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I. PURPOSE
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To define and describe the accepted indications for Imlygic (Talimogene Laherparepvec) usage in the treatment
of cancer.

DEFINITIONS

Imlygic (Talimogene Laherparepvec): is a genetically modified attenuated herpes simplex virus 1 (HSV)
oncolytic virus that selectively replicates into and lyses the tumor cell via the deletion of two nonessential viral
genes. Virally derived GM-CSF recruits and activates antigen-presenting cells, leading to an antitumor immune
response.

Imlygic (Talimogene Laherparepvec) is FDA approved for the local treatment of unresectable cutaneous,
subcutaneous and nodal lesions in patients with melanoma recurrent after initial surgery

Imlygic (Talimogene Laherparepvec) is available in:

1. 1,000,000 units/mL (1 mL) intralesional suspension (Initial therapy)
2. 100,000,000 units/ mL (1 mL) intralesional suspension (Subsequent doses)

POLICY

New Century is responsible for processing all medication requests from network ordering providers. Medications
not authorized by New Century may be deemed as not approvable and therefore not reimbursable.

Treatment request outside the approved FDA manufacturer labeling or CMS approved compendia must follow
CMS Medicare Benefit Policy Manual Chapter 15. If references are not produced, delays may occur to the
processing of such request.

Inclusion Criteria: Imlygic (Talimogene Laherparepvec) may be considered medically necessary when any of
the following selection criteria is met:

1. PREFERRED MEDICATION GUIDANCE FOR INITIAL REQUEST:

a. When health plan Medicaid coverage provisions- including any applicable PDLs ( Preferred Drug
Lists)- conflict with the coverage provisions in this drug policy, health plan Medicaid coverage
provisions take precedence per the Preferred Drug Guidelines OR

b. When health plan Exchange coverage provisions- including any applicable PDLs ( Preferred Drug
Lists)- conflict with the coverage provisions in this drug policy, health plan Exchange coverage
provisions take precedence per the Preferred Drug Guidelines OR

c. For Health Plans that utilize NCH UM Oncology Clinical Policies as the initial clinical criteria, the
Preferred Drug Guidelines shall follow NCH L1 Pathways when applicable, otherwise shall
follow NCH drug policies: http://pathways.newcenturyhealth.com AND
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d. Continuation requests of previously approved non-preferred medication are not subject to this
provision AND

e. When available, generic alternatives are preferred over brand-name drugs.
2. Melanoma
a. The member has stage IIIB, I1IC, or [V melanoma and ONE of the following:
i.  Unresectable stage Il in-transit metastases
ii. Local/satellite and/or in-transit unresectable recurrence
iii. Unresectable or distant metastatic disease

Exclusion Criteria: Imlygic (Talimogene Laherparepvec) is not considered medically necessary when any of the
following selection criteria is met:

1. Disease progression while taking Imlygic (Talimogene Laherparepvec)
Max dose volume of 4mL per intralesional injection.
Member is immunocompromised or has any immune-mediated events.

Member has a Herpetic infection and on anti-herpetic treatment.

S I

Indications not supported by CMS recognized compendia or acceptable peer reviewed literature
may be deemed as not approvable and therefore not reimbursable.

IV. PROCEDURE

Requests for Brand (generic) shall be reviewed for appropriateness per FDA approved product labeling, the
National Comprehensive Cancer Network (NCCN) and American Society of Clinical Oncology (ASCO) clinical
guidelines, or CMS approved compendia.

1. Dosage and Administration:

a. Imlygic (Talimogene Laherparepvec) is intralesional injected up to a maximum volume of 4 mL
at a concentration of 10° (1 million) PFU/mL for the initial visit

i.  Inject the largest lesions first

ii. Priority follows the next largest lesion and so forth with the amount of inject correlating
to the size of the lesion

A. Ifthe lesion size is >5 cm, inject up to 4 mL

B. Ifthe lesion size is >2.5 cm to 5 cm, inject up to 2 mL

C. Ifthelesion size is >1.5 cm to 2.5 cm, inject up to 1 mL
D. Ifthe lesion size is >0.5 cm to 1.5 cm, inject up to 0.5 mL
E. Ifthelesion size is <0.5 cm, inject up to 0.1 mL

b. 3 weeks after the initial visit, a second treatment therapy may be intralesional injected up to a
maximum volume of 4 mL at a concentration of 108 (1 million) PFU/mL

i.  Firstinject any new lesions which have appeared since the initial visit

ii. Priority follows the next largest lesion and so forth with the amount of inject correlating
to the size of the lesion

c. All additional treatments may be given 2 weeks after the 2nd treatment therapy and subsequent
treatments thereafter

i.  Firstinject any new lesions which have appeared since the initial visit
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ii. Priority follows the next largest lesion and so forth with the amount of inject correlating
to the size of the lesion.

2. Dosage Adjustments: Dosage adjustments are not required for renal or hepatic impairment

3. Monitoring Parameters: signs or symptoms of immunocompromised events, injection site
complications, and herpetic infections such as cold sores and herpetic keratitis.

V. €APPROVAL AUTHORITY
1. Review - Utilization Management Department
2. Final Approval - Utilization Management Committee
V. ATTACHMENTS
None
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