for an additional 84
tablets at retail or home delivery for 84 days.
Note: The approval quantity should be the number of Rinvoq 45 mg tablets the patient has
received in the past 365 days plus 84 tablets.

2. If the patient requires additional induction dosing for ulcerative colitis, as verified by the
absence of claims for Rinvoq in the past 130 days, approve an override for an additional 56
tablets at retail or home delivery for 56 days.

Note: The approval quantity should be the number of Rinvoq 45 mg tablets the patient has
received in the past 365 days plus 56 tablets.

Rinvoqg LQ oral solution
No overrides recommended.

References

1. Rinvog® extended-release tablets and oral solution [prescribing information]. North Chicago,
IL: AbbVie; October 2025.
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Revision Details

Type of Revision Summary of Changes Date

New New policy. 02/15/2026

The policy effective date is in force until updated or retired.

“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. © 2026 The Cigna Group.
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