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Policy:

This policy stands to show the criteria for and preferencing of agents within the therapeutic class of Antineoplastic-Antimetabolite-Folic Acid Analogs.  At the time of creation of this policy, there are three agents to be reviewed: Inj. Pemetrexed 10 mg (Alimpta)- J9294, J9296, J9297, J9305, J9314, J9322, J9292, J9323, Inj. Pemetrexed, 10 mg (Pemfexy)- J9304, Inj. Pemrydi rtu, 10 mg (Pemrydi)- J9324.  The review includes review of product package inserts for FDA approved indications and limitations, ASP pricing files updated quarterly, any external evidence available through CMS approved compendia, NCD/LCD information, and the approved system used for clinical direction of the Utilization Management team for agents on the eternalHealth Medicare Part B Prior Auth list.  This information combined with a wholistic review of the members’ clinical profile will allow the eternalHealth team to arrive at a decision of clinical appropriateness and is not a guarantee of payment.









Summary:

· All agents injected in the office will require prior authorization review for medical necessity
· If the request is for Alimta or a generic version of pemetrexed and determined to be medically necessary, it may be approved
· If the request is for Pemfexy, or Pemrydi RTU there must be a history of Alimta or generic pemetrexed documented in the medical record and the lack of clinical response to those agents
· An exception to step therapy will be considered if:
· There is specific documentation of inadequate response, contraindication, adverse event or otherwise demonstrated for a preferred agent if requesting a secondary agent, and for preferred and secondary agents if requesting a tertiary agent.
· Request contains documentation of a continuation of therapy within the past 365 days (if new) or if it is a reauthorization request.

In either of the above situations, the product being used cannot be based on the use of samples or products provided through manufacturer patient assistance programs.

Exclusions:
· Requests for non-FDA approved or compendia indications will not be approved without clinical resources documented and a peer-to-peer consultation occurs.

Preferencing:
Preferred Agents: Alimta, pemetrexed
Secondary Agents: Pemfexy, Pemrydi
Agents:

HCPCS: J9294, J9296, J9297, J9304, J9305, J9314, J9322, J9324, J9292, J9323, J9305

ALIMTA is a folate analog metabolic inhibitor indicated: 
• in combination with pembrolizumab and platinum chemotherapy, for the initial treatment of patients with metastatic non-squamous non-small cell lung cancer (NSCLC), with no EGFR or ALK genomic tumor aberrations.
• in combination with cisplatin for the initial treatment of patients with locally advanced or metastatic, non-squamous NSCLC.
• as a single agent for the maintenance treatment of patients with locally advanced or metastatic, non-squamous NSCLC whose disease has not progressed after four cycles of platinum-based first-line chemotherapy.
• as a single agent for the treatment of patients with recurrent, metastatic non-squamous, NSCLC after prior chemotherapy. Limitations of Use: ALIMTA is not indicated for the treatment of patients with squamous cell, non-small cell lung cancer.
• initial treatment, in combination with cisplatin, of patients with malignant pleural mesothelioma whose disease is unresectable or who are otherwise not candidates for curative surgery.

 DOSAGE AND ADMINISTRATION
• The recommended dose of ALIMTA administered with pembrolizumab and platinum chemotherapy in patients with a creatinine clearance (calculated by Cockcroft-Gault equation) of 45 mL/min or greater is 500 mg/m2 as an intravenous infusion over 10 minutes, administered after pembrolizumab and prior to platinum chemotherapy, on Day 1 of each 21-day cycle.
• The recommended dose of ALIMTA, administered as a single agent or with cisplatin, in patients with creatinine clearance of 45 mL/minute or greater is 500 mg/m2 as an intravenous infusion over 10 minutes on Day 1 of each 21-day cycle.
• Initiate folic acid 400 mcg to 1000 mcg orally, once daily, beginning 7 days prior to the first dose of ALIMTA and continue until 21 days after the last dose of ALIMTA.
• Administer vitamin B12, 1 mg intramuscularly, 1 week prior to the first dose of ALIMTA and every 3 cycles.
• Administer dexamethasone 4 mg orally, twice daily the day before, the day of, and the day after ALIMTA administration.

PEMFEXY is a folate analog metabolic inhibitor indicated for: 
• in combination with pembrolizumab and platinum chemotherapy, for the initial treatment of patients with metastatic non-squamous NSCLC, with no EGFR or ALK genomic tumor aberrations.
• in combination with cisplatin for the initial treatment of patients with locally advanced or metastatic non-squamous, non-small cell lung cancer (NSCLC.
• as a single agent for the maintenance treatment of patients with locally advanced or metastatic non-squamous NSCLC whose disease has not progressed after four cycles of platinum-based first-line chemotherapy.
• as a single agent for the treatment of patients with recurrent, metastatic non-squamous NSCLC after prior chemotherapy. Limitations of Use: PEMFEXY is not indicated for the treatment of patients with squamous cell non-small cell lung cancer.
• in combination with cisplatin for the initial treatment, of patients with malignant pleural mesothelioma whose disease is unresectable or who are otherwise not candidates for curative surgery.
DOSAGE AND ADMINISTRATION
• The recommended dose of PEMFEXY administered with pembrolizumab and platinum chemotherapy in patients with a creatinine clearance (calculated by Cockcroft-Gault equation) of 45 mL/min or greater is 500 mg/m2 as an intravenous infusion over 10 minutes, administered after pembrolizumab and prior to platinum chemotherapy, on Day 1 of each 21- day cycle.
• The recommended dosage of PEMFEXY, administered as a single agent or with cisplatin, in patients with creatinine clearance of 45 mL/minute or greater, is 500 mg/m2 as an intravenous infusion over 10 minutes on Day 1 of each 21-day cycle.
• Initiate folic acid 400 mcg to 1000 mcg orally once daily beginning 7 days prior to the first dose of PEMFEXY and continue until 21 days after the last dose.
• Administer vitamin B12 1 mg intramuscularly 1 week prior to the first dose of PEMFEXY and every 3 cycles thereafter.
• Administer dexamethasone 4 mg orally twice daily the day before, the day of, and the day after PEMFEXY administration.

PEMRYDI RTU is a folate analog metabolic inhibitor indicated: 
• in combination with pembrolizumab and platinum chemotherapy, for the initial treatment of patients with metastatic non-squamous non-small cell lung cancer (NSCLC), with no EGFR or ALK genomic tumor aberrations.
• in combination with cisplatin for the initial treatment of patients with locally advanced or metastatic, non-squamous NSCLC.
• as a single agent for the maintenance treatment of patients with locally advanced or metastatic, non-squamous NSCLC whose disease has not progressed after four cycles of platinum-based first-line chemotherapy.
• as a single agent for the treatment of patients with recurrent, metastatic non-squamous, NSCLC after prior chemotherapy. Limitations of Use: PEMRYDI RTU is not indicated for the treatment of patients with squamous cell, non-small cell lung cancer.
• initial treatment, in combination with cisplatin, of patients with malignant pleural mesothelioma whose disease is unresectable or who are otherwise not candidates for curative surgery.

 DOSAGE AND ADMINISTRATION
• The recommended dose of PEMRYDI RTU administered with pembrolizumab and platinum chemotherapy in patients with a creatinine clearance (calculated by Cockcroft-Gault equation) of 45 mL/min or greater is 500 mg/m2 as an intravenous infusion over 10 minutes, administered after pembrolizumab and prior to platinum chemotherapy, on Day 1 of each 21-day cycle.
• The recommended dose of PEMRYDI RTU, administered as a single agent or with cisplatin, in patients with creatinine clearance of 45 mL/minute or greater is 500 mg/m2 as an intravenous infusion over 10 minutes on Day 1 of each 21-day cycle.
• Initiate folic acid 400 mcg to 1,000 mcg orally, once daily, beginning 7 days prior to the first dose of PEMRYDI RTU and continue until 21 days after the last dose of PEMRYDI RTU.
• Administer vitamin B12, 1 mg intramuscularly, 1 week prior to the first dose of PEMRYDI RTU and every 3 cycles.
• Administer dexamethasone 4 mg orally, twice daily the day before, the day of, and the day after PEMRYDI RTU administration.

Duration of approval:

Initial authorization: Length requested, length specified in the indication above (if applicable), or 12 months, whichever is shortest

Reauthorization: Length requested, length specified in the indication above (if applicable), or 12 months, whichever is shortest

Exception Criteria:

Trial and failure, inadequate response to, or contraindication to Alimta (J9294, J9296, J9297, J9314, J9305, J9322) indicated in the medical record may be reason to approve a secondary agent, but other courses of therapy based on guidelines at the time should be evaluated before approval of secondary agents.

Reference(s): 

· Alimta package insert.  https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/021462s055lbl.pdf
· Pemfexy package insert.  https://www.pemfexy.com/wp-content/uploads/2022/12/PEMFEXY-pemetrexed-injection-US-PI-12-2022.pdf
· Pemrydi RTU package insert.  https://pemrydi.us/wp-content/uploads/2024/11/PEMRYDI-RTU-pemetrexed-injection-PI-Rev-11-2024-02-CLEAN.pdf
· eternalHealth Medicare Part B Prior Authorization List.  https://www.eternalhealth.com/wp-content/uploads/2022/10/eternalHealth_MA-Part-B-PA-List-eff-1-1-2025.pdf
· CMS ASP Pricing Files.  https://www.cms.gov/medicare/payment/part-b-drugs/asp-pricing-files
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