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I. Length of Authorization

Coverage will be provided for two doses (900mg each) and may not be renewed.

Il. Dosing Limits

A. Quantity Limit (max daily dose) [NDC Unit]:

e Spevigo 450 mg/7.5 mL solution in an SDV: 4 vials one time only
B. Max Units (per dose and over time) [HCPCS Unit]:

e 900 billable units (900 mg) on day 1 and 8

lll. Initial Approval Criteria 13
Coverage is provided in the following conditions:

e Patient is at least 18 years of age; AND

e Patient does not have any of the following conditions:
= Synovitis-acne-pustulosis-hyperostosis-osteitis (SAPHO) syndrome
*  Primary erythrodermic psoriasis vulgaris

* Primary plaque psoriasis vulgaris without presence of pustules or with pustules that
are restricted to psoriatic plaques

* Drug-triggered Acute Generalized Exanthematous Pustulosis (AGEP); AND
Universal Criteria 13

e Patient has been evaluated and screened for the presence of latent tuberculosis (TB)
infection prior to initiating treatment and will receive ongoing monitoring for presence of TB
during treatment; AND

e Patient does not have an active infection, including clinically important localized infections;
AND

e Patient will not receive live vaccines (viral and/or bacterial) during therapy; AND

Moda Health Plan, Inc. Medical Necessity Criteria Page 1/4

MagellanRx

Proprietary & Confidential MANAGEMENT..

© 2023 Magellan Health, Inc.



e Patient is not on concurrent treatment with an IL-inhibitor, TNF-inhibitor, biologic response
modifier or other non-biologic agent (e.g., apremilast, abrocitinib, tofacitinib, baricitinib,
upadacitinib, deucravacitinib, etc.); AND

Generalized Pustular Psoriasis (GPP) + @ '3

¢ Patient is experiencing an acute, moderate-to-severe intensity disease flare as defined by the
following:

o Generalized Pustular Psoriasis Physician Global Assessment (GPPPGA) total score of at
least 3 (moderate)[the total GPPPGA score ranges from 0 (clear) to 4 (severe)]; AND

o Presence of fresh pustules (new appearance or worsening of pustules); AND
o GPPPGA pustulation sub score of at least 2 (mild); AND

o Atleast 5% of body surface area (BSA) covered with erythema and the presence of
pustules.; AND

e Patient will not be on concomitant treatment with systemic immunosuppressants (e.g.,
retinoids, cyclosporine, methotrexate, etc.) or other topical agents (e.g., corticosteroids,
calcipotriene, tacrolimus, etc.)

Physician’s Global Assessment for Generalized Pustular Psoriasis (GPPPGA)?

Erythema

0 = Clear: Normal or post-inflammatory hyperpigmentation

1 = Almost Clear: Faint, diffuse pink or slight red

2 = Mild: Light red

3 = Moderate: Bright red

4 = Severe: Deep fiery red

Pustules

0 = Clear: No visible pustules

1 = Almost Clear: Low density occasional small discrete (non-coalescent) pustules
2 = Mild: Moderate density grouped discrete small pustules (non-coalescent)

3 = Moderate: High density pustules with some coalescence

4 = Severe: Very high-density pustules with pustular lakes

Scaling/crusting

0 = Clear: No scaling and no crusting

1 = Almost Clear: Superficial focal scaling or crusting restricted to periphery of lesions
2 = Mild: Predominantly fine scaling or crusting

3 = Moderate: Moderate scaling or crusting covering most or all of lesions

4 = Severe: Severe scaling or crusting covering most or all lesions

*Composite mean score = (erythema + pustules + scaling)/3

Total GPPGA score given is 0 if mean = 0 for all three components, 1 if mean is 0 to <1.5, 2 if mean is 1.5 to <2.5, 3 if mean is 2.5 to <3.5, 4 if
mean is 23.5

+ FDA Approved Indication(s); $ Compendia Recommended Indication(s); ® Orphan Drug

IV. Renewal Criteria 13

Coverage may not be renewed.
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V.

VI.

VII.

Dosage/Administration

Indication

Generalized Administer as a single 900 mg dose by intravenous infusion over 90 minutes, if flare
Pustular symptoms persist, an additional intravenous 900 mg dose may be administered one

Psoriasis (GPP) |week after the initial dose.

Billing Code/Availability Information

HCPCS Code:
e J1747 — Injection, spesolimab-sbzo, 1 mg; 1 billable unit = 1 mg

NDC:
e Spevigo 450 mg/7.5 mL (60 mg/mL) two-pack single-dose vial : 00597-0035-xx
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Appendix 1 — Covered Diagnosis Codes

ICD-10 ICD-10 Description

L40.1 Generalized pustular psoriasis

Appendix 2 — Centers for Medicare and Medicaid Services (CMS)

Medicare coverage for outpatient (Part B) drugs is outlined in the Medicare Benefit Policy Manual
(Pub. 100-2), Chapter 15, §50 Drugs and Biologicals. In addition, National Coverage Determination
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(NCD), Local Coverage Determinations (LCDs), and Local Coverage Articles (LCAs) may exist and

compliance with these policies is required where applicable. They can be found at:

https:!//www.cms.gov/medicare-coverage-database/search.aspx. Additional indications may be

covered at the discretion of the health plan.

Medicare Part B Covered Diagnosis Codes (applicable to existing NCD/LCD/LCA): N/A

edicare Part B Ad

0 d 0 A o 0

Jurisdiction Applicable State/US Territory Contractor
E Q@ CA, HI, NV, AS, GU, CNMI Noridian Healthcare Solutions, LLC
F(2&3) AK, WA, OR, ID, ND, SD, MT, WY, UT, AZ |Noridian Healthcare Solutions, LL.C
5 KS, NE, IA, MO Wisconsin Physicians Service Insurance Corp (WPS)
6 MN, WI, IL National Government Services, Inc. (NGS)
H4 &7 |LA AR, MS, TX, OK, CO, NM Novitas Solutions, Inc.
8 MI, IN Wisconsin Physicians Service Insurance Corp (WPS)
N (9) FL, PR, VI First Coast Service Options, Inc.
J (10) TN, GA, AL Palmetto GBA, LLC
M (11) NC, SC, WV, VA (excluding below) Palmetto GBA, LLC
L (12 DE, MD, PA, NJ, DC (includes Arlington & Novitas Solutions, Inc.
Fairfax counties and the city of Alexandria in VA)
K (13 & 14) [NY, CT, MA, RI, VT, ME, NH National Government Services, Inc. (NGS)
15 KY, OH CGS Administrators, LLC
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