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Policy:

This policy stands to show the criteria and preferencing for emetogenic therapy and other antiemetic agents therapeutically used to treat and prevent nausea.  At the time of creation of this policy, there are seven agents to be reviewed: aprepitant-J0185/J8501, ondansetron-J2405/Q0162, fosaprepitant-J1453/J1456, granisetron-J1626/J1627, palonosetron-J2469, fosnetupitant/palonosetron-J1454, and netupitant/palonosetron-J8655.  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.  This policy crosses benefits, and portions attributed to the part D benefit will be handled by the PBM (at this time OptumRx) while those under part B will be handled by our TPA, nirvanaHealth.







Summary:

· All agents injected in the office will require prior authorization review for medical necessity
· Medical record must indicate maximized use of oral formulary agents via the pharmacy benefit found here: https://welcome.optumrx.com/rxexternal/external-prescription-drug-list?type=PDPClientFormulary&var=X25ETEGD&infoid=X25ETEGD&clientCode=ETHOEDL 
· [bookmark: _Hlk190865049]If the requested agent is for oral or injected Aprepitant, Fosaprepitant, Granisetron, Ondansetron, Palonosetron via the medical benefit, the use of an agent can be reviewed for medical necessity and use of prior pharmacy agents and may be approved.
· If the requested agent is for fosnetupitant/palonosetron or netupitant/palonosetron the case can be reviewed for medical necessity, the use of prior pharmacy agents, and trial and lack of clinical response to oral or injected Aprepitant, Fosaprepitant, Granisetron, Ondansetron, Palonosetron via the medical benefit and may be approved.
· 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 indications not FDA approved or supported by documentation of compendial acceptance provided by the requesting provider

Preferencing:
Preferred Agents: Oral formulary agents through pharmacy benefit
[bookmark: _Hlk190872462]Secondary Agents: Aprepitant, Fosaprepitant, Granisetron, Ondansetron, Palonosetron (oral or injectable through medical benefit)
Tertiary Agents: Fosnetupitant/palonosetron, netupitant/palonestron

Agents:

HCPCS: J0185, J1453, J1454, J1456, J1626, J1627, J2405, J2469, J8501, J8655, Q0162

Oral Antiemetic Drugs (Replacement for Intravenous Antiemetics) may be covered for ALL the following:
· Oral antiemetic 3-drug combination consists of FDA-approved oral NK-1 antagonist in combination with oral 5HT3 antagonist and dexamethasone (J8540). 
· Statutory coverage criteria are met.
· Beneficiary receiving anti-cancer chemotherapeutic agent, as indicated by 1 or more of the following:
· Alemtuzumab
· Azacitidine
· Bendamustine
· Carboplatin
· Carmustine
· Cisplatin
· Clofarabine
· Cyclophosphamide
· Cytarabine
· Dacarbazine
· Daunorubicin
· Doxorubicin
· Epirubicin
· Idarubicin
· Ifosfamide
· Irinotecan
· Lomustine
· Mechlorethamine
· Oxaliplatin
· Streptozocin

Oral Antiemetic Drugs are covered under the Oral Antiemetic Drug benefit (Social Security Act §1861(s)(2)(T)). For a beneficiary’s oral antiemetic drugs to be eligible for reimbursement the reasonable and necessary (R&N) requirements set out in the related Local Coverage Determination must be met. In addition, there are specific statutory payment policy requirements discussed below that also must be met.

For an item to be covered by Medicare, a written signed and dated order must be received by the supplier before a claim is submitted. If the supplier bills for an item addressed in this policy without first receiving the completed order, the item will be denied as non-covered.
An oral antiemetic drug (J8650, J8670, Q0155, Q0161, Q0162, Q0163, Q0164, Q0166, Q0167, Q0169, Q0173, Q0174, Q0175, Q0177, Q0180, Q0181) is covered if all the following criteria (1-4) are met:
1. The drug has been approved by the Food and Drug Administration (FDA) for use as an antiemetic, and
2. The drug has been ordered by the treating practitioner as part of a cancer chemotherapy regimen, and
3. The drug is used as a full therapeutic replacement for an intravenous antiemetic drug that would otherwise have been administered at the time of the chemotherapy treatment, and
4. Oral anti-emetic drugs administered with a particular chemotherapy treatment must be initiated within two hours of the administration of the chemotherapeutic agent and may be continued for a period not to exceed 48 hours from that time.
Criterion 3 is not met when the chemotherapy drug is an oral drug or when the chemotherapy drug is administered intravenously in the home setting because the type and dosage of chemotherapy drugs administered in these situations do not require intravenous antiemetic drugs. If all the criteria are not met, the oral antiemetic drug will be denied as non-covered.
A 3-drug combination regimen consisting of an NK-1 antagonist, a 5HT3 antagonist and dexamethasone is covered when all the criteria above (1-4) are met, and all 3 drugs are given in combination.
If the NK-1 antagonist and/or dexamethasone is given as an oral anti-emetic outside of the 3-drug regimen, claims will be denied as statutorily non-covered, no benefit.
There are three NK-1 antagonists approved for this use, Aprepitant (J8501), rolapitant (J8670) and netupitant/palonosetron (J8655). Covered 3-drug regimens are:
· Aprepitant (J8501) or rolapitant (J8670) are covered when given as part of a 3-drug regimen that includes a 5HT3 antagonist (Q0162, Q0166, or Q0180) and dexamethasone (J8540).
· Netupitant/palonosetron (J8655) is covered when given in conjunction with dexamethasone (J8540). A separate 5HT3 antagonist is not needed. Netupitant/palonosetron has had multiple HCPCS codes assigned, depending on the date of service. Refer to the Coding Guidelines section (below) for instructions.
If all the above criteria (1-4) are met, the quantity of oral antiemetic drugs covered for each episode of chemotherapy cannot exceed the initial loading dose plus 48 hours of therapy. However, for the drugs granisetron (Q0166) and dolasetron (Q0180), the quantity of drugs covered for each episode of chemotherapy is limited to the initial loading dose plus 24 hours of therapy. Quantities of drugs more than these amounts are non-covered.
More than one oral antiemetic drug may be covered for concurrent use if more than one oral drug is needed to fully replace the intravenous drugs that would otherwise have been given.
The quantity of oral antiemetic drugs that is dispensed should be limited to a 30-day supply. Orders may be refillable.

The supplier must enter a diagnosis code corresponding to the beneficiary's cancer diagnosis on each claim.
The billing of an oral antiemetic 3-drug combination is accomplished by one of the following methods:
· Netupitant with its fixed combination of palonosetron (J8655) and dexamethasone (J8540), must be billed on the same claim.
· Aprepitant (J8501) or rolapitant (J8670) used with a separate 5HT3 antagonist (Q0162, Q0166 or Q0180) and dexamethasone (J8540) must be billed on the same claim.
In addition to the diagnosis code corresponding to the beneficiary’s cancer diagnosis, claims for oral aprepitant (J8501), rolapitant (J8670) or netupitant/palonosetron (J8655) must also be accompanied with a diagnosis code of an encounter for antineoplastic chemotherapy.
Claims for code Q0181 must identify the name of the drug, the manufacturer, the dosage strength dispensed, each tablet/suppository/etc. and frequency of administration during the covered period (24-48 hours) as specified on the order. This information must be entered into the narrative field of electronic claims.

KX, GA AND GZ MODIFIERS
If dexamethasone (J8540) and either aprepitant (J8501), rolapitant (J8670) or 300mg netupitant/0.5mg palonosetron (J8655) are used in conjunction with one of the anticancer chemotherapeutic agents listed in the Coverage Indications, Limitations and/or Medical Necessity section of the related LCD, a KX modifier must be added to each code.
If dexamethasone (J8540) and either aprepitant (J8501), rolapitant (J8670) or 300mg netupitant/.5mg palonosetron (J8655) are not used in conjunction with one of the anticancer chemotherapeutic agents listed in the Coverage Indications, Limitations and/or Medical Necessity section of the related LCD the GA or GZ modifier must be added to a claim line for aprepitant, rolapitant, netupitant/palonosetron or dexamethasone. When there is an expectation of a denial as not reasonable and necessary, suppliers must enter the GA modifier on the claim line if they have obtained a properly executed Advance Beneficiary Notice (ABN) or the GZ modifier if they have not obtained a valid ABN.

Claim lines billed without a KX, GA, or GZ modifier will be rejected as missing information.

CODING GUIDELINES
The following instructions apply to claims billed using J codes. When claims are billed in NCPDP format using NDC numbers, different instructions may apply. Refer to the NCPDP Companion Document available through the CMS web site.
Netupitant/palonosetron has had multiple HCPCS codes assigned.
· For claims with dates of service prior to July 1, 2015, use HCPCS code Q0181 (UNSPECIFIED ORAL DOSAGE FORM, FDA APPROVED PRESCRIPTION ANTI-EMETIC, FOR USE AS A COMPLETE THERAPEUTIC SUBSTITUTE FOR An IV ANTI-EMETIC AT THE TIME OF CHEMOTHERAPY TREATMENT, NOT TO EXCEED A 48 HOUR DOSAGE REGIMEN)
· For claims with dates of service on or after July 1, 2015, through December 31, 2015, use HCPCS code Q9978 (NETUPITANT 300 MG AND PALONOSETRON 0.5 MG, ORAL)
· For claims with dates of service on or after January 1, 2016, use HCPCS code J8655 (NETUPITANT 300 MG AND PALONOSETRON 0.5 MG, ORAL)
The individual drugs contained in netupitant/palonosetron must not be unbundled and billed separately.
Rolapitant has had multiple HCPCS codes assigned.
· For claim on or after September 02, 2015, and before July 1, 2016, use HCPCS code Q0181 (UNSPECIFIED ORAL DOSAGE FORM, FDA APPROVED PRESCRIPTION ANTI-EMETIC, FOR USE AS A COMPLETE THERAPEUTIC SUBSTITUTE FOR AN IV ANTI-EMETIC AT THE TIME OF CHEMOTHERAPY TREATMENT, NOT TO EXCEED A 48 HOUR DOSAGE REGIMEN)
· For dates of service on or after July 1, 2016, and before January 1, 2017, use HCPCS code Q9981 (ROLAPITANT, ORAL, 1 MG).
· For dates of service on or after January 1, 2017, use HCPCS code J8670 (ROLAPITANT, ORAL, 1 MG).
Codes J8501, J8540, J8650, J8655 and Q0155, Q0162, Q0163, Q0164, Q0166, Q0167, Q0169, Q0173, Q0174, Q0175, Q0177, Q0180, Q0181 or J8670 may be billed only when the oral antiemetic drug is used in the situations described in Non-Medical Necessity Coverage and Payment Rules section. The quantity of drugs billed using codes Q0155, Q0162, Q0163, Q0164, Q0166, Q0167, Q0169, Q0173, Q0174, Q0175, Q0177, Q0180, Q0181 must not exceed the 24 or 48 hours of therapy specified above.

[bookmark: cl_c_1]Palonosetron may be indicated when ALL the following are present:
· [bookmark: cl_c_8][bookmark: cl_c_9]Prevention of nausea and vomiting, as indicated by 1 or more of the following:
· [bookmark: cl_c_11]Chemotherapy-induced nausea and vomiting, as indicated by 1 or more of the following:
1. Highly emetogenic chemotherapy planned
1. [bookmark: cl_c_24][bookmark: cl_c_25]Moderately emetogenic chemotherapy planned 
· [bookmark: cl_c_27][bookmark: cl_c_28]Postoperative nausea and vomiting 
· Patients are not pregnant

Aprepitant or fosaprepitant may be indicated when ALL the following are present:
· Prevention of nausea and vomiting, as indicated by 1 or more of the following:
· [bookmark: cl_c_19]Chemotherapy-induced nausea and vomiting, as indicated by 1 or more of the following:
1. Highly emetogenic chemotherapy planned
1. Moderately emetogenic chemotherapy planned
· [bookmark: cl_c_50][bookmark: cl_c_51][bookmark: cl_c_52]Postoperative nausea and vomiting, and age 18 years or older 
· Patients are not pregnant






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:

· Exceptions may need to be reviewed on multiple levels depending on the agent requested: documentation of inadequate response, contraindication, adverse event or otherwise must be demonstrated for a preferred agent if requesting a secondary agent, and for preferred and secondary agents if requesting a tertiary agent.
· Coverage for a secondary or tertiary agent will be considered if there is 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.
· The PBM is responsible for processing Part D prior authorizations, redeterminations, exceptions and otherwise.  Please consult the most current formulary and prior authorization criteria for content.

Reference(s): 

· 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
· Oral Antiemetic Drugs (Replacement for Intravenous Antiemetics) - Policy Article.  https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleid=52480
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