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CesAATION EOCCO POLICY

Policy Type: PA/SP Pharmacy Coverage Policy: EOCCO134

Description
Mechlorethamine (Valchlor) is a topical nitrogen analog of sulfur mustard and is a biologic alkylating
agent.

Length of Authorization
e |nitial: Three months
e Renewal: 12 months

Quantity limits

Product Name Dosage Form Indication Quantity Limit
Mycosis fungoides-type
mechlorethamine 0.016% topical cutanequs T-cell 60 grams (1 tube)/30
. lymphoma, in those that
(Valchlor) gel/jelly days

have received prior skin-
directed therapy

Initial Evaluation

l. Mechlorethamine (Valchlor) may be considered medically necessary when the following criteria
below are met:
A. Member is 18 years of age or older; AND
B. Medication is prescribed by, or in consultation with an oncologist or dermatologist; AND
C. Will not be used in combination with bexarotene (Targretin); AND
D. A diagnosis of cutaneous T-cell ymphoma when the following are met:
1. The disease is stage IA or IB (i.e., limited, localized); AND
2. The member is relapsed, refractory, or intolerant to at least one other skin-
directed therapy (e.g., corticosteroids, phototherapy, imiquimod, topical
retinoids, carmustine, local radiation).

. Mechlorethamine (Valchlor) is considered investigational when used for all other conditions,
including but not limited to:
A. Contact dermatitis
B. Non-Hodgkin lymphoma
C. Lichen planopilaris
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Renewal Evaluation

l. Member has received a previous prior authorization approval for this agent through this health

plan; AND

Il. Member is not continuing therapy based off being established on therapy through samples,
manufacturer coupons, or otherwise. Initial policy criteria must be met for the member to
qualify for renewal evaluation through this health plan; AND

Il Medication is prescribed by, or in consultation with an oncologist or dermatologist; AND

V. Member has exhibited response to therapy such as improvement in CAILS score, decrease in
affected surface area, or decrease in plague/scale elevation or severity.

Supporting Evidence

l. Mechlorethamine (Valchlor) gel was assessed in a randomized, observer-blinded, active-
controlled (versus compounded mechlorethamine ointment), non-inferiority clinical trial of
subjects with stage IA, IB, and Il A mycosis fungoides-type cutaneous T-cell lymphoma. Subjects
had received at least one prior skin-directed therapy, including the following: topical
corticosteroids, phototherapy, bexarotene (Targretin) gel, topical nitrogen mustard. The median
number of prior therapies was two. Mechlorethamine (Valchlor) was applied topically on a daily
basis for 12 months. Subjects were evaluated for a response on a monthly basis for the first six
months and then every two months for the last six months using the Composite Assessment of
Index Lesion Severity (CAILS) score. This score is obtained by adding the severity score of each of
the following categories for up to five index lesions: erythema, scaling, plaque elevation, and
surface area. Response was defined by a 50% or greater reduction in baseline score. A complete
response was defined as achieving a score of 0. Subjects were also evaluated using the Severity
Weighted Assessment Tool (SWAT). The SWAT score is derived by measuring each involved area
as a percentage of total body surface area (% BSA) and multiplying it by a severity weighting
factor. Response was defined as a 50% or greater reduction in baseline SWAT score. Sixty
percent of subjects achieved a response in CAILS score versus 48% with the comparator arm. For
the SWAT score, 50% in the mechlorethamine (Valchlor) arm met criteria for response versus
46% of the comparator arm. Mechlorethamine (Valchlor) statistical non-inferiority was met.

Il.  The mean average daily use in the trial was 1-2 tubes per month. The cost of one tube of
mechlorethamine (Valchlor) is $4,000-$5,000 per month; thus for a quantity exception to be
considered, clinical review of body surface area affected, application amount, frequency,
adherence, etc. is warranted.

Investigational or Not Medically Necessary Uses

I. Mechlorethamine (Valchlor) has not been sufficiently evaluated for safety and/or efficacy in the
following settings:
A. Contact dermatitis
B. Non-Hodgkin lymphoma
C. Lichen planopilaris
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Policy Implementation/Update:

Date Created January 2014

Date Effective March 2014

Last Updated November 2019

Last Reviewed 11/2019

Action and Summary of Changes Date

Prior authorization criteria transitioned to policy format. Criteria updated to allow for oncologist

prescribing. Renewal criteria changed to require specialist prescriber and specified parameters for 11/2019
improvement.
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