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Papzimeos™ (zopapogene imadenovec-drba)

When requesting Papzimeos™ (zopapogene imadenovec-drba), the individual requiring
treatment must be diagnosed with the following FDA-approved indication and meet the
specific coverage guidelines and applicable safety criteria for the covered indication.

FDA-approved Indication

Papzimeos is indicated for the treatment of adults with recurrent respiratory
papillomatosis.

Coverage Guidelines

Recurrent Respiratory Papillomatosis
The individual must meet all of the following criteria for authorization:

Is 18 years of age or older;

Diagnosis of recurrent respiratory papillomatosis has been confirmed by biopsy;
Has or will undergo debulking procedure prior to Papzimeos administration;
Papzimeos is prescribed by, or in consultation with a pulmonologist, oncologist,
thoracic surgeon, or otolaryngologist.

Approval Duration: 4 doses (3 months)

Dosing Recommendation

Papzimeos is for subcutaneous injection only.
The recommended dosage of Papzimeos is 5x10* particle units (PU) per injection

administered as subcutaneous injection four times over a 12-week interval. The
recommended dosing schedule for Papzimeos is shown in Table 1.

Table 1: Recommended Treatment Schedule for Papzimeos

Administration Administration Interval

Initial Dose

Second Dose 2 weeks after initial administration
Thrid Dose 6 weeks after initial administration
Fourth Dose 12 weeks after initial administration
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