Adbry (tralokinumab)

Override(s) Approval Duration

Prior Authorization Initial approval duration: 6 months
Quantity Limit Continuation approval duration: 12 months
Medications Quantity Limit

Adbry (tralokinumab) 150 mg syringe* 2 syringes per 28 days

Adbry (tralokinumab) 300 mg 1 autoinjector per 28 days

autoinjector*

* Initiation of therapy: May approve six (6) -150 mg syringes or three (3) — 300 mg
autoinjectors in the first month of therapy for initiation dose and first maintenance dose,
then four (4) -150 mg syringes or two (2) — 300 mg autoinjectors for the following five
months of maintenance therapy for a total of twenty-six (26) - 150 mg syringes or thirteen
(13) — 300 mg autoinjectors in the first six months of therapy.

Maintenance therapy:
I.  Continue authorization for one year with four (4) - 150 mg syringes or two (2) — 300
mg autoinjectors per 28 days if the following are met:
A. Individual weighs100 kg or more;

OR
B. Individual weighs less than 100 kg; AND
1. One of the following is met:
a. Individual has not achieved clear to almost clear skin in the last 6 months;
OR
b. Provider submits documentation providing rationale for the four (4) -150
mg syringes or two (2) — 300 mg autoinjectors per 28 days dosing (i.e.
patient did not achieve or maintain clear or almost clear skin); OR
c. Provider submits supporting documentation that the member has
tried two (2) - 150mg syringes or one (1) — 300 mg autoinjector
per 28 days dosing and did not achieve or maintain clear or
almost clear skin).

APPROVAL CRITERIA

Initial requests for Adbry (tralokinumab) for the treatment of atopic dermatitis may be
approved if the following criteria are met:

I.  Individual is 12 years of age or older; AND
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II. Individual has a diagnosis of moderate to severe atopic dermatitis; AND
lll.  Documentation is provided that individual has tried one of the following, and
treatment failed to achieve and maintain remission of low or mild disease activity:

A. Topical calcineurin inhibitors; OR

B. Eucrisa; OR

C. Opzelura; OR

D. Zoryve 0.015% Cream; OR

E. Vtama; OR

F. Phototherapy (UVB or PUVA); OR

G. Non-corticosteroid systemic immunosuppressants (including cyclosporine,
azathioprine, methotrexate, or mycophenolate mofetil); OR

H. Individual has contraindications to topical calcineurin inhibitors AND Eucrisa

AND Opzelura AND Zoryve 0.015% Cream AND Vtama AND Non-corticosteroid
systemic immunosuppressants (such as cyclosporine, azathioprine,
methotrexate, or mycophenolate mofetil) AND unable to use phototherapy;

AND
IV.  Documentation is provided that individual has been receiving and is maintained on
a stable dose of the Adbry;

OR

V. Documentation is provided that individual has had a trial of and inadequate
response or intolerance to Dupixent (dupilumab). Medication
samples/coupons/discount cards are excluded from consideration as a trial.

Continuation requests for Adbry (tralokinumab) for atopic dermatitis may be if approved if
the following criterion is met:

I. Treatment with Adbry (tralokinumab) has resulted in significant improvement or
stabilization in clinical signs and symptoms of disease (including but not limited to
decrease in affected body surface area, pruritus, or severity of inflammation, and/or
improved quality of life).

Adbry (tralokinumab) may not be approved for the following:

I.  In combination with oral or topical JAK inhibitors; OR
II.  In combination with dupilumab, lebrikizumab-Ilbkz, or nemolizumab-ilto; OR
[ll.  In combination with other immunosuppressants (including cyclosporine,
azathioprine, methotrexate, or mycophenolate mofetil); OR
IV.  When the above criteria are not met and for all other indications.
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Federal and state laws or requirements, contract language, and Plan utilization management programs or polices may
take precedence over the application of this clinical criteria.

No part of this publication may be reproduced, stored in a retrieval system or transmitted, in any form or by any means,
electronic, mechanical, photocopying, or otherwise, without permission from the health plan.
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