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CMS strives 1O improve access, quality. and experienceé of health care for individuals living with Sickle

Cell Disease (sCD), @ lifelong inherited plood disorder that affects over 100,000 individuals in the United
states, the majority of whom are from Black of African American and Hispanic of Latino popu\ations.‘

. cal advancements, suchas newborm screening and therapeutics, have transitioned sCD from
afatal childhood disease to @ chronic condition, patients with SCD still have @ signiﬁcamly shorter life
expectancy. more than 20 years shorter than the general popu|alion.' Additionally, many long-term

health complications ~ including stroke, acute chest syndrome. and chronic end-organ damage - persist.
compared 0 individuals without SCD, individuals with SCD have higher rates of asthma, fibromyalgia and
chronic pain and fatigue, hypertension, depression chronic kidney disease, heart failure, liver disease.

stroke, and epilepsy.‘"

The Acti
ction Plan focuses on four key are
as:

Approximately half of people affected by SCD are enrolled in Medicaid” and 11% are enrolled in Medicare™

- often as dually eligible enrollees in both Medicaid and Medicare - underscoring the burden of disease
among people enrolled in CMS programs and the importance of CMS action. \ndividuals with SCD often

face challenges along their care journeys, including:

1. E '
xpanding coverage and access

3. Ad ' '
vancing equity and engagement

. Vulnerability in the transition from pednamc
h many falling out of care

. Significant pain and other serious medical
problems, including higher infection risks, 1o adult care, wit!

lung problems, stroke, and pregnancy-related during this transition™

comp\ica(ions""

. Obstetric considerations, such as more
frequent Of more severe pain episodes and
higher risk of preterm \abor and of having 3
low pirthweight baby

. Higher rates of emergency departmem visits
and hospilahzations, atan estimated cost of

$2.48 per year”

4. ini
Examining data and analytics

. Stigma that contributes t0 negative health
care interactions and decreased
physio\ogica\ and psychologlcal well-being”

. Gapsin receiving clinically recommended
standard of care, such as u\trasound
screenings for primary stroke prevenuon‘

The CMS sickle Cell Disease Action Plan addresses these challenges specific to CMS programs andis
dividuals with SCD. The Action

designed to improve health outcomes and reduce health disparities for in

plan builds on the Health Equity pillar of the and the goals under the
and aligns with the mission and vision of the

the CMS thgvigrgl Health 5;@;;315 goal to ensure effective paintr

and
eatment and management.




Overview of Sickle Cell Disease

CMS is initially focusing the CGT Access Model on gene therapies for sickle cell disease (SCD) to increase access to potentially curative therapies
for all individuals with SCD for whom gene therapy may be an appropriate option.

100k + ~60% $2.98B

People affected in the U.S. Of people yvith S(.ID are In costs per year to the U.S. health
enrolled in Medicaid system (mostly accrued to Medicaid)
Description : Biopsychosocial Challenges
SCD is a genetic blood Té)? The lifelong effects of SCD result in individuals’ lifespans being reduced by
disorder that affects : 20+ years compared to average life expectancy in the U.S.

100,000+ people in the : :
U.S., the majority of whom Individuals have excruciating pain episodes leading to multiple

are Black Americans. This : J\/L hospitalizations per year and the need for prescription pain medication.
disease is unevenly spread

across the U.S,, as shoyvn in Frequent pain has broad effects on a patient’s life, impacting educational
the state-by-state patient . : attainment and employment.
counts to the right. "> W 7000 [ 1000-2499
B 5000-6999 O 500-999 : 9 . . .
" B 25004999 [ <500 : ‘® SCD gives rise to other conditions, such as mental health challenges.

Potential of CGTs

On December 8, 2023, the FDA approved two gene therapies for SCD, Casgevy and Lyfgenia.
Both products hold the promise of dramatically improving the lives of people with SCD by potentially reducing or fully eliminating
the occurrence of severe pain crises.



Care Journey

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

1. Identification for 3. Evaluation for Gene 5. Apheresis 7. Fertility Preservation, 9. Infusion and Inpatient
Gene Therapy Therapy and Education (3-9 days, for some patients Stay
(Duration varies) (~30 days) (npatient) (Duration varies) (3045 days, inpatient)

® @& @

o) 2.9

2. Disease 4. Transition from Disease 6. Stem Cell 8. Chemotherapy 10. Follow-Up
Management by Management to Modification (7-9 days, Care

Specialist Preparation for Gene (40-180 days) inpatient) (15 years,
(Duration varies) Therapy outpatient)

(60-90 days)



Medicaid Coverage of Gene Therapy Drug

= Qutpatient prescription drug coverage is an optional benefit that all state Medicaid agencies
currently provide under the Medicaid statute (section 1905(a)(12) of the Social Security Act).

= State Medicaid agencies that provide outpatient prescription drug coverage are required to
cover all covered outpatient drugs offered by any manufacturer that agrees to provide rebates.

= Drugs that are administered in an inpatient hospital setting are considered covered outpatient
drugs if they are directly reimbursed.

= As both Casgevy and Lyfgenia are expected to be administered in inpatient settings, they may
therefore be covered outpatient drugs and subject to Medicaid rebates, if they are directly
reimbursed.

= States have discretion to establish certain utilization controls such as prior authorization.
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Separate CHIP Coverage of Gene Therapy Drug

" Prescription drugs are an optional benefit states may cover in a separate CHIP.

= Unlike Medicaid, separate CHIPs that cover prescription drugs are not required to
cover all covered outpatient drugs offered by manufacturers that agree to provide
rebates.

Separate CHIPs are not included in the Medicaid Drug Rebate Program, so this
requirement does not apply to separate CHIPs.

= States have the option to seek rebates from manufacturers for prescription drugs
covered in separate CHIPs, but they are not best price exempt.

" Therefore, states have the option to cover both Casgevy and Lyfgenia and states

may establish utilization controls.
{CMS 2024
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State Opportunities in Value-Based Purchasing

= We encourage states to explore innovative contracting arrangements with willing
manufacturers. 4

For example, several states have received CMS approval to enter into value-based
purchasing (VBP) supplemental rebate agreements with manufacturers. Such
arrangements are intended to allow states to collect supplemental rebates for certain
drugs when linked to an observed or expected therapeutic or clinical value in a select

population.

States that have not yet done so may obtain CMS approval through a State Plan
Amendment (SPA) to enable states and willing manufacturers to enter into such

agreements.

Alternatively, manufacturers may offer a VBP arrangement to all states, even those
states without an approved SPA, if they want to report varying best price amounts.

{CMS 2024
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4 https://www.medicaid.qov/sites/default/files/2022-03/state-rel-189-vbp.pdf



https://www.medicaid.gov/sites/default/files/2022-03/state-rel-189-vbp.pdf

Services Related to Gene Therapy

= The process for gene therapy includes:

Evaluation for gene therapy
Preparation during which patients may have changes in medications and transfusion
therapy

Aphresis for cell harvesting
Chemotherapy and then infusion, both in an inpatient setting
Follow-up care and monitoring

= Federal law outlines mandatory Medicaid and CHIP benefits, which states are
required to provide, and optional benefits that states may cover if they choose.
Examples of mandatory Medicaid benefits include inpatient hospital services, laboratory
and X-ray services, physician services, and family planning services.
Examples of mandatory CHIP benefits include well-baby and well-child visits, mental
health and substance use disorder prevention, and age-appropriate vaccines.
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Access to Out-of-State Providers in Medicaid

= Some beneficiaries will require access to out-of-state providers.

In accordance with 42 CFR 431.52(b)(3), if a state determines, on the basis of medical advice, that
needed medical services are more readily available in another state (for example, if there are no in-state
SCD gene therapy providers), then the state must pay for services from the out-of-state provider. Note:
All applicable provider enrollment requirements must be followed.

While there are no similar requirements for separate CHIPs, states may provide access to out-of-state
providers through the access to care assurances in the CHIP state plan as described at 42 CFR 457.495(c).

" The Medicaid transportation assurance is a requirement to make certain that every
Medicaid beneficiary who has no other means of transportation has access to

transportation needed to receive covered care.”

This also includes related travel expenses such as the cost of travel, lodging, and meals for beneficiaries
and their caregivers as necessary for the beneficiary to receive the covered service.
This requirement generally does not apply to separate CHIPs, except for those that provide the Early and
Periodic Screening, Diagnostic, and Treatment (EPSDT) benefit consistent with Medicaid requirements.
-cMézozaxl.
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*For information, please see the Medicaid Transportation Coverage Guide. -
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https://www.medicaid.gov/sites/default/files/2023-12/smd23006.pdf

Medicaid Optional Benefit for Sickle Cell Disease (1/2)

= The American Jobs Creation Act of 2004 created an optional Medicaid SCD benefit
under which States can cover additional services that might not otherwise be
covered in the state plan.”

Under the optional SCD benefit, states may add new optional benefits (such as
genetic counseling) for individuals with SCD or increase the rates at which they pay for
mandatory or already covered optional benefits. As determined by the state, services
may be provided via telehealth.

= While the American Jobs Creation Act of 2004 did not extend these options to
separate CHIPs, states may elect to add SCD services as a covered benefit in
separate CHIP.

\CMS 2024
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https://www.hhs.gov/guidance/sites/default/files/hhs-guidance-documents/SMD-05-003.pdf

Medicaid Optional Benefit for Sickle Cell Disease (2/2)

= Using this optional benefit, states may pay for SCD services at a different rate than they pay for
similar services provided to individuals with other diseases.”

For example, under this benefit, if a state wanted to increase payment rates for SCD blood transfusions,
it could do so through rate setting for the SCD benefit without having to increase payment for all
Medicaid blood transfusions. Payment levels, however, must still be set within Federal requirements,
including under section 1902(a)(30)(A) of the Act.

= States may also use this benefit to establish different coverage limits for SCD services under
Federal amount, duration, and scope provisions at 42 CFR section 440.230 from those that
apply to services in other benefit categories in section 1905(a) of the Act.

= The optional benefit also allows for payment for administrative expenditures for activities
related to conducting public education campaigns if they are performed specifically with
respect to SCD. CMS 2024
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https://www.hhs.gov/guidance/sites/default/files/hhs-guidance-documents/SMD-05-003.pdf

Model Background

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

AN

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.

Sec.2. HHS Actions. In furtherance of the policy set forth in section 1 of

this order, the Secretary shall, consistent with the criteria set outin 42 U.S.C.

Executive Order on Lowering
Prescription Drug Costs for Americans

CH » BRIEFING ROOM

sting by the Innovation Center
Is that would lower drug costs
pies for beneficiaries enrolled in
ing models that may lead to

and support value-based

Le Secretary shall, not later than

report to the Assistant to the

nd describing any models that
also include the Secretary’s plan
ing the submission of the report,

to test any health care payment
this order shall be construed to
xecutive department or agency,
Office of Management and

. or legislative proposals.

istent with applicable law and
not, create any right or benefit,

- or in equity by any party against

or entities, its officers,

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.

MODEL GOALS

dsB]

Improve Beneficiary Reduce Health Care
Access to Transformative Utilization and

CGT Therapies Expenditures

Improve Health Outcomes



Model Structure

The CGT Access Model seeks to test whether a CMS-led approach to negotiating and administering OBAs for CGTs, in the context of a

comprehensive strategy for addressing a range of barriers to equitable access to cell and gene therapies, will improve access and health
outcomes for people with Medicaid, and reduce health care costs.

...............................................................................................................................................................................................................................................................................................................................................................................................................................................

Role of CMS Participant Eligibility
CMMI will negotiate key terms and All States and Territories Manufacturers
agreements between states and that participate in the Medicaid must participate in the MDRP and
manufacturers, including CGT market : Drug Rebate Program (MDRP) can market FDA-approved or -licensed
access and rebate payments. : participate in the model if they gene therapies for the treatment of
meet requirements. severe SCD.
i
Oreecsccccccccccccsccccsccccccccccccssccccsccccscns .Q. ................................................
CMS will negotiate discounted CMS will tie manufacturer CMS will offer optional funding CMS will support states to
pricing payment to specific outcomes, L operationalize the model,
to states to support activities that
with manufacturers to relieve the such as reduction in pain-crises promote equitable access to care. such as providing technical
burden on states and increase and patient-reported outcomes. assistance, specifying requirements
access for beneficiaries. on data collection, and negotiating

the OBAs as well as collecting
clinical and claims outcomes.



Addressing Health Equity

The CGT Access Model aims to enable states to improve equitable access to included CGTs for all eligible Medicaid beneficiaries, in three
key areas.
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Contracts between states and
manufacturers reflecting CMS-
negotiated key terms will
potentially lower the cost of CGTs
and enable more Medicaid
beneficiaries to access potentially
transformative treatment.

ACCESS
BARRIERS

States will be offered optional
funding for activities that reduce
access barriers for people with
Medicaid.

Manufacturers will be required to
cover a defined scope of fertility
preservation services, as the care
journey for SCD CGT typically
results in infertility, which presents
a significant access barrier.

HEALTH
DISPARITIES

Racial bias and treatment
disparities are present among
individuals with SCD, that have
limited access to specialized care
and treatments.

By increasing access to
transformative therapies for SCD,
the Model could help address
these historic disparities, poor
health outcomes, and low life
expectancy.



Model and Application Timeline

The CGT Access Model will operate for up to 11 years, depending on the OBA term for each state.

2024 2025 2026 >

ECMS releases Manufacturer RFA EMar 2024

Manufacturer EManufacturers submit RFA applications EDue May 2024

Participation :CMS-Manufacturer negotiations EMay —Nov 2024

LEGEND

EManufacturers sign Participation

Nov 2024
Agreements :

. Manufacturer activities
=States submit non-binding LOIs :Due Apr 2024

:CMS releases State RFA éSummer2024 r¢ State activities

%t:‘;\te . =CMS discloses Key Terms éDec 2024
Participation :
=States submit RFA applications; :Dec 2024 -

ECMS reviews :Feb 2025, rolling

EStates sign State Agreements éDec 2024 - Jun 2025

@ Funding timeline

Model performance
timeline

:CMS releases NOFO éSummer 2024

Optional
State
Funding

EStates submit NOFO applications éDue Feb 2025

ECMS reviews applications éMar—Jun 2025

*CMS issues Notice of Awards;
=Cooperative Agreement funding begins EJune/July 2025
sPerformance Year 1 ‘Jan 2025 —
Model E(may start at any time) :Dec 2025
Performance ‘Jan 2026 -
‘Dec 2026
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Opportunities to Improve Care in SCD

At a Glance: Medicaid and CHIP
September

S—= 00 | Beneficiaries with Sickle Cell Disease (SCD), CMS * State S h dveé o p p O rt un It I €s tO I m p rove t h €
i T-MSIS Analytic Files (TAF) 2017 care of children and adults with SCD.

QI\ 41995 74 per 100,000 43* 30* * Data show that gaps in recommended care for
AN

o TE SRR otk RS Medicaid and CHIP beneficiaries with SCD,
S T specifically in rates of transcranial doppler
Bemeficaries with SCD Per 100,000 Benefciarios in 2017 R, ultrasound screening and pneumococcal

" e I e N vaccination for children, and in rates of

"o e ""um L /.5,1 “ | hydroxyurea use among children and adults in

2017.

) “ﬂnﬁ? OB * The CMCS Quality Improvement (Ql)
- T_\ N 519% = e Program provides state Medicaid and CHIP

Z6% | Ages 46-75 64%

S—— | | Ql partners with information, tools, and

Transcranial Hydroxyurea Use among Children and Adults with Pneumococcal

Doppler Ultrasound SCDin 201}'5 it eX p e rt S u p p O rt .
. 4 -|-,:|m yurEELIS m

(TCD) Screening Children under

&) ST * Technical assistance is available to help states
who received a ! . 1 pneumococcal . .

6-5,; i - 59%) et build Ql knowledge and skills, develop Ql
Infographic available at https://www.medicaid.gov/medicaid/quality- prQJe.C.tS,.and lmplement, spread, and Scale_up
of-care/downloads/sickle-cell-disease-infographic.pdf Q| Initiatives.

* Please contact MedicaidCHIPQI@cms.hhs.gov

For additional information on the CMCS QI program, see https://www.medicaid.gov/medicaid/quality-of-care/quality-improvement-initiatives/index.html| 17



https://www.medicaid.gov/medicaid/quality-of-care/downloads/sickle-cell-disease-infographic.pdf
https://www.medicaid.gov/medicaid/quality-of-care/downloads/sickle-cell-disease-infographic.pdf
mailto:MedicaidCHIPQI@cms.hhs.gov
https://www.medicaid.gov/medicaid/quality-of-care/quality-improvement-initiatives/index.html
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https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Flnks.gd%2Fl%2FeyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDQsInVyaSI6ImJwMjpjbGljayIsInVybCI6Imh0dHBzOi8vd3d3LnlvdXR1YmUuY29tL3dhdGNoP3Y9cUs1SDlmUGtsdGMiLCJidWxsZXRpbl9pZCI6IjIwMjMwOTI4LjgzMjc3MzcxIn0.Rxew6S910WRnme8i2G-ITaVy2WdaUMdbkzRVbLVKy7Q%2Fs%2F1097482443%2Fbr%2F226983448247-l&data=05%7C01%7CJessica.Dawson%40cms.hhs.gov%7C5aded100c7044a5a38d108dbc06d4af7%7Cfbdcedc170a9414bbfa5c3063fc3395e%7C0%7C0%7C638315347877855265%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=%2BFR7fOlTNHjEOkliTikJsyLGpNopxhpZAhzTZ7tSHl0%3D&reserved=0
https://www.cms.gov/files/document/addressing-sickle-cell-disease-infographic.pdf
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Flnks.gd%2Fl%2FeyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDUsInVyaSI6ImJwMjpjbGljayIsInVybCI6Imh0dHBzOi8vd3d3LmNtcy5nb3YvQWJvdXQtQ01TL0FnZW5jeS1JbmZvcm1hdGlvbi9PTUgvRG93bmxvYWRzL0NNUy1PTUgtU2VwdGVtYmVyMjAxOC1TaWNrbGUtQ2VsbC1EYXRhLUhpZ2hsaWdodC5wZGYiLCJidWxsZXRpbl9pZCI6IjIwMjMwOTI4LjgzMjc3MzcxIn0.dIxkvH48Pf13BHurAkxM8HGx1RE6upyAQO54GZNBqsc%2Fs%2F1097482443%2Fbr%2F226983448247-l&data=05%7C01%7CJessica.Dawson%40cms.hhs.gov%7C5aded100c7044a5a38d108dbc06d4af7%7Cfbdcedc170a9414bbfa5c3063fc3395e%7C0%7C0%7C638315347877855265%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=5l4URaelabxhIpdA3IEXuOIqTzyFmjMASwhcQjaDwb0%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Flnks.gd%2Fl%2FeyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDUsInVyaSI6ImJwMjpjbGljayIsInVybCI6Imh0dHBzOi8vd3d3LmNtcy5nb3YvQWJvdXQtQ01TL0FnZW5jeS1JbmZvcm1hdGlvbi9PTUgvRG93bmxvYWRzL0NNUy1PTUgtU2VwdGVtYmVyMjAxOC1TaWNrbGUtQ2VsbC1EYXRhLUhpZ2hsaWdodC5wZGYiLCJidWxsZXRpbl9pZCI6IjIwMjMwOTI4LjgzMjc3MzcxIn0.dIxkvH48Pf13BHurAkxM8HGx1RE6upyAQO54GZNBqsc%2Fs%2F1097482443%2Fbr%2F226983448247-l&data=05%7C01%7CJessica.Dawson%40cms.hhs.gov%7C5aded100c7044a5a38d108dbc06d4af7%7Cfbdcedc170a9414bbfa5c3063fc3395e%7C0%7C0%7C638315347877855265%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=5l4URaelabxhIpdA3IEXuOIqTzyFmjMASwhcQjaDwb0%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Flnks.gd%2Fl%2FeyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDUsInVyaSI6ImJwMjpjbGljayIsInVybCI6Imh0dHBzOi8vd3d3LmNtcy5nb3YvQWJvdXQtQ01TL0FnZW5jeS1JbmZvcm1hdGlvbi9PTUgvRG93bmxvYWRzL0NNUy1PTUgtU2VwdGVtYmVyMjAxOC1TaWNrbGUtQ2VsbC1EYXRhLUhpZ2hsaWdodC5wZGYiLCJidWxsZXRpbl9pZCI6IjIwMjMwOTI4LjgzMjc3MzcxIn0.dIxkvH48Pf13BHurAkxM8HGx1RE6upyAQO54GZNBqsc%2Fs%2F1097482443%2Fbr%2F226983448247-l&data=05%7C01%7CJessica.Dawson%40cms.hhs.gov%7C5aded100c7044a5a38d108dbc06d4af7%7Cfbdcedc170a9414bbfa5c3063fc3395e%7C0%7C0%7C638315347877855265%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=5l4URaelabxhIpdA3IEXuOIqTzyFmjMASwhcQjaDwb0%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Flnks.gd%2Fl%2FeyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDYsInVyaSI6ImJwMjpjbGljayIsInVybCI6Imh0dHBzOi8vd3d3LmNtcy5nb3YvQWJvdXQtQ01TL0FnZW5jeS1JbmZvcm1hdGlvbi9PTUgvRG93bmxvYWRzL0RhdGEtSGlnaGxpZ2h0LTE1LVNpY2tsZS1DZWxsLURpc2Vhc2UucGRmIiwiYnVsbGV0aW5faWQiOiIyMDIzMDkyOC44MzI3NzM3MSJ9.S_ptdRJ6yP6qDp8-z9LsewYcv5xlkLNgJRVx0e6hWZc%2Fs%2F1097482443%2Fbr%2F226983448247-l&data=05%7C01%7CJessica.Dawson%40cms.hhs.gov%7C5aded100c7044a5a38d108dbc06d4af7%7Cfbdcedc170a9414bbfa5c3063fc3395e%7C0%7C0%7C638315347877855265%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=6%2Be3ET7mmAESIL7piJgC79tKEW%2F9VecsbzZwS55xosc%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Flnks.gd%2Fl%2FeyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDYsInVyaSI6ImJwMjpjbGljayIsInVybCI6Imh0dHBzOi8vd3d3LmNtcy5nb3YvQWJvdXQtQ01TL0FnZW5jeS1JbmZvcm1hdGlvbi9PTUgvRG93bmxvYWRzL0RhdGEtSGlnaGxpZ2h0LTE1LVNpY2tsZS1DZWxsLURpc2Vhc2UucGRmIiwiYnVsbGV0aW5faWQiOiIyMDIzMDkyOC44MzI3NzM3MSJ9.S_ptdRJ6yP6qDp8-z9LsewYcv5xlkLNgJRVx0e6hWZc%2Fs%2F1097482443%2Fbr%2F226983448247-l&data=05%7C01%7CJessica.Dawson%40cms.hhs.gov%7C5aded100c7044a5a38d108dbc06d4af7%7Cfbdcedc170a9414bbfa5c3063fc3395e%7C0%7C0%7C638315347877855265%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=6%2Be3ET7mmAESIL7piJgC79tKEW%2F9VecsbzZwS55xosc%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Flnks.gd%2Fl%2FeyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDYsInVyaSI6ImJwMjpjbGljayIsInVybCI6Imh0dHBzOi8vd3d3LmNtcy5nb3YvQWJvdXQtQ01TL0FnZW5jeS1JbmZvcm1hdGlvbi9PTUgvRG93bmxvYWRzL0RhdGEtSGlnaGxpZ2h0LTE1LVNpY2tsZS1DZWxsLURpc2Vhc2UucGRmIiwiYnVsbGV0aW5faWQiOiIyMDIzMDkyOC44MzI3NzM3MSJ9.S_ptdRJ6yP6qDp8-z9LsewYcv5xlkLNgJRVx0e6hWZc%2Fs%2F1097482443%2Fbr%2F226983448247-l&data=05%7C01%7CJessica.Dawson%40cms.hhs.gov%7C5aded100c7044a5a38d108dbc06d4af7%7Cfbdcedc170a9414bbfa5c3063fc3395e%7C0%7C0%7C638315347877855265%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=6%2Be3ET7mmAESIL7piJgC79tKEW%2F9VecsbzZwS55xosc%3D&reserved=0

HHS Recognizes Sickle Cell Disease

» National Institutes of Health’s National Heart Lung Blood Institute
(NIH/NHLBI) - "Today's Faces of SCD", where NHLBI highlights
people living with SCD, their loved ones, researchers, and others,
every Friday during the month of September.

* Blood Diseases & Disorders Education Program (BDDERP)

webpage
— Sickle Cell Awareness Month

— SCD Fact Sheets

— SCD: Milestones in Research and Clinical Progress Booklet
— Blood Health Network

— SCD Social Media Resources (graphics, GIFs, & post copy)
— Follow us! BDDEP X (Twitter)

[ |
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« The Cure Sickle Cell Initiative’s webpage — highlights their patient-
focused research effort designed to accelerate promising genetic
therapies to cure sickle cell disease.

* Review the Centers for Disease Control & Prevention’s Sickle Cell
Disease Fact Sheet for a collection of resources to increase
understanding of the disease.
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https://www.nhlbi.nih.gov/todays-faces-sickle-cell-disease#:%7E:text=In%20September%202017%20the%20NHLBI,offers%20hope%20for%20a%20cure.
https://www.nhlbi.nih.gov/education/blood
https://www.nhlbi.nih.gov/education/blood
https://www.nhlbi.nih.gov/education/sickle-cell-month
https://www.nhlbi.nih.gov/health-topics/education-and-awareness/sickle-cell/publications-for-patients
https://www.nhlbi.nih.gov/resources/sickle-cell-disease-milestones-research-and-clinical-progress
https://www.nhlbi.nih.gov/education/blood/blood-health-network
https://www.nhlbi.nih.gov/education/sickle-cell-month/social-media
https://twitter.com/BloodHealthEd
https://curesickle.org/
https://www.cdc.gov/ncbddd/sicklecell/materials/factsheets.html
https://www.cdc.gov/ncbddd/sicklecell/materials/factsheets.html

Model Resources

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.qgov/priorities/innovation/innovation-models/cat.

Cell and Gene Therapy (CGT) Access Model éMS
Overview Factsheet ==
CGT ACCESS MODEL PURPOSE
The Cell znd Gena Therapy (CGT) Access Model sesks 1o test whethar 3 M S-led approach to negotiating
and administering outcomes-based 2greements (OBAs) for cell and gene therapies, in the context of 2
«comprehensive strategy for addressing 2 range of barriers to equitable access to cell and gene therapies,
will improve access and health autcomes for people with Medicaid, and reduce health care costs.
28 Cell and Gene Therapies (CGTs)
CGTs ara 2 growing class of transformative, one-time madicines dasigned to trest previously intractabla

diseases.
Model Goals Tﬁ“:"n'j_::"m';"‘ i (sce)
agenetic blood disor
pa US,, the
Jos g & E = Cell and Gene Therapy
An zverage fif
Improve Improve Reduce 4. wmsoma  Access Model
sy |} e |} gemcae | OH
e LI 2 A,
Expenditures cause multiple

Tne Cell ana Gene Therapy Access Mogel aims to improve heaitn
ANTS ‘outcomes for people with Medicaid living with rare and severe diseases by
increasing their access to potentially transformative treatments

CGT ACCESS MODEL PARTI
Al states and teritories that participate in the Madicaid Dru

@ can participate in the model if they meet requirements. CMS will negotiate outcomes-based agreements with
States will be able to express their intent o participate by su r n tates.
o Pricing for treatment will be tied to specific health outcomes for
STATES (LI} by April 1, 2024. States may then 2poly o the model by peopla for whom Medicaid i the prifmary payer.
for Applications (RFA) by February 2025, After states sign an
states may begin participation in the model between lanuar The model goals are to: -
Manufacturers will be able to 2pply to the model by respond 5 ‘ .
@ Manufacturers who participate in the MORP and market U5, s Q P
Administration (FDA)-zpproved or -licensed gene theragies
MANUFACTURERS 5CD are also eligible to participate in the model. Negotiation ¢le] -
manufacturers are scheduled to take place between May - N. » Improve neaitn cutcomes ) 8

Providers will not be participants in the modal, S% » Reduceneatn care uizaion

PROVIDERS —
IODEL POPULAT CMS will support implementation, reconciiation, and e
evaluation of the outcomes-based agreements.
I A

The model population is beneficiaries for wh

primary payer and Medicaid expansion Childr
Program (CHIP) beneficiaries (“Title XIX benefici Sickle Cell Disease
2nd Medicaid managed card

{ Manufacturers and states will hava the option to incl
1 Tne model will inftially focus on scesss to merapies for sickle

bensficiaries [ Titla ¥iI beneficiaries”) alongside Title

| cell disease. People witn sickle cell disease nave a snortened life
Beneficisres must receive an FDA-appraved CBT for \-“ expectancy ang experience severe and painful symptoms.
paid for by either (1) 2 participating states as a cover -
(2)a CHIP that participates in the model.

» Affects more » Costs the heal » 5060%
than 100,000 care system of people
people in the US. $3 billion each year with sickle
— the majority of cell disease
whom are Black are enrolled

Americans in Medicaid

Model Factsheet and Infographic

Read through the CGT Model Overview
Factsheet and the CGT Model Infographic on the
model website to learn more.

Helpdesk

If you have questions for the model team, please
reach out to us via email at to
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
mailto:CGTModel@cms.hhs.gov
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