DRUG QUANTITY MANAGEMENT PoLICY — PER DAYS

PoLicy: Inflammatory Conditions — Kineret Drug Quantity Management Policy — Per Days
e Kineret® (anakinra subcutaneous injection — Biovitrim)
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OVERVIEW
Indication
Kineret, an interleukin-1 (I1L-1) receptor antagonist, indicated for the following uses:*
e Cryopyrin-associated periodic syndromes (CAPS) for treatment of neonatal-onset multisystem
inflammatory disease (NOMID).
o Deficiency of interleukin-1 receptor antagonist (DIRA).
Rheumatoid arthritis, to reduce the signs and symptoms and slow the progression of structural
damage in adult patients with moderately to severely active disease who have failed one or more
disease-modifying antirheumatic drugs (DMARDs) given £+ DMARDSs other than tumor necrosis
factor inhibitors (TNFis).

In addition to the FDA-approved uses, guidelines support the use of Kineret for the treatment of systemic
juvenile idiopathic arthritis (SJIA) and Still’s disease.?®

Kineret has also been granted Emergency Use Authorization for treatment of Coronavirus disease 2019
(COVID-19) in hospitalized adults with positive viral testing with pneumonia requiring supplemental
oxygen (low- or high-flow oxygen) who are at risk of progressing to severe respiratory failure and likely to
have an elevated plasma soluble urokinase plasminogen activator receptor (SUPAR).°

Dosing

Kineret is administered by subcutaneous (SC) injection.> A new syringe must be used for each dose. Any
unused portion after each dose should be discarded. Regardless of indication, consider administration of
the prescribed dose every other day for patients who have severe renal insufficiency or end stage renal
disease (defined as creatinine clearance < 30 mL/min, as estimated from serum creatinine levels).

e CAPS: 1to 2 mg per kg daily for NOMID patients. The dose may be individually adjusted to a
maximum of 8 mg per kg daily to control active inflammation. Adjust doses in 0.5 to 1 mg per kg
increments. Once daily dosing is generally recommended, but dose may be split into twice daily
administration.

e DIRA: 1to2 mg per kg per day. The dose may be individually adjusted to a maximum of 8 mg
per kg per day to control active inflammation. Adjust doses in 0.5 to 1 mg per kg increments.

¢ Rheumatoid arthritis: 100 mg daily at approximately the same time every day. Higher doses did
not result in a higher response.

Off-label dosing of Kineret for the treatment of SJIA and Still’s disease varies based on reference, but
guidelines support a dose of 4 mg/kg per day.>® However, higher doses may be needed.

Availability

Kineret is available as a 100 mg/0.67 mL prefilled syringes.> Each dispensing pack contains either 7 or 28
syringes.
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This Drug Quantity Management program has been developed to promote the safe, effective, and economic
use of Kineret and to manage potential premature dose escalation. If the Drug Quantity Management rule
is not met for the requested medication at the point of service, coverage will be determined by the Criteria
below. All approvals are provided for 1 year in duration, unless otherwise noted below.

Automation: None.

Drug Quantity Limit

Product Strength and Form Retail Home Delivery
Maximum Quantity | Maximum Quantity
per 28 Days per 84 Days
Kineret® 100 mg/0.67 mL prefilled syringe 28 syringes 84 syringes

(anakinra subcutaneous injection)

CRITERIA

1.

If the patient has cryopyrin-associated periodic syndromes (CAPS) or deficiency of interleukin-1
receptor antagonist (DIRA), approve a quantity sufficient to allow for a dose of up to 8 mg per kg per
day for 28 days at retail or for 84 days at home delivery.

Note: CAPS encompasses three rare genetic syndromes: familial cold autoinflammatory syndrome
(FCAS), Muckle-Wells syndrome (MWS), and NOMID or chronic infantile neurological cutaneous
and articular syndrome (CINCA).

2. If the patient has systemic juvenile idiopathic arthritis (SJTA) or Still’s disease, approve a quantity
sufficient to allow for a dose of up to 4 mg per kg per day for 28 days at retail or for 84 days at home
delivery.

REFERENCES

1. Kineret® subcutaneous injection [prescribing information]. Stockholm, Sweden: Biovitrum; December 2020.

2. BoomV, Anton J, Lahdenne P, et al. Evidence-based diagnosis and treatment of macrophage activation syndrome in systemic
juvenile idiopathic arthritis. Pediatr Rheumatol Online J. 2015;13(1):55.

3. RieraE, Olivé A, Narvaez J, et al. Adult onset Still's disease: review of 41 cases. Clin Exp Rheumatol. 2011;29(2):331-336.

4. Lequerré T, Quartier P, Rosellini D, et al. Interleukin-1 receptor antagonist (anakinra) treatment in patients with systemic-
onset juvenile idiopathic arthritis or adult onset Still's disease. Preliminary experience in France. Ann Rheum Dis.
2008;67:302-308.

5. Fitzgerald AA, Leclercq SA, Yan A, et al. Rapid responses to anakinra in patients with refractory adult-onset Still's disease.
Arthritis Rheum. 2005;52:1794-1803.

6. Kaotter I, Wacker A, Koch S, et al. Anakinra in patients with treatment-resistant adult-onset Still's disease: Four case reports
with serial cytokine measurements and a review of the literature. Semin Arthritis Rheum. 2007;37:189-197.

7. Kalliolias GD, Georgiou PE, Antonopoulos IA, et al. Anakinra treatment in patients with adult-onset Still's disease is fast,
effective, safe and steroid sparing: experience from an uncontrolled trial. Ann Rheum Dis. 2007;66:842-843.

8. Giampietro C, Ridene M, Lequerre T, et al. Anakinra in adult-onset Still's disease: long-term treatment in patients resistant
to conventional therapy. Arthritis Care Res (Hoboken). 2013;65(5):822-826.

9. Ortiz-Sanjuan F1, Blanco R, Riancho-Zarrabeitia L, et al. Efficacy of anakinra in refractory adult-onset Still's disease:
multicenter study of 41 patients and literature review. Medicine (Baltimore). 2015;94(39):e1554.

10. US Food and Drug Administration. Fact Sheet for Healthcare Providers: Emergency Use Authorization for Kineret.

November 2022. Available at: https://www.fda.gov/media/163075/download. Accessed on December 20, 2022.

01/04/2023
© 2022. All Rights Reserved.
This document is confidential and proprietary. Unauthorized use and distribution are prohibited.


https://www.fda.gov/media/163075/download

Inflammatory Conditions — Kineret DQM Policy — Per Days
Page 3

01/04/2023
© 2022. All Rights Reserved.
This document is confidential and proprietary. Unauthorized use and distribution are prohibited.



