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Description
Famciclovir (Famvir®), a prodrug of penciclovir, is a nucleoside analog DNA polymerase
inhibitor.

FDA approved indication
Famvir is indicated for:
e Immunocompetent adult patients
0 Herpes labialis (cold sores)
= Treatment of recurrent episodes
o Genital herpes
= Treatment of recurrent episodes
= Suppressive therapy of recurrent episodes
0 Herpes zoster (shingles)
e Human immunodeficiency virus (HIV)-infected adult patients
o Treatment of recurrent episodes of orolabial or genital herpes

Limitation of use: The efficacy and safety of Famvir have not been established for:

e Patients less than 18 years of age

e Patients with first episode of genital herpes

e Patients with ophthalmic zoster

e Immunocompromised patients other than for the treatment of recurrent episodes of orolabial
or genital herpes in HIV-infected patients

e Black and African American patients with recurrent genital herpes

Policy/Criteria
Provider must submit documentation (which may include office chart notes and lab results)
supporting that member has met all approval criteria

It is the policy of Pennsylvania Health and Wellness ® that Famvir is medically necessary when
the following criteria are met:

I.  Initial Approval Criteria
A. Herpes Labialis (Cold Sores) (must meet all):

1. Diagnosis of herpes labialis (cold sores);

2. Prescribed for treatment of recurrent episodes;

3. Member meets one of the following (a or b):
a. Failure of valacyclovir;
b. If contraindicated to valacyclovir, failure of acyclovir unless contraindicated or

clinically significant adverse effects are experienced;
4. Dose does not exceed:
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a. Immunocompetent: 1500 mg as a single dose (3 tablets);
b. Immunocompromised (HIV-infected): 500 mg twice daily for up to 10 days (2
tablets/day).
Approval duration: 1 day for immunocompetent patients; up to 10 days for
immunocompromised patients

B. Genital Herpes (must meet all):
1. Diagnosis of genital herpes;
2. Member meets one of the following (a or b):
a. Failure of valacyclovir;
b. If contraindicated to valacyclovir, failure of acyclovir unless contraindicated or
clinically significant adverse effects are experienced;
3. Dose does not exceed:
a. Initial episode:
i. Immunocompetent: 250 mg three times daily for up to 10 days (3 tablets/day);
ii. Immunocompromised (HIV-infected): 500mg twice daily for up to 14 days (2
tablets/day);
b. Recurrent episode:
i. Immunocompetent: 1000 mg twice daily for one day (4 tablets);
ii. Immunocompromised (HIV-infected): 500 mg twice daily for up to 1 days (2
tablets/day);
c. Suppressive therapy:
i. Immunocompetent: 250 mg twice daily (2 tablets/day);
ii. Immunocompromised (HIV-infected): 500 mg twice daily (2 tablets/day).
Approval duration:
Initial episode: up to 10 days
Recurrent episode: 1 day for immunocompetent patients; up to 10 days for
immunocompromised patients
Suppressive therapy: 6 months

C. Herpes Zoster (must meet all):
1. Diagnosis of herpes zoster;
2. Member meets one of the following (a or b):
a. Failure of valacyclovir;
b. If contraindicated to valacyclovir, failure of acyclovir unless contraindicated or
clinically significant adverse effects are experienced;
3. Dose does not exceed 500 mg three times daily (3 tablets/day).
Approval duration: 7 days

D. Other diagnoses/indications
1. Refer to PA.CP.PMN.53 if diagnosis is NOT specifically listed under section il
(Diagnoses/Indications for which coverage is NOT authorized).

Continued Therapy
A. Herpes Labialis (must meet all):
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1. Previously received medication via Pennsylvania Health and Wellness benefit or
member has previously met initial approval criteria or the Continuity of Care policy
(PA.LTSS.PA.01) applies;
Documentation of positive response to therapy;
3. If request is for a dose increase, new dose does not exceed:

a. Immunocompetent: 1500 mg as a single dose (3 tablets);

b. Immunocompromised (HIV-infected): 500 mg twice daily for up to 10 days (2

tablets/day).

Approval duration: 1 day for immunocompetent patients; up to 10 days for
immunocompromised patients

N

B. Genital Herpes (must meet all):

1. Previously received medication via Pennsylvania Health and Wellness benefit or
member has previously met initial approval criteria or the Continuity of Care policy
(PA.LTSS.PA.01) applies;

Documentation of positive response to therapy;
Healing is incomplete after 10 days of therapy;
4. If request is for a dose increase, new dose does not exceed:

a. Recurrent episode:

i. Immunocompetent: 1000 mg twice daily for one day (4 tablets);

ii. Immunocompromised (HIV-infected): 500 mg twice daily for up to 10 days (2

tablets/day);

b. Suppressive therapy:

i. Immunocompetent: 250 mg twice daily (2 tablets/day);

ii. Immunocompromised (HIV-infected): 500 mg twice daily (2 tablets/day).
Approval duration: 6 months (for recurrent episodes, no more than 3 treatments/6
months; members exceeding this may receive additional treatments upon
submission of documentation supporting recurrence)
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C. Herpes Zoster (must meet all):

1. Previously received medication via Pennsylvania Health and Wellness benefit or
member has previously met initial approval criteria or the Continuity of Care policy
(PA.LTSS.PA.01) applies;

2. Request is for a new occurrence of herpes zoster since the last request;

3. Dose does not exceed 500 mg three times daily (3 tablets/day).

Approval duration: 7 days

D. Other diagnoses/indications (must meet 1 or 2):

1. Currently receiving medication via health plan benefit and documentation supports
positive response to therapy or the Continuity of Care policy (PA.LTSS.PA.01)
applies.

Approval duration: Duration of request or 12 months (whichever is less); or

2. Refer to PA.CP.PMN.53 if diagnosis is NOT specifically listed under section il
(Diagnoses/Indications for which coverage is NOT authorized)

I11.  Diagnoses/Indications for which coverage is NOT authorized:
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A. Non-FDA approved indications, which are not addressed in this policy, unless there is
sufficient documentation of efficacy and safety according to the off label use policy —
PA.CP.PMN.53 or evidence of coverage documents

IV.  Appendices/General Information
Appendix A: Abbreviation/Acronym Key
FDA: Food and Drug Administration
HIV: human immunodeficiency virus

V. Dosage and Administration

Indication Dosing Regimen Maximum Dose

Herpes labialis (cold sores) Immunocompetent: 1500 Immunocompetent:
mg as a single dose 1500 mg/treatment
HIV-infected: 500 mg HIV-infected: 1000
twice daily for 7 days mg/day

Genital herpes- treatment of Immunocompetent: 1000 Immunocompetent:

recurrent episodes mg twice daily for 1 day 2000 mg/treatment
HIV-infected: 500 mg HIV-infected: 1000
twice daily for 7 days mg/day

Genital herpes- suppressive 250 mg twice daily 500 mg/day

therapy

Herpes zoster 500 mg every 8 hours for 7 | 1500 mg/day
days

VI.  Product Availability
Tablets: 125 mg, 250 mg, 500 mg
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