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Description
Moxidectin is an anthelmintic.

FDA Approved Indication(s)
Moxidectin is indicated for the treatment of onchocerciasis due to Onchocerca volvulus in
patients aged 12 years and older.

Limitation(s) of use:

e Moxidectin tablets do not kill adult O. volvulus parasites. Follow-up is advised.

e The safety and efficacy of repeat administration of moxidectin tablets in patients with O.
volvulus has not been studied.

Policy/Criteria
Provider must submit documentation (such as office chart notes, lab results or other clinical
information) supporting that member has met all approval criteria.

It is the policy of health plans affiliated with PA Health & Wellness® that moxidectin is
medically necessary when the following criteria are met:

I. Initial Approval Criteria
A. Onchocerciasis (must meet all):
1. Diagnosis of onchocerciasis;
2. Prescribed by or in consultation with an infectious disease specialist;
3. Dose does not exceed 8 mg (4 tablets) as a single dose.
Approval duration: 12 months (4 tablets only)

B. Other diagnoses/indications
1. Refer to the off-label use policy if diagnosis is NOT specifically listed under section
111 (Diagnoses/Indications for which coverage is NOT authorized): PA.CP.PMN.53.

1. Continued Therapy
A. Onchocerciasis (must meet all):

1. Previously received medication via PA Health & Wellness benefit or member has
previously met initial approval criteria;

2. Member has not received a dose of moxidectin in the previous 12 months;

3. Member is responding positively to therapy;

4. If request is for a dose increase, new dose does not exceed 8 mg (4 tablets) as a single
dose.

Approval duration: 12 months (4 tablets only)
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I11.Diagnoses/Indications for which coverage is NOT authorized:
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

Appendix B: Therapeutic Alternatives
Not applicable

Appendix C: Contraindications/Boxed Warnings
None reported

Appendix D: General Information

e Onchocerciasis, also known as river blindness, is a disease of the skin and eye caused by
Onchocerca volvulus, a parasitic worm transmitted by black flies that breed in fast-
flowing rivers and streams. The disease is rare in the United States and is endemic in sub-
Saharan Africa, three countries in South America, and Yemen.

e To date the standard of care is ivermectin, which kills the microfilariae (larvae), but not
the macrofilariae (adult worms). Evidence has shown that treatment with ivermectin
every 3 to 6 months is beneficial.

e Treatment with a six week course of doxycycline has been shown to kill adult female
worms and to sterilize the females 20 months after treatment. However, doxycycline does
not kill the microfilariae; therefore treatment with ivermectin is needed.

e Similar to ivermectin, moxidectin is not effective in killing adult worms; however it
inhibits the intra-uterine embryogenesis and release of microfilariae from the adult
worms.

e A positive response to therapy can be considered as relief of significant symptoms or
reduced microfilariae counts.

V. Dosage and Administration

Indication Dosing Regimen Maximum Dose
Onchocerciasis 8 mg (4 tablets) as a single oral dose 8 mg

V1. Product Availability
Tablet: 2 mg
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