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Florida Medicaid
Cell and Gene Therapy Services Coverage Policy
[bookmark: _Toc403051405]
_____________		ii
[bookmark: _Toc403656446][bookmark: _Toc405995448][bookmark: _Toc201571513]Introduction
This policy describes Florida Medicaid’s coverage of Cell and Gene Therapies (CGT).
[bookmark: _Toc511809867][bookmark: _Toc511810001][bookmark: _Toc511809868][bookmark: _Toc511810002][bookmark: _Toc511809869][bookmark: _Toc511810003][bookmark: _Toc201571514]Florida Medicaid Policies
This policy is intended for use by inpatient and outpatient hospital providers that render cell and gene therapy services to eligible Florida Medicaid recipients. It must be used in conjunction with Florida Medicaid’s General Policies (as defined in section 1.4) and any applicable service-specific and claim reimbursement policies with which providers must comply.
Note: All Florida Medicaid policies are promulgated in Rule Division 59G, Florida Administrative Code (F.A.C.). Coverage policies are available on the Agency for Health Care Administration’s (AHCA) website at http://ahca.myflorida.com/Medicaid/review/index.shtml. 
[bookmark: _Toc201571515]Statewide Medicaid Managed Care Plans
Florida Medicaid managed care plans must comply with the service coverage requirements outlined in this policy, unless otherwise specified in the AHCA contract with the Florida Medicaid managed care plan. The provision of services to recipients enrolled in a Florida Medicaid managed care plan must not be subject to more stringent service coverage limits than specified in Florida Medicaid policies.
[bookmark: _Toc201571516]Legal Authority
Florida Medicaid CGT services are authorized by the following: 
Title XIX of the Social Security Act (SSA) 
Title 42, Code of Federal Regulations (CFR), Chapter IV 
Sections 409.906, 409.908, and 409.912, Florida Statutes (F.S.) 
[bookmark: _Toc201571517]Definitions
The following definitions are applicable to this policy. For additional definitions that are applicable to all sections of Rule Division 59G, F.A.C., please refer to the Florida Medicaid Definitions Policy.
1.4.1 [bookmark: _Hlk199769009]Actual Acquisition Cost (AAC)
For the purpose of this coverage policy, the AAC is equal to the wholesaler or provider acquisition cost.
1.4.2 Administration Period
[bookmark: _Hlk201153283]The time period during which a value-based purchasing agreement applies to a state-selected model drug for the CGT Access Model. 
1.4.3 Cell and Gene Therapies (CGT)
Medications that are inclusive of cell, gene, and cell and gene therapies.
1.4.4 Cell and Gene Therapy Access Model (CGT Access Model)
A multi-year program through the Centers for Medicare and Medicaid Services (CMS), developed by the CMS Center for Medicare and Medicaid Innovation, allowing state Medicaid programs to provide CGTs through an alternative access methodology.
1.4.5 Cell and Gene Therapy Drug List
A list of Cell and Gene Therapies
CGT Access Model: Candidate Beneficiary
A recipient who may be eligible to participate in the CGT access model based on Medicaid enrollment status and diagnosis.
CGT Access Model: Model Beneficiary
A Medicaid recipient who has met the conditions for inclusion into the CGT Access Model and has received a state-selected model drug.
[bookmark: _Hlk199769017]Claim Reimbursement Policy
A policy document found in Rule Division 59G, F.A.C., that provides instructions on how to bill for services.
Coverage and Limitations Handbook or Coverage Policy
A policy document found in Rule Division 59G, F.A.C., that contains coverage information about a Florida Medicaid service.
Diagnosis-Related Group(s) (DRG)
As defined in Rule 59G-4.150, Florida Administrative Code, (F.A.C.).
General Policies
A collective term for Florida Medicaid policy documents found in Rule Chapter 59G-1, F.A.C., containing information that applies to all providers (unless otherwise specified) rendering services to recipients. 
Medically Necessary/Medical Necessity
As defined in Rule 59G-1.010, F.A.C.
Performance Period Start Date
The date that Florida Medicaid begins participating in the CGT Access Model. 
Preferred Drug List (PDL)
As defined in Rule 59G-4.250, F.A.C.
Provider
The term used to describe any entity, facility, person, or group enrolled with AHCA to furnish services under the Florida Medicaid program in accordance with the provider agreement.
Recipient
[bookmark: _Hlk199855081]For the purpose of this coverage policy, the term used to describe an individual enrolled in Florida Medicaid (including managed care plan enrollees).
State-Selected Model Drug (SSM drug)
A drug that recipients may be eligible to receive through the CGT Access Model.
[bookmark: _Toc201571518]Eligible Recipient
[bookmark: _Toc201571519]General Criteria
An eligible recipient must be enrolled in the Florida Medicaid program on the date of service and meet the criteria provided in this policy.
Provider(s) must verify each recipient’s eligibility each time a service is rendered.
[bookmark: _Toc201571520]Who Can Receive
Florida Medicaid recipients requiring medically necessary CGT services. Some services may be subject to additional coverage criteria as specified in section 4.0.
[bookmark: _Toc201571521]Coinsurance and Copayments
There is no coinsurance or copayment for this service in accordance with section 409.9081, F.S. For more information on copayment and coinsurance requirements and exemptions, please refer to Florida Medicaid’s Copayments and Coinsurance Policy. 
[bookmark: _Toc201571522]Eligible Provider
[bookmark: _Toc201571523]General Criteria
Providers must meet the qualifications specified in this policy in order to be reimbursed for Florida Medicaid CGT services. 
[bookmark: _Toc201571524]Who Can Provide
Services must be rendered by one of the following: 
Hospitals licensed as a general or specialty hospital in accordance with section 395.003, F.S.
Practitioners licensed in accordance with Chapters 465, 458, or 459, F.S. and who are working within the scope of their practice
Providers administering a CGT SSM drug must also meet additional CMS requirements including, but not limited to:
Be a member of the CMS-designated patient registry for the CGT Access Model
Be participating in a CMS-specified study
[bookmark: _Toc201571525]Coverage Information
[bookmark: _Toc201571526]General Criteria
Florida Medicaid covers services that meet all of the following:
Are determined medically necessary
Do not duplicate another service
Meet the criteria as specified in this policy
[bookmark: _Toc201571527]Specific Criteria
Florida Medicaid covers CGTs in accordance with section 409.912, F.S., or as specified in this policy when prescribed by a licensed practitioner, for the following:
[bookmark: _Hlk199849796]Drugs on the Preferred Drug List (PDL) and published on the AHCA website at: http://www.ahca.myflorida.com/medicaid/Policy_and_Quality/Policy/pharmacy_policy/ind ex.shtml.
Drugs with specific criteria published on the AHCA website at: https://ahca.myflorida.com/medicaid/prescribed-drugs/drug-criteria.
Drugs that are not on the PDL 
AHCA determines the feasibility of adding a drug to the PDL when recommended by the Pharmaceutical and Therapeutics Committee based on an assessment of the drug’s cost-effectiveness, clinical efficacy, and safety.
Administered Drugs
Florida Medicaid covers CGTs up to the quantity indicated on the applicable fee schedule(s) incorporated by reference in Rule 59G-4.002, F.A.C., or on the PDL, per prescription, when prescribed and administered by a licensed practitioner.
CGT Access Model
Medicaid recipients must meet the definition of a candidate beneficiary as defined in section 1.4 and meet the CGT drug criteria requirements to be eligible for the SSM drug.
Other Covered Services
Florida Medicaid covers services necessary to determine if a recipient meets prior authorization criteria for SSM drugs until the end of the administration period. 


Continuity of Care
Florida Medicaid ensures that covered services are not disrupted for recipients designated as candidate and model beneficiaries transitioning from a fee-for-service delivery system (FFS) or a Florida Medicaid managed care plan delivery system, as follows:
Candidate beneficiaries-from the performance period start date to the end of the administrative period
Model beneficiaries-from the performance period start date to the end of the measurement period
[bookmark: _Toc201571528]Early and Periodic Screening, Diagnosis, and Treatment 
As required by federal law, Florida Medicaid provides services to eligible recipients under the age of 21 years, if such services are medically necessary to correct or ameliorate a defect, a condition, or a physical or mental illness. Included are diagnostic services, treatment, equipment, supplies, and other measures described in section 1905(a) of the SSA, codified in Title 42 of the United States Code 1396d(a). As such, services for recipients under the age of 21 years exceeding the coverage described within this policy or the associated fee schedule may be approved, if medically necessary. For more information, please refer to Florida Medicaid’s Authorization Requirements Policy. 
[bookmark: _Toc405995464][bookmark: _Toc405995465][bookmark: _Toc405995466][bookmark: _Toc405995467][bookmark: _Toc405995468][bookmark: _Toc405995469][bookmark: _Toc405995470][bookmark: _Toc405995471][bookmark: _Toc201571529]Exclusion
[bookmark: _Toc201571530]General Non-Covered Criteria
Services related to this policy are not covered when any of the following apply:
The service does not meet the medical necessity criteria listed in section 1.0
The recipient does not meet the eligibility requirements listed in section 2.0
The service unnecessarily duplicates another provider’s service
[bookmark: _Toc201571531]Specific Non-Covered Criteria
Automatic fills
Drugs classified as ineffective by the United States Food and Drug Administration’s (FDA): Drugs Efficacy Study Implementation and Identical, Related, and Similar Drugs
Drugs from an entity that does not have a rebate agreement with CMS
Drugs from an entity not licensed in accordance with Chapter 499, F.S. 
Drugs that are not approved by the FDA
[bookmark: _Toc201571532]Documentation
[bookmark: _Toc201571533]General Criteria
For information on general documentation requirements, please refer to Florida Medicaid’s Recordkeeping and Documentation Requirements Policy.
[bookmark: _Toc201571534]Specific Criteria
Providers must maintain the following documentation for five years: 
Purchase acquisition records for CGTs administered to Florida Medicaid recipients 
Reports of drugs administered that contain both of the following: 
National Drug Code (NDC) 
The total net number of pharmaceutical units dispensed
[bookmark: _Toc201571535]Authorization
[bookmark: _Toc425258836][bookmark: _Toc201571536]General Criteria
The authorization information described below is applicable to Florida Medicaid.
7.1 [bookmark: _Toc425258837][bookmark: _Toc201571537]Specific Criteria
[bookmark: _Hlk199858318]All providers of CGT services must obtain authorization from the appropriate Florida Medicaid authorization entity prior to administering CGTs.
[bookmark: _Hlk199857908]For the CGT Access Model, providers must verify that a recipient meets the requirements in section 4.2.2.
[bookmark: _Toc201571538]Reimbursement
[bookmark: _Toc201571539]General Criteria
The reimbursement information below is applicable to drugs included on the CGT list posted on the AHCA website at  http://ahca.myflorida.com/medicaid/prescribed-drugs/florida-medicaid-preferred-drug-program. 
[bookmark: _Toc201571540]Specific Criteria 
CGTs are exempt from the DRG and EAPG methodology. 
[bookmark: _Toc201571541]Claim Type
Institutional (837I/UB-04)
All providers must follow the CGT claim submission process as specified in Appendix A of this policy.
[bookmark: _Toc201571542]Billing Code, Modifier, and Billing Unit
Providers must report the most current and appropriate billing code(s), modifier(s), and billing unit(s) for the service rendered, listed in the applicable fee schedule(s) incorporated by reference in Rule 59G-4.002, F.A.C., and available at http://ahca.myflorida.com/Medicaid/review/index.shtml. 
[bookmark: _Toc201571543]Diagnosis Code
Providers must report the most current and appropriate diagnosis code to the highest level of specificity that supports medical necessity, as appropriate for this service.
[bookmark: _Toc403051231][bookmark: _Toc403051439][bookmark: _Toc403656480][bookmark: _Toc405995494][bookmark: _Toc403051232][bookmark: _Toc403051440][bookmark: _Toc403656481][bookmark: _Toc405995495][bookmark: _Toc403051233][bookmark: _Toc403051441][bookmark: _Toc403656482][bookmark: _Toc405995496][bookmark: _Toc403051234][bookmark: _Toc403051442][bookmark: _Toc403656483][bookmark: _Toc405995497][bookmark: _Toc403051235][bookmark: _Toc403051443][bookmark: _Toc403656484][bookmark: _Toc405995498][bookmark: _Toc403051236][bookmark: _Toc403051444][bookmark: _Toc403656485][bookmark: _Toc405995499][bookmark: _Toc403051237][bookmark: _Toc403051445][bookmark: _Toc403656486][bookmark: _Toc405995500][bookmark: _Toc403051238][bookmark: _Toc403051446][bookmark: _Toc403656487][bookmark: _Toc405995501][bookmark: _Toc403051239][bookmark: _Toc403051447][bookmark: _Toc403656488][bookmark: _Toc405995502][bookmark: _Toc403051240][bookmark: _Toc403051448][bookmark: _Toc403656489][bookmark: _Toc405995503][bookmark: _Toc403051241][bookmark: _Toc403051449][bookmark: _Toc403656490][bookmark: _Toc405995504][bookmark: _Toc403051242][bookmark: _Toc403051450][bookmark: _Toc403656491][bookmark: _Toc405995505][bookmark: _Toc403051243][bookmark: _Toc403051451][bookmark: _Toc403656492][bookmark: _Toc405995506][bookmark: _Toc403051244][bookmark: _Toc403051452][bookmark: _Toc403656493][bookmark: _Toc405995507][bookmark: _Toc403051245][bookmark: _Toc403051453][bookmark: _Toc403656494][bookmark: _Toc405995508][bookmark: _Toc403051246][bookmark: _Toc403051454][bookmark: _Toc403656495][bookmark: _Toc405995509][bookmark: _Toc403051247][bookmark: _Toc403051455][bookmark: _Toc403656496][bookmark: _Toc405995510][bookmark: _Toc403051248][bookmark: _Toc403051456][bookmark: _Toc403656497][bookmark: _Toc405995511][bookmark: _Toc403051249][bookmark: _Toc403051457][bookmark: _Toc403656498][bookmark: _Toc405995512][bookmark: _Toc403051250][bookmark: _Toc403051458][bookmark: _Toc403656499][bookmark: _Toc405995513][bookmark: _Toc403051251][bookmark: _Toc403051459][bookmark: _Toc403656500][bookmark: _Toc405995514][bookmark: _Toc403051252][bookmark: _Toc403051460][bookmark: _Toc403656501][bookmark: _Toc405995515][bookmark: _Toc403051253][bookmark: _Toc403051461][bookmark: _Toc403656502][bookmark: _Toc405995516][bookmark: _Toc403051254][bookmark: _Toc403051462][bookmark: _Toc403656503][bookmark: _Toc405995517][bookmark: _Toc403051256][bookmark: _Toc403051464][bookmark: _Toc201571544]Rate
Florida Medicaid reimburses providers in accordance with Rule 59G-4.251, F.A.C. 
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[bookmark: _Toc201571545]Appendix A
[bookmark: _Toc201571546]Requirements for CGT Claim Submission
a. Cost, charges, and any other claims-based data specific to the CGT drug must be excluded from any institutional claim that the hospital submits for the recipient’s stay. 
b. The hospital must claim separate payment on an additional institutional form to submit a claim for the CGT drug on a claim form (UB-04/837I).
c. The separate institutional claim form (UB-04/837I) for the CGT drug must include the following:
National Drug Code (NDC) and HCPCS code(s) 
Diagnosis code
Medication prior authorization
Billable units equal ONE 
d. The hospital must also include the following as separate attachments to the claim for the CGT drug, which AHCA shall deem incorporated into and part of the claim:
Statement of the hospital’s AAC for the drug used to treat the recipient
Copy of the invoice for the CGT drug from the distributor, drug manufacturers, and/or supplier
The hospital must provide any documentation that is necessary for the hospital to prove  that the amount listed is the hospital’s actual acquisition cost.
AHCA may require additional documentation upon receipt of the claim, if necessary to verify the AAC. 
e. The hospital must submit the initial, approved prior authorization for the CGT drug. The pre-authorization number must be designated in 837I claim form.
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