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MODEL GOALS

The CGT Access Model aims to reduce healthcare costs by facilitating outcomes-based agreements between manufacturers and states.

The Cell and Gene Therapy (CGT) Access Model was 

developed in response to 

President Biden’s Executive Order 14087, 

Lowering Prescription Drug Costs for Americans

and intends to drive down prescription drug costs, 

building on the Inflation Reduction Act. 

Improve Health Outcomes

Improve Beneficiary 

Access to Transformative 

CGT Therapies

Reduce Long-Term Health 

Care Utilization and 

Expenditures

Model Background

The model is a framework wherein 

CMS negotiates with manufacturers on behalf of states 
for outcomes-based agreements, or OBAs, for CGTs that cover 

beneficiaries for whom Medicaid is the primary payer.
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Overview of Cell & Gene Therapies
CGTs are a rapidly growing class of one-time treatments, many of which are developed to treat rare and severe diseases.

To help states and 

beneficiaries gain 

access to these 

treatments, CMS will:

Though CGTs hold great potential, they often cost millions of dollars.

Negotiate with manufacturers on behalf of states for outcomes-based 

agreements which tie payment to specific outcomes. 

Negotiate for discounted prices and develop a broader strategy to address 

barriers to equitable care. 

Cell therapy aims to treat diseases by altering 

sets of cells in the body or by using cells to carry a 

therapy through the body. 

Gene therapy aims to treat diseases by replacing, 

inactivating, or introducing genes into cells. 
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CMS

State 

Medicaid 

Programs

Cell & Gene 

Therapy 

Mfrs.

• CMS provides technical 

assistance and supports to 

address barriers in care

• States share claims data

• Jointly negotiate key 

terms of an OBA

• CMS supports data 

collection & analysis

• Reconcile rebates based on terms of OBA

• States provide access to gene therapy 

based on terms of the OBA

The Cell and Gene Therapy Access Model is a framework where CMS negotiates with manufacturers on behalf of states 

for outcomes-based agreements for cell & gene therapies that cover non-dually eligible Medicaid enrollees. 

Model Overview

BENEFICIARY 

IMPACT

• Increased access to 

transformative therapies for 

SCD

• Reduced burden of SCD for 

beneficiaries 

• Improved quality of life, 

including the ability to 

achieve major life goals 

related to education, work, 

and family life

• Easier navigation of care 

due to streamlined 

authorization process
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The CGT Access Model will focus on Medicaid beneficiaries with sickle cell disease (SCD) in participating states.

Model Populations

Beneficiaries for whom Medicaid is the primary payer and Medicaid 

expansion Children’s Health Insurance Program (CHIP) beneficiaries 

(“Title XIX beneficiaries”) in fee-for-service and Medicaid managed care.*
*The Model includes an option for manufacturers and states to include 

separate Title XXI CHIP beneficiaries through separate agreements.

Primary Population

Beneficiaries in the model population with sickle cell disease (SCD) who 

receive a gene therapy made by a participating manufacturer.

Eligible Beneficiaries

Jan 1, 2025

Jan 1, 2026

During the “rolling start” period (2025), states may 

choose to begin with only their fee-for-service 

members and bring their managed care lives into the 

agreement as late as January 1, 2026.
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CMS is currently in the manufacturer negotiation phase of model development.

Where Are We Now? 

CMS continues to seek 

additional input from states, 

clinicians, and patient groups 

on the model.

States can meet with CMS and 

submit non-binding letters of 

intent.

Information about the CGT 

Access Model is available via 

the model website.

CMS incorporated insights 

from conversations with 

stakeholders (states, 

manufacturers, beneficiary 

groups, clinicians).

CMS developed the CGT Access 

Model in response to President 

Biden’s Executive Order 14087, 

Lowering Prescription Drug 

Cost for Americans.

CMS is in the process of 

negotiating Key Terms of 

an outcomes-based 

agreement (OBA) on 

behalf of states

Key Terms of the OBA will be 

disclosed to states

States will decide whether to 

participate and may seek 

optional funding for model 

implementation and 

achievement of milestones

CMS will support states in 

administering OBAs through 

collection of clinical and claims 

data, payment reconciliation, 

and evaluation 

Model 

Announcement

Manufacturer 

Negotiation

Model Launch

Model Design Engagement with 

Interested Parties

State Applications

Executive Order
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The recommended care journey for SCD gene therapy is long, rigorous, and complex.

Patient Care Journey for SCD Gene Therapy

1. Identification for 

Gene Therapy

(Duration varies) 

5. Apheresis

(3-9 days, 

inpatient)

9. Infusion and Inpatient 

Stay

(30–45 days, inpatient)

7. Optional Fertility 

Preservation (Duration 

varies)

10. Follow-Up 

Care

(15 years, 

outpatient)

6. Stem Cell 

Modification

(40-180 days)

4. Transition from Disease 

Management to 

Preparation for Gene 

Therapy

(60-90 days)

2. Disease 

Management by 

Specialist

(Duration varies)

3. Evaluation for Gene 

Therapy and Education

(~30 days)

8. Chemotherapy

(7-9 days, 

inpatient)
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Manufacturer Support to Address Barriers

CMS will require manufacturers to pay for a defined scope 

of fertility preservation services.

• Manufacturers pay for collection, cryopreservation, and storage 

of reproductive materials in clinical trials

• Meets conditions of CMS-sponsored model safe harbor 42 CFR 

1001.952(ii)

• May yield learning to inform state Medicaid agencies’ future 

decision-making regarding coverage for fertility preservation 

services in connection with CGT

F e r t i l i t y  P r e s e r v a t i o n

CMS intends to negotiate an access policy 

with manufacturers that ensures treatment 

centers offer appropriate, multi-disciplinary 

care.

• Behavioral Health Services (mental health, SUD 

treatment, pain management)

• Case Management

Tr e a t m e n t  C e n t e r s
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Model Resources

Helpdesk 
If you have questions for the model team, please 

reach out to us via email at to 

CGTModel@cms.hhs.gov. 

The CGT Access Model team has a host of resources to support interested organizations. To see the latest resources, visit the model’s 

website at https://www.cms.gov/priorities/innovation/innovation-models/cgt. 

Model Factsheet and Infographic
Read through the CGT Model Overview 

Factsheet and the CGT Model Infographic on the 

model website to learn more.

mailto:CGTModel@cms.hhs.gov
https://www.cms.gov/priorities/innovation/innovation-models/cgt
https://www.cms.gov/files/document/cgt-model-ovw-fact-sheet.pdf
https://www.cms.gov/files/document/cgt-model-ovw-fact-sheet.pdf
https://www.cms.gov/media/605626
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Question and Answer Session
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