EXHIBITD

DEPARTMENT OF HUMAN SERVICES, DIVISION OF MEDICAL SERVICES

SUBJECT: Cell and Gene Therapy (CGT) Model (20 CAR pts. 570, 624)

DESCRIPTION:

Statement of Necessity

Arkansas Medicaid joined the Cell and Gene Therapy (CGT) Access Model developed by
the Centers for Medicare & Medicaid (CMS) Innovation Center. The CMS Innovation
Center develops and implements payment and service delivery models (pilot programs)
and conducts Congressionally mandated demonstrations to support health care
transformation and increase access to high-quality care.

The CGT Access Model focuses on outcomes-based agreements with manufacturers to
improve health outcomes and reduce long-term costs for state Medicaid programs. Cell
and gene therapies are onetime treatments that can transform the lives of people living
with rare and severe diseases that are difficult to treat. While there may be other models
negotiated with manufacturers by CMS, the initial model is for patients with sickle cell
disease. A State Plan Amendment (SPA) will be necessary to allow for the one-time
treatments. Reimbursement rate will be no less than actual acquisition cost for the
medication.

Summary

Arkansas Medicaid will request a SPA from CMS and take other steps to implement the
CGT Access Model. The State Plan Amendment will allow claims for select gene therapy
drugs to be reimbursed in addition to the hospital per diem rates for dates of service on or
after January 1, 2026. The SPA also will allow for select access model drugs to be carved
out of the hospital per diem and to be reimbursed at the provider’s Actual Acquisition
Cost for the drug, verified by the purchasing invoice. Corresponding updates to the
Medicaid Hospital Provider Manual will provide information and billing guidelines for
the cell and gene therapy model for sickle cell disease.

PUBLIC COMMENT: A public hearing was held on this rule on January 7, 2026. The
public comment period expired on January 10, 2026. The agency indicated that it
received no public comments.

The proposed effective date is March 1, 2026.

FINANCIAL IMPACT: The agency indicated that this rule has a financial impact.

Per the agency, the total cost to implement this rule is $2,821,540 for the current fiscal
year ($868,188 in general revenue and $1,953,352 in federal funds) and $5,643,080 for
the next fiscal year ($1,745,405 in general revenue and $3,897,675 in federal funds). The
total estimated cost by fiscal year to a state, county, or municipal government to
implement this rule is $868,188 for the current fiscal year and $1,745,405 for the next
fiscal year.



The agency indicated that there is a new or increased cost or obligation of at least
$100,000 per year to a private individual, private entity, private business, state
government, county government, municipal government, or to two or more of those
entities combined. Accordingly, the agency provided the following written findings:

(1) a statement of the rule’s basis and purpose;

Arkansas Medicaid is joining the Centers for Medicare & Medicaid Innovation (CMMI)
cell and gene therapy access model. This model will focus on outcomes-based
agreements with manufacturers to improve health outcomes and reduce long-term costs
for state Medicaid programs.

(2) the problem the agency seeks to address with the proposed rule, including a statement
of whether a rule is required by statute;

Medicaid seeks to improve efficiency and quality of care through use of cell and gene
therapies as one-time treatments that can transform the lives of people living with rare
and severe diseases that are difficult to treat. There may be other models negotiated with
manufacturers by CMS. This initial model is for patients with sickle cell disease. This is
an optional model and no statute requires rulemaking.

(3) a description of the factual evidence that:

(a) justifies the agency’s need for the proposed rule; and

(b) describes how the benefits of the rule meet the relevant statutory objectives and justify
the rule’s costs;

Medicaid seeks to promulgate this rule to implement an outcomes-based model for
reimbursement of FDA approved medications already required for coverage and
accessibility for patients with rare diseases.

(4) a list of less costly alternatives to the proposed rule and the reasons why the
alternatives do not adequately address the problem to be solved by the proposed rule;

N/A

(5) a list of alternatives to the proposed rule that were suggested as a result of public
comment and the reasons why the alternatives do not adequately address the problem to
be solved by the proposed rule;

N/A

(6) a statement of whether existing rules have created or contributed to the problem the
agency seeks to address with the proposed rule and, if existing rules have created or
contributed to the problem, an explanation of why amendment or repeal of the rule
creating or contributing to the problem is not a sufficient response; and



N/A

(7) an agency plan for review of the rule no less than every ten (10) years to determine
whether, based upon the evidence, there remains a need for the rule including, without
limitation, whether:

(a) the rule is achieving the statutory objectives,

(b) the benefits of the rule continue to justify its costs,; and

(c) the rule can be amended or repealed to reduce costs while continuing to achieve the
Statutory objectives.

The Agency monitors state and federal rules and policies for opportunities to reduce and
control costs.

LEGAL AUTHORIZATION: The Department of Human Services has the
responsibility to administer assigned forms of public assistance and is specifically
authorized to maintain an indigent medical care program (Arkansas Medicaid). See Ark.
Code Ann. §§ 20-76-201(1), 20-77-107(a)(1). The Department has the authority to make
rules that are necessary or desirable to carry out its public assistance duties. Ark. Code
Ann. § 20-76-201(12). The Department and its divisions also have the authority to
promulgate rules as necessary to conform their programs to federal law and receive
federal funding. Ark. Code Ann. § 25-10-129(b).
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December 11, 2025

Mrs. Rebecca Miller-Rice
Administrative Rules Review Section
Arkansas Legislative Council

Bureau of Legislative Research

#1 Capitol, 5" Floor

Little Rock, AR 72201

Dear Mrs. Rebecca Miller-Rice:
Re: Cell and Gene Therapy (CGT) Model
Please arrange for this rule to be reviewed by the ALC-Administrative Rules Subcommittee. If you have

any questions or need additional information, please contact me at 501-320-6383 or by emailing
Mac.E.Golden@dhs.arkansas.gov.

Sincerely,

Wace %ﬁ&&m
Mac Golden
Attorney III

Office of Policy and Rules

Attachments

We Care. We Act. We Change Lives.
humanservices.arkansas.gov
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QUESTIONNAIRE FOR FILING PROPOSED RULES WITH
THE ARKANSAS LEGISLATIVE COUNCIL

DEPARTMENT Department of Human Services
BOARD/COMMISSION Division of Medical Services
BOARD/COMMISSION DIRECTOR Elizabeth Pitman
CONTACT PERSON Mac Golden
ADDRESS P.O Box 1437, Slot 5295, Little Rock, AR 72203-1437
PHONE NO. (501) 320-6383 EMAIL Mac.E.Golden@dhs.arkansas.gov
NAME OF PRESENTER(S) AT SUBCOMMITTEE MEETING
Elizabeth Pitman

PRESENTER EMAIL(S)elizabeth.pitman@dhs.arkansas.gov

INSTRUCTIONS

In order to file a proposed rule for legislative review and approval, please submit this Legislative
Questionnaire and Financial Impact Statement, and attach (1) a summary of the rule, describing
what the rule does, the rule changes being proposed, and the reason for those changes; (2) both a
markup and clean copy of the rule; and (3) all documents required by the Questionnaire.

If the rule is being filed for permanent promulgation, please email these items to the attention
of Rebecca Miller-Rice, miller-ricer@blr.arkansas.gov, for submission to the Administrative
Rules Subcommittee.

If the rule is being filed for emergency promulgation, please email these items to the attention of
Director Marty Garrity, garritym@blr.arkansas.gov, for submission to the Executive
Subcommittee.

Please answer each question completely using layman terms.
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1. What is the official title of this rule?
Cell and Gene Therapy (CGT) Model

2. What is the subject of the proposed rule? 20 CARS570and 624

3. Is this rule being filed under the emergency provisions of the Arkansas Administrative Procedure
Act? Yes |:| No@

If yes, please attach the statement required by Ark. Code Ann. § 25-15-204(c)(1).

If yes, will this emergency rule be promulgated under the permanent provisions of the Arkansas
Administrative Procedure Act? Yes No
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Is this rule being filed for permanent promulgation? Yes[O] No[_]

If yes, was this rule previously reviewed and approved under the emergency provisions of the
Arkansas Administrative Procedure Act? Yes[ | No @

If yes, what was the effective date of the emergency rule?

On what date does the emergency rule expire?

Is this rule required to comply with a federal statute, rule, or regulation? Yes |:| No El

If yes, please provide the federal statute, rule, and/or regulation citation.

Is this rule required to comply with a state statute or rule? Yes DNOE'

If yes, please provide the state statute and/or rule citation.

Are two (2) rules being repealed in accord with Executive Order 23-02? Yes No |

If yes, please list the rules being repealed.
If no, please explain.

Exception from the Governor.

Is this a new rule? Yes|:| NoEl

Does this repeal an existing rule? Yes I:l NOE'
If yes, the proposed repeal should be designated by strikethrough. If it is being replaced with a
new rule, please attach both the proposed rule to be repealed and the replacement rule.

Is this an amendment to an existing rule? Yes El N0|:|
If yes, all changes should be indicated by strikethrough and underline. In addition, please be

sure to label the markup copy clearly as the markup.

Page 2 of 7



0.

10.

11.

Revised May 2023

What is the state law that grants the agency its rulemaking authority for the proposed rule,
outside of the Arkansas Administrative Procedure Act? Please provide the specific Arkansas
Code citation(s), including subsection(s).

Arkansas Code §§ 20-76-201, 20-77-107, and 25-10-129

Is the proposed rule the result of any recent legislation by the Arkansas General Assembly?

Yes[ ] No[O]

If yes, please provide the year of the act(s) and act number(s).

What is the reason for this proposed rule? Why is it necessary?

Arkansas Medicaid joined the Cell and Gene Therapy (CGT) Access Model developed by the Centers for
Medicare & Medicaid (CMS) Innovation Center. The CMS Innovation Center develops and implements payment
and service delivery models (pilot programs) and conducts Congressionally-mandated demonstrations to
support health care transformation and increase access to high-quality care.

The CGT Access Model focuses on outcomes-based agreements with manufacturers to improve health
outcomes and reduce long-term costs for state Medicaid programs. Cell and gene therapies are one-time
treatments that can transform the lives of people living with rare and severe diseases that are difficult to treat.
While there may be other models negotiated with manufacturers by CMS, the initial model is for patients with
sickle cell disease. A State Plan Amendment (SPA) will be necessary to allow for the one-time treatments.
Reimbursement rate will be no less than actual acquisition cost for the medication. Arkansas Medicaid will
request a SPA from CMS and take other steps to implement the CGT Access Model.
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12. Please provide the web address by which the proposed rule can be accessed by the public as
provided in Ark. Code Ann. § 25-19-108(b)(1).

ar.gov/dhs-proposed-rules

13. Will a public hearing be held on this proposed rule? Yes | [No

If yes, please complete the following:

Date: 01/07/2026

Time: 10:00 am

Place: https://us02web.zoom.us/j/83419649641

Please be sure to advise Bureau Staff if this information changes for any reason.

14. On what date does the public comment period expire for the permanent promulgation of the rule?
Please provide the specific date. 01/10/2026

15.  What is the proposed effective date for this rule? 3/1/2026

16. Please attach (1) a copy of the notice required under Ark. Code Ann. § 25-15-204(a)(1) and
(2) proof of the publication of that notice.

17.  Please attach proof of filing the rule with the Secretary of State, as required by Ark. Code Ann.
§ 25-15-204(e)(1)(A).

18. Please give the names of persons, groups, or organizations that you anticipate will comment on
these rules. Please also provide their position (for or against), if known.

Hospitals and lobbyists for sickle cell disease will likely comment and be supportive of this rule.

19. Is the rule expected to be controversial? Yes No [ U

If yes, please explain.
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NOTICE OF RULE MAKING

The Department of Human Services (DHS) announces for a public comment period of thirty (30)
calendar days a notice of rulemaking for the following proposed rule under one or more of the
following chapters, subchapters, or sections of the Arkansas Code: §§20-76-201, 20 77-107, and
25-10-129. The projected effective date of the rule is March 1, 2026, if approved.

The Division of Medical Services (DMS) seeks an amendment to the Arkansas Medicaid State
Plan to implement cell and gene therapies developed through the Centers for Medicare &
Medicaid (CMS) Innovation Center. Cell and gene therapies are one-time treatments that can
transform the lives of people living with rare and severe diseases that are difficult to treat. The
rule will allow claims for select gene therapy drugs, reimbursed at the provider’s Actual
Acquisition Cost for the drug, verified by the purchasing invoice, in addition to the hospital per
diem rates for dates of service on or after January 1, 2026. Corresponding updates to the
Medicaid Hospital Provider Manual will provide information and billing guidelines for the cell
and gene therapy model for sickle cell diseases. The estimated financial impact is $2,821,540.00
for state fiscal year 2026 and $5,643,080.00 for state fiscal year 2027.

The proposed rule is available for review at the Department of Human Services (DHS) Office of
Policy and Rules, 2nd floor Donaghey Plaza South Building, 7th and Main Streets, P. O. Box
1437, Slot S295, Little Rock, Arkansas 72203-1437. This notice also shall be posted at the local
office of the Division of County Operations (DCO) of DHS in every county in the state. You
may also access and download the proposed rule at ar.gov/proposedrules.

Public comments can be submitted in writing at the above address or at the following email
address: ORP@dhs.arkansas.gov. All public comments must be received by DHS no later than
January 10, 2026. Please note that public comments submitted in response to this notice are
considered public documents. A public comment, including the commenter’s name and any
personal information contained within the public comment, will be made publicly available and
may be seen by various people.

A public hearing will be held online by remote access. Public comments may be submitted at the
hearing. The details for attending the online public hearing appear at ar.gov/dhspublichearings.

If you need this material in a different format, such as large print, contact the Office of Policy
and Rules at 501-320-6428. The Arkansas Department of Human Services is in compliance with
Titles VI and VII of the Civil Rights Act and is operated, managed, and delivers services without
regard to religion, disability, political affiliation, veteran status, age, race, color, or national
origin. 45022292178

Elizabeth Pitman, Director
Division of Medical Services
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From: Legal Ads

To: Jack Tiner

Cc: Mac Golden; Lakeya Gipson; Elaine Stafford
Subject: Re: Full Run AD (R322)--CORRECTED

Date: Wednesday, December 10, 2025 9:12:46 AM
Attachments: image001.png

[EXTERNAL SENDER]

Thanks, Jack. This version is scheduled for Fri 12/12, Sat 12/13, and Sun 12/14.

Gregg Sterne, Legal Advertising
Arkansas Democrat-Gazette
legalads@arkansasonline.com

From: "Jack Tiner" <jack.tiner@dhs.arkansas.gov>

To: "Legal Ads" <legalads@arkansasonline.com>

Cc: "Mac Golden" <Mac.E.Golden@dhs.arkansas.gov>, "Lakeya Gipson"
<Lakeya.Gipson@dhs.arkansas.gov>, "Elaine Stafford"
<elaine.stafford@dhs.arkansas.gov>, "Jack Tiner" <jack.tiner@dhs.arkansas.gov>
Sent: Tuesday, December 9, 2025 1:20:05 PM

Subject: RE: Full Run AD (R322)--CORRECTED

Gregg,

I messed up on one of the dates on the notice. Please use the attached for publication.
Everything else below is the same.

I’m sorry for the confusion. Thanks.

Jack Tiner

Rules & Regulations Coordinator
Arkansas Department of Human Services
Office of Policy and Rules

P:501.251.6535
Jack.Tiner@dhs.arkansas.gov
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humanservices.arkansas.gov

Privacy Notice: This email may contain confidential information protected by state/federal laws.
If you are not the intended recipient, please let the sender know, and delete the
message/attachment(s) from your system.

From: Jack Tiner

Sent: Tuesday, December 9, 2025 10:00 AM

To: Legal Ads <legalads@arkansasonline.com>

Cc: Mac Golden <Mac.E.Golden@dhs.arkansas.gov>; Jack Tiner <jack.tiner@dhs.arkansas.gov>; Lisa
Teague <Lisa.Teague@dhs.arkansas.gov>; Lakeya Gipson <Lakeya.Gipson@dhs.arkansas.gov>; Elaine
Stafford <elaine.stafford@dhs.arkansas.gov>

Subject: Full Run AD (R322)

Please REPLY ALL to this email.
Please run the attached public notice in the Arkansas Democrat-Gazette on:
® Friday 12/12/25

® Saturday 12/13/25
® Sunday 12/14/25.

| am aware that the print version will only be provided to all counties on Sundays.

Invoice to: AR Dept of Human Services
OPR, ATTN: Lakeya Gipson
P.O. Box 1437, Slot S295
Little Rock, AR 72203-8068

(Lakeya.Gipson@dhs.arkansas.gov)

| look forward to your confirmation.

Thank you.


https://humanservices.arkansas.gov/
mailto:Lakeya.Gipson@dhs.arkansas.gov

Jack Tiner

Rules & Regulations Coordinator
Arkansas Department of Human Services
Office of Policy and Rules

P:501.251.6535
Jack.Tiner@dhs.arkansas.gov

humanservices.arkansas.gov

Privacy Notice: This email may contain confidential information protected by state/federal laws.
If you are not the intended recipient, please let the sender know, and delete the
message/attachment(s) from your system.
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From: Mia Mosley

To: Jack Tiner; Arkansas Register

Cc: Mac Golden; JAMIE EWING; Lakeya Gipson

Subject: RE: DHS/DMS--Proposed Filing--Cell and Gene Therapy (CGT) Model (R322)
Date: Wednesday, December 10, 2025 4:08:23 PM

Attachments: image002.png

016.29.25-005P.pdf

[EXTERNAL SENDER]

The attachment has a received stamp indicating that we have received the rule that was sent to us.
It is now uploaded on our website.

Best regards,

Mia’ Mosley
Arkansas Secretary of State
Elections Library Representative

From: Jack Tiner <jack.tiner@dhs.arkansas.gov>

Sent: Wednesday, December 10, 2025 3:35 PM

To: Arkansas Register <ArkansasRegister@sos.arkansas.gov>

Cc: Mac Golden <Mac.E.Golden@dhs.arkansas.gov>; Jack Tiner <jack.tiner@dhs.arkansas.gov>;
JAMIE EWING <JAMIE.EWING@dhs.arkansas.gov>; Lakeya Gipson
<Lakeya.Gipson@dhs.arkansas.gov>

Subject: DHS/DMS--Proposed Filing--Cell and Gene Therapy (CGT) Model (R322)

External Message

Please find attached the proposed filing packet for rule titled: Cell and Gene Therapy (CGT)
Model

Please let me know if you have any questions.

Thank you.

Jack Tiner
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RECEIVED

By Arkansas Secretary of State at 4:07 pm, Dec 10, 2025 q S R E G I S T E R

Proposed Rule Cover Sheet

Secretary of State

John Thurston

500 Woodlane Street, Suite 026
Little Rock, Arkansas 72201-1094
(501) 682-5070
www.sos.arkansas.gov

Department of Human Services
Division of Medical Services
N/A

Name of Department

Agency or Division Name

Other Subdivision or Department, If Applicable

Previous Agency Name, If Applicable N/A

Mac Golden
Mac.E.Golden@dhs.arkansas.gov

(501) 320.6383

Contact Person

Contact E-mail

Contact Phone

Name of Rule CE€Il @Nd Gene Therapy (CGT) Model
Newspaper Name Arkansas Democrat Gazette

Date of Publishing 12/12/25, 12/13/25, & 12/14/25
1/10/26

January 7, 2026 @ 10:00 am; https://us02web.zoom.us/j/83419649641

Final Date for Public Comment

Location and Time of Public Meeting
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STATE PLAN UNDER TITLE XIX OF THE SOCIAL SECURITY ACT ATTACHMENT 4.19-A

MEDICAL ASSISTANCE PROGRAM Page 11ddd

STATE ARKANSAS
METHODS AND STANDARDS FOR ESTABLISHING PAYMENT RATES -
INPATIENT HOSPITAL SERVICES January 1, 20242026
1. Inpatient Hospital Services (continued)

Long-Acting Reversible Contraceptives (LARC)

Effective for claims with dates of service on or after January .1, 2024, all acute care
hospitals will be reimbursed in addition to the per diem rates for Food and Drug
Administration approved Long-Acting Reversible Contraceptives (LARCs) to include the
IUD and contraceptive implants, and insertion and removal. LARC reimbursement will be
the same as found in Attachment 4.19-B page 1v.

Select Carved-Out Drugs from Hospital Settings

Effective for claims with dates of service on or after January 1, 2026, all approved acute
care hospitals will be reimbursed in addition to the per diem rates for selected carved-out
drugs. Reimbursement will be the samé as found in Attachment 4.19-B page 4aa. Approved
acute care hospitals are those that have been certified and have appropriate agreements in
place to provide the selected carve-out drugs..






STATE PLAN UNDER TITLE XIX OF THE SOCIAL SECURITY ACT ATTACHMENT 4.19-B
MEDICAL ASSISTANCE PROGRAM Page 4aa
STATE OF ARKANSAS

METHODS AND STANDARDS FOR ESTABLISHING PAYMENT RATES -

OTHER TYPES OF CARE Revised: Oectober1;2022January 1,
2026
12. Prescribed drugs, dentures, and prosthetic devices; and eyeglasses prescribed by a physician skilled in diseases

a.

of the eye, or by an optometrist

Prescribed Drugs (Continued)

Vil.

Viil.

IX.

Clotting Factor

a. Pharmacies dispensing Antihemophilic Factor products will be reimbursed at the lesser of
methodology plus the established professional‘dispensing fee. The lesser of methodology
for the allowed ingredient cost shall be the Wholesale Acquisition Cost (WAC) plus zero
percent (+0%) or State Actual Acquisition Cost (SAAC).

b. Pharmacies dispensing Antihemophilic Factor products purchased through the Federal
Public Health Service’s 340B.Drug Pricing Program (340B) by pharmacies that carve
Medicaid into the 340B Drug Pricing Program shall be reimbursed the lesser of
methodology for the allowed ingredient cost shall be the 340B actual invoice price,
Wholesale Acquisition’Cost (WAC) plus zero percent (+0%) or State Actual Acquisition
Cost (SAAC). The 340B actual invoice price for each drug reimbursement covered under
this program must be submitted to the Department prior to any claims being processed.

Drugs Purchased at Nominal Price

Facilities purchasing drugs at Nominal Price (outside of 340B or FSS) shall be reimbursed by
their actual acquisition cost.

Physician Administered Drugs

Reimbursement rates for Physician Administered Drugs are a “fee schedule” as determined by
the Medicare fee schedule. If the Medicare rate is not available, then other published pricing
Average Wholesale Price (AWP) less five percent (-5%) shall be used to determine
reimbursement. Under'the fee schedule methodology, reimbursement is based on the lesser of
the billed charge for each procedure or the maximum allowable for each procedure.

Select Carved-Out Drugs from Hospital Settings

Effective for claims with dates of service on or after January 1, 2026, drugs that are
reimbursed as a direct reimbursement will be reimbursed based on the provider’s Actual
Acquisition Cost for the drug, verified by the purchasing invoice.

b. State Upper Limit (SUL) shall apply to certain drugs identified administratively, judicially, or by a federal agency

as having a published price exceeding the ingredient cost. The calculated SAAC shall be obtained from actual
acquisition costs from multiple resources, if available. Depending on the variance, either the highest acquisition
cost, an average of the acquisition costs, or invoice price shall be used in determining a SAAC. When Brand and
Generic drugs are available for the same ingredient, reimbursement will be based on the Generic State Actual
Acquisition Cost (SAAC).





Hospital/Critical Access Hospital (CAH)/End Stage Renal Disease (ESRD) Section Il

TOC required

212.100 Scope - Inpatient 7-15-421-1-

(=2}

“Inpatient hospital services” are defined in the Arkansas Medical Assistance Program as those
items and services ordinarily furnished by the hospital for care and treatment of inpatients and
are provided under the direction of a licensed practitioner (physician or dentist with staff
affiliation) of a facility maintained primarily for treatment and care of injured persons, individuals
with disabilities, or sick persons. Such inpatient services must be medically justified,
documented, certified and re-certified by the Quality Improvement Organization (QIO) and are
payable by Medicaid if provided on a Medicaid covered day.

A “Medicaid covered day” is defined as a day for which the beneficiary'is Medicaid eligible, the
patient’s inpatient benefit has not been exhausted, the patient’s inpatient stay is medically
necessary, the day is not part of a hospital stay for a non-payable procedure or non-authorized
procedure (see Sections 220.000 and 244.000), and the claim is filed on time. (See Section Il
of this manual for reference to “Timely Filing.”)

The following services are covered inpatient hospital services if medically necessary for
treatment of the patient and if the date of service is a Medicaid covered day:

A. Accommodation
“Accommodation” means the type of room provided for the patient while receiving inpatient
hospital services. The Medicaid Program will cover the semi-private room or ward
accommodations and intensive care. A private room will only be covered when such
accommodations are medically necessary, as certified by the patient’s attending physician.
Private rooms are considered medically necessary only when the patient’s condition
requires him or her to be isolated to protect his or her health or welfare, or to protect the
health of others.

B. Operating Room
Operating room charges for services and supplies associated with surgical procedures are
covered inpatient hospital services.

C. Anesthesia
Anesthesia charges for services and/or supplies furnished by the hospital are covered
inpatient hospital services.

D. Blood Administration
Blood, blood components and blood administration charges are covered when not
available to the beneficiary from other sources. Hospitals are encouraged to replace blood
that.is used by a Medicaid beneficiary through his or her friends and relatives, or through
the Red Cross whenever possible.

E. Pharmacy
Drugs and biologicals furnished by the hospital for the care and treatment of patients are
covered inpatient hospital services. Take-home drugs are non-covered inpatient hospital
services under the Arkansas Medicaid Program._Designated Cell and Gene Therapy Drugs
furnished while a beneficiary is an inpatient in an acute care hospital will be treated as an
outpatient hospital service and paid separately from the per diem. See Section 272.104 for
prior authorization and special billing guidelines.

F. Radiology and Laboratory
The coverage of inpatient hospital services includes the non-physician services related to
machine tests, laboratory and radiology procedures provided to inpatients. The hospital
where the patient is hospitalized will be responsible for providing or securing these
services. The party who furnishes these non-physician services is permitted to bill only the
hospital.





Hospital/Critical Access Hospital (CAH)/End Stage Renal Disease (ESRD)

If a patient is transferred to another hospital to receive services on an outpatient basis, the
cost of the transfer is included in the hospital reimbursement amount. The ambulance
company may not bill Medicaid or the beneficiary for the service.

G. Medical, Surgical and Central Supplies
Necessary medical and surgical supplies and equipment that are furnished by the hospital
for the care and treatment of patients are covered inpatient hospital services. Supplies
and equipment for use outside the hospital are not covered by Medicaid.

H. Physical and Inhalation Therapy
Physical and inhalation therapy and other necessary services, as well as supply charges
for these services that are furnished by the hospital, are covered inpatient hospital
services.

Delivery Room
Delivery room charges for services and supplies associated with obstetrical procedures are
covered inpatient hospital services.

J. Other
Services other than the non-covered services identified in Section 212.200, which are not
specified above.

272.103 Instructions for Prior Approval Letter Acquisition for, Special 1-15-4526

Pharmacy, Therapeutic Agents and Treatments

Providers must obtain prior approval, in accordance with the following procedures, for special
pharmacy, therapeutic agents and treatments. Approval letters may be obtained by the ordering
physician and a copy provided to the hospital; however; the billing provider is ultimately
responsible for meeting the documentation requirements for payment.

A. Before treatment begins, the Division of Medical Services (DMS),; Medical Director for
Clinical Affairs mustapprove any drug, therapeutic agent or treatment not listed as covered
in this provider manual or in official DMS.correspondence.

This requirement also applies.to any drug, therapeutic agent or treatment with special
instructions regarding coverage in the provider manual or in official DMS correspondence.

B. The Medical Director for Clinical Affairs’ prior approval is required to ensure approval for
medical necessity. -Additionally, all other requirements must be met for reimbursement.

1. The provider must submit a history and physical examination with the treatment
protocol before beginning the treatment.

2. The provider will be notified by mail of the DMS Medical Director for Clinical Affairs’
decision. No prior authorization number is assigned if the request is approved, but a
prior approval letter is issued and must be attached to each claim. Any changes in
treatment require resubmission and a new approval letter.

Send requests for a prior approval letter for pharmacy and therapeutic agents to the attention of
the Division of Medical Services, Medical Director of Clinical Affairs.

272.104 ReservedCell and Gene Therapy Drugs When Hospitalization is 1-15-14526

Required for Administration

Effective for claims with dates of service on or after January 1, 2026, all approved acute care
hospitals will be reimbursed in addition to the per diem rates for designated cell and gene
therapy drugs. Approved hospitals are those that are appropriately certified to provide the
services and have contracts in place to administer the designated cell and gene therapy drugs.
Hospitals requesting services for a member enrolled in a PASSE organization will be required to
follow prior authorization and billing guidelines as below.

Section Il



https://humanservices.arkansas.gov/wp-content/uploads/DMSMedDirector.docx



Hospital/Critical Access Hospital (CAH)/End Stage Renal Disease (ESRD) Section

Prior Authorization:

A.

See a list of medications that require a prior authorization.

B.

Provider will submit prior authorization request to Utilization Review.

C.

A Single Case Agreement will be completed for each request.

Billing Guidelines:

A.

The Hospital should continue to bill the inpatient stay on an inpatient claim (CMS-1450,

formerly UB-04).

If the hospital provides the cell and gene therapy, the hospital is to bill the eell and gene

therapy drug on an outpatient claim (CMS-1450, formerly UB-04),even though the dates
fall within an inpatient stay. Use the identified Cell and Gene Therapy Drug billing
combinations (Procedure Code, Modifier, and such) on the outpatient claim. Ensure the
applicable NDC code is submitted on the claim.

Physician charges can be billed for the administration of the drug on a professional claim

(CMS-1500), in addition to the physician’s evaluation and management charges. When
provided by the physician, the cell and gene therapy drug is billed by the physician on the
professional claim instead of by the hospital. Use the Cell and Gene Therapy Drug
billing combinations when submitting the billing codes on the professional claim. Ensure
the applicable NDC code is submitted on the claim. A copy of thesinvoice with actual
acquisition cost must be submitted with the claim.

The 340-B rules and modifiers to'the Cell and Gene Therapy Drug billing code when they

apply to the combinations.




https://ar.primetherapeutics.com/provider-documents

https://humanservices.arkansas.gov/wp-content/uploads/DMSUR.docx

https://humanservices.arkansas.gov/wp-content/uploads/LARC_ProcCodes.doc

https://humanservices.arkansas.gov/wp-content/uploads/LARC_ProcCodes.doc

https://humanservices.arkansas.gov/wp-content/uploads/LARC_ProcCodes.doc

https://humanservices.arkansas.gov/wp-content/uploads/LARC_ProcCodes.doc
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FINANCIAL IMPACT STATEMENT

PLEASE ANSWER ALL QUESTIONS COMPLETELY.

DEPARTMENT Department of Human Services

BOARD/COMMISSION

PERSON COMPLETING THIS STATEMENT Andy Morgan

TELEPHONE NO. (501) 320-6540 EMAIL andy.morgan@dhs.arkansas.gov

To comply with Ark. Code Ann. § 25-15-204(e), please complete the Financial Impact Statement and
email it with the questionnaire, summary, markup and clean copy of the rule, and other documents.
Please attach additional pages, if necessary.

TITLE OF THIS RULECell and Gene Therapy (CGT) Model

1. Does this proposed, amended, or repealed rule have a financial impact?
Yes| O No

2. Is the rule based on the best reasonably obtainable scientific, technical, economic, or other
evidence and information available concerning the need for, consequences of, and alternatives to
the rule?
Yes| O No

3. In consideration of the alternatives to this rule, was this rule determined by the agency to be the
least costly rule considered? Yes|O No

If no, please explain:

(a) how the additional benefits of the more costly rule justify its additional cost;

(b) the reason for adoption of the more costly rule;

(c) whether the reason for adoption of the more costly rule is based on the interests of public
health, safety, or welfare, and if so, how; and

(d) whether the reason for adoption of the more costly rule is within the scope of the agency’s
statutory authority, and if so, how.
4. If the purpose of this rule is to implement a federal rule or regulation, please state the following:

(a) What is the cost to implement the federal rule or regulation?
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Current Fiscal Year Next Fiscal Year
General Revenue General Revenue
Federal Funds Federal Funds
Cash Funds Cash Funds
Special Revenue Special Revenue
Other (Identify) Other (Identify)
Total Total

(b) What is the additional cost of the state rule?

Current Fiscal Year Next Fiscal Year

General Revenue $868,188 General Revenue $1,745,405
Federal Funds $1,953,352 Federal Funds $3,897,675
Cash Funds Cash Funds

Special Revenue Special Revenue

Other (Identify) Other (Identify)

Total $ 2,821,540.00 Total $ 5,643,080.00

What is the total estimated cost by fiscal year to any private individual, private entity, or private
business subject to the proposed, amended, or repealed rule? Please identify those subject to the
rule, and explain how they are affected.

Current Fiscal Year Next Fiscal Year

$ 0.00 $ 0.00

What is the total estimated cost by fiscal year to a state, county, or municipal government to
implement this rule? Is this the cost of the program or grant? Please explain how the government
1s affected.

Current Fiscal Year Next Fiscal Year

$ 868,188.00 $ 1,745,405.00

Page 6 of 7





Revised May 2023

With respect to the agency’s answers to Questions #5 and #6 above, is there a new or increased
cost or obligation of at least one hundred thousand dollars ($100,000) per year to a private
individual, private entity, private business, state government, county government, municipal
government, or to two (2) or more of those entities combined?

Yes L2 No
If yes, the agency is required by Ark. Code Ann. § 25-15-204(e)(4) to file written findings at the
time of filing the financial impact statement. The written findings shall be filed simultaneously

with the financial impact statement and shall include, without limitation, the following:

(1) a statement of the rule’s basis and purpose; Arkansas Medicaid is joining the Centers for
Medicare & Medicaid Innovation (CMMI) cell and gene therapy access model. This model will focus
on outcomes-based agreements with manufacturers to improve health outcomes and reduce long-
term costs for state Medicaid programs.

(2) the problem the agency seeks to address with the proposed rule, including a statement of
whether a rule is required by statute; Medicaid seeks to improve efficiency and quality of care
through use of cell and gene therapies as one-time treatments that can transform the lives of people
living with rare and severe diseases that are difficult to treat. There may be other models negotiated
with manufacturers by CMS. This initial model is for patients with sickle cell disease. This is an
optional model and no statute requires rulemaking.

(3) a description of the factual evidence that:
(a) justifies the agency’s need for the proposed rule; and
(b) describes how the benefits of the rule meet the relevant statutory objectives and justify
the rule’s costs; Medicaid seeks to promulgate this rule to implement an outcomes-based
model for reimbursement of FDA approved medications already required for coverage and
accessibility for patients with rare diseases.

(4) a list of less costly alternatives to the proposed rule and the reasons why the alternatives do not
adequately address the problem to be solved by the proposed rule; N/A

(5) a list of alternatives to the proposed rule that were suggested as a result of public comment and
the reasons why the alternatives do not adequately address the problem to be solved by the
proposed rule; N/A

(6) a statement of whether existing rules have created or contributed to the problem the agency
seeks to address with the proposed rule and, if existing rules have created or contributed to the
problem, an explanation of why amendment or repeal of the rule creating or contributing to the
problem is not a sufficient response; N/A and

(7) an agency plan for review of the rule no less than every ten (10) years to determine whether,
based upon the evidence, there remains a need for the rule including, without limitation, whether:
(a) the rule is achieving the statutory objectives;
(b) the benefits of the rule continue to justify its costs; and
(c) the rule can be amended or repealed to reduce costs while continuing to achieve the
statutory objectives.
The Agency monitors State and Federal rules and policies for opportunities to reduce and
control costs. Page 7 of 7





Statement of Necessity and Rule Summary
Cell and Gene Therapy (CGT) Model

Statement of Necessity

Arkansas Medicaid joined the Cell and Gene Therapy (CGT) Access Model developed by the Centers for
Medicare & Medicaid (CMS) Innovation Center. The CMS Innovation Center develops and implements
payment and service delivery models (pilot programs) and conducts Congressionally-mandated
demonstrations to support health care transformation and increase access to high-quality care.

The CGT Access Model focuses on outcomes-based agreements with manufacturers to improve health
outcomes and reduce long-term costs for state Medicaid programs. Cell and gene therapies are one-
time treatments that can transform the lives of people living with rare and severe diseases that are
difficult to treat. While there may be other models negotiated with manufacturers by CMS, the initial
model is for patients with sickle cell disease. A State Plan Amendment (SPA) will be necessary to allow
for the one-time treatments. Reimbursement rate will be no less than actual acquisition cost for the
medication.

Summary

Arkansas Medicaid will request a SPA from CMS and take other steps to implement the CGT Access
Model. The State Plan Amendment will allow claims for select gene therapy drugs to be reimbursed in
addition to the hospital per diem rates for dates of service on or after January 1, 2026. The SPA also will
allow for select access model drugs to be carved out of the hospital per diem and to be reimbursed at
the provider’s Actual Acquisition Cost for the drug, verified by the purchasing invoice. Corresponding
updates to the Medicaid Hospital Provider Manual will provide information and billing guidelines for the
cell and gene therapy model for sickle cell disease.



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

https://www.cms.gov/priorities/innovation/about



NOTICE OF RULE MAKING

The Department of Human Services (DHS) announces for a public comment period of thirty (30)
calendar days a notice of rulemaking for the following proposed rule under one or more of the
following chapters, subchapters, or sections of the Arkansas Code: §§20-76-201, 20 77-107, and
25-10-129. The projected effective date of the rule is March 1, 2026, if approved.

The Division of Medical Services (DMS) seeks an amendment to the Arkansas Medicaid State
Plan to implement cell and gene therapies developed through the Centers for Medicare &
Medicaid (CMS) Innovation Center. Cell and gene therapies are one-time treatments that can
transform the lives of people living with rare and severe diseases that are difficult to treat. The
rule will allow claims for select gene therapy drugs, reimbursed at the provider’s Actual
Acquisition Cost for the drug, verified by the purchasing invoice, in addition to the hospital per
diem rates for dates of service on or after January 1, 2026. Corresponding updates to the
Medicaid Hospital Provider Manual will provide information and billing guidelines for the cell
and gene therapy model for sickle cell diseases. The estimated financial impact is $2,821,540.00
for state fiscal year 2026 and $5,643,080.00 for state fiscal year 2027.

The proposed rule is available for review at the Department of Human Services (DHS) Office of
Policy and Rules, 2nd floor Donaghey Plaza South Building, 7th and Main Streets, P. O. Box
1437, Slot S295, Little Rock, Arkansas 72203-1437. This notice also shall be posted at the local
office of the Division of County Operations (DCO) of DHS in every county in the state. You
may also access and download the proposed rule at ar.gov/proposedrules.

Public comments can be submitted in writing at the above address or at the following email
address: ORP@dhs.arkansas.gov. All public comments must be received by DHS no later than
January 10, 2026. Please note that public comments submitted in response to this notice are
considered public documents. A public comment, including the commenter’s name and any
personal information contained within the public comment, will be made publicly available and
may be seen by various people.

A public hearing will be held online by remote access. Public comments may be submitted at the
hearing. The details for attending the online public hearing appear at ar.gov/dhspublichearings.

If you need this material in a different format, such as large print, contact the Office of Policy
and Rules at 501-320-6428. The Arkansas Department of Human Services is in compliance with
Titles VI and VII of the Civil Rights Act and is operated, managed, and delivers services without
regard to religion, disability, political affiliation, veteran status, age, race, color, or national
origin. 45022292178

Elizabeth Pitman, Director
Division of Medical Services



https://humanservices.arkansas.gov/divisions-shared-services/medical-services/proposed-rules

mailto:ORP@dhs.arkansas.gov

https://humanservices.arkansas.gov/divisions-shared-services/medical-services/proposed-rules/dhs-public-hearings/
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Revised May 2023

FINANCIAL IMPACT STATEMENT

PLEASE ANSWER ALL QUESTIONS COMPLETELY.

DEPARTMENT Department of Human Services

BOARD/COMMISSION

PERSON COMPLETING THIS STATEMENT Andy Morgan

TELEPHONE NO. (501) 320-6540 EMAIL andy.morgan@dhs.arkansas.gov

To comply with Ark. Code Ann. § 25-15-204(e), please complete the Financial Impact Statement and
email it with the questionnaire, summary, markup and clean copy of the rule, and other documents.
Please attach additional pages, if necessary.

TITLE OF THIS RULECell and Gene Therapy (CGT) Model

1. Does this proposed, amended, or repealed rule have a financial impact?
Yes| O No

2. Is the rule based on the best reasonably obtainable scientific, technical, economic, or other
evidence and information available concerning the need for, consequences of, and alternatives to
the rule?
Yes| O No

3. In consideration of the alternatives to this rule, was this rule determined by the agency to be the
least costly rule considered? Yes|O No

If no, please explain:

(a) how the additional benefits of the more costly rule justify its additional cost;

(b) the reason for adoption of the more costly rule;

(c) whether the reason for adoption of the more costly rule is based on the interests of public
health, safety, or welfare, and if so, how; and

(d) whether the reason for adoption of the more costly rule is within the scope of the agency’s
statutory authority, and if so, how.
4. If the purpose of this rule is to implement a federal rule or regulation, please state the following:

(a) What is the cost to implement the federal rule or regulation?
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Current Fiscal Year Next Fiscal Year
General Revenue General Revenue
Federal Funds Federal Funds
Cash Funds Cash Funds
Special Revenue Special Revenue
Other (Identify) Other (Identify)
Total Total

(b) What is the additional cost of the state rule?

Current Fiscal Year Next Fiscal Year

General Revenue $868,188 General Revenue $1,745,405
Federal Funds $1,953,352 Federal Funds $3,897,675
Cash Funds Cash Funds

Special Revenue Special Revenue

Other (Identify) Other (Identify)

Total $ 2,821,540.00 Total $ 5,643,080.00

What is the total estimated cost by fiscal year to any private individual, private entity, or private
business subject to the proposed, amended, or repealed rule? Please identify those subject to the
rule, and explain how they are affected.

Current Fiscal Year Next Fiscal Year

$ 0.00 $ 0.00

What is the total estimated cost by fiscal year to a state, county, or municipal government to
implement this rule? Is this the cost of the program or grant? Please explain how the government
1s affected.

Current Fiscal Year Next Fiscal Year

$ 868,188.00 $ 1,745,405.00
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With respect to the agency’s answers to Questions #5 and #6 above, is there a new or increased
cost or obligation of at least one hundred thousand dollars ($100,000) per year to a private
individual, private entity, private business, state government, county government, municipal
government, or to two (2) or more of those entities combined?

Yes L2 No
If yes, the agency is required by Ark. Code Ann. § 25-15-204(e)(4) to file written findings at the
time of filing the financial impact statement. The written findings shall be filed simultaneously

with the financial impact statement and shall include, without limitation, the following:

(1) a statement of the rule’s basis and purpose; Arkansas Medicaid is joining the Centers for
Medicare & Medicaid Innovation (CMMI) cell and gene therapy access model. This model will focus
on outcomes-based agreements with manufacturers to improve health outcomes and reduce long-
term costs for state Medicaid programs.

(2) the problem the agency seeks to address with the proposed rule, including a statement of
whether a rule is required by statute; Medicaid seeks to improve efficiency and quality of care
through use of cell and gene therapies as one-time treatments that can transform the lives of people
living with rare and severe diseases that are difficult to treat. There may be other models negotiated
with manufacturers by CMS. This initial model is for patients with sickle cell disease. This is an
optional model and no statute requires rulemaking.

(3) a description of the factual evidence that:
(a) justifies the agency’s need for the proposed rule; and
(b) describes how the benefits of the rule meet the relevant statutory objectives and justify
the rule’s costs; Medicaid seeks to promulgate this rule to implement an outcomes-based
model for reimbursement of FDA approved medications already required for coverage and
accessibility for patients with rare diseases.

(4) a list of less costly alternatives to the proposed rule and the reasons why the alternatives do not
adequately address the problem to be solved by the proposed rule; N/A

(5) a list of alternatives to the proposed rule that were suggested as a result of public comment and
the reasons why the alternatives do not adequately address the problem to be solved by the
proposed rule; N/A

(6) a statement of whether existing rules have created or contributed to the problem the agency
seeks to address with the proposed rule and, if existing rules have created or contributed to the
problem, an explanation of why amendment or repeal of the rule creating or contributing to the
problem is not a sufficient response; N/A and

(7) an agency plan for review of the rule no less than every ten (10) years to determine whether,
based upon the evidence, there remains a need for the rule including, without limitation, whether:
(a) the rule is achieving the statutory objectives;
(b) the benefits of the rule continue to justify its costs; and
(c) the rule can be amended or repealed to reduce costs while continuing to achieve the
statutory objectives.
The Agency monitors State and Federal rules and policies for opportunities to reduce and
control costs. Page 7 of 7



Statement of Necessity and Rule Summary
Cell and Gene Therapy (CGT) Model

Statement of Necessity

Arkansas Medicaid joined the Cell and Gene Therapy (CGT) Access Model developed by the Centers for
Medicare & Medicaid (CMS) Innovation Center. The CMS Innovation Center develops and implements
payment and service delivery models (pilot programs) and conducts Congressionally-mandated
demonstrations to support health care transformation and increase access to high-quality care.

The CGT Access Model focuses on outcomes-based agreements with manufacturers to improve health
outcomes and reduce long-term costs for state Medicaid programs. Cell and gene therapies are one-
time treatments that can transform the lives of people living with rare and severe diseases that are
difficult to treat. While there may be other models negotiated with manufacturers by CMS, the initial
model is for patients with sickle cell disease. A State Plan Amendment (SPA) will be necessary to allow
for the one-time treatments. Reimbursement rate will be no less than actual acquisition cost for the
medication.

Summary

Arkansas Medicaid will request a SPA from CMS and take other steps to implement the CGT Access
Model. The State Plan Amendment will allow claims for select gene therapy drugs to be reimbursed in
addition to the hospital per diem rates for dates of service on or after January 1, 2026. The SPA also will
allow for select access model drugs to be carved out of the hospital per diem and to be reimbursed at
the provider’s Actual Acquisition Cost for the drug, verified by the purchasing invoice. Corresponding
updates to the Medicaid Hospital Provider Manual will provide information and billing guidelines for the
cell and gene therapy model for sickle cell disease.


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

STATE PLAN UNDER TITLE XIX OF THE SOCIAL SECURITY ACT ATTACHMENT 4.19-A

MEDICAL ASSISTANCE PROGRAM Page 11ddd

STATE ARKANSAS
METHODS AND STANDARDS FOR ESTABLISHING PAYMENT RATES -
INPATIENT HOSPITAL SERVICES January 1, 20242026
1. Inpatient Hospital Services (continued)

Long-Acting Reversible Contraceptives (LARC)

Effective for claims with dates of service on or after January .1, 2024, all acute care
hospitals will be reimbursed in addition to the per diem rates for Food and Drug
Administration approved Long-Acting Reversible Contraceptives (LARCs) to include the
IUD and contraceptive implants, and insertion and removal. LARC reimbursement will be
the same as found in Attachment 4.19-B page 1v.

Select Carved-Out Drugs from Hospital Settings

Effective for claims with dates of service on or after January 1, 2026, all approved acute
care hospitals will be reimbursed in addition to the per diem rates for selected carved-out
drugs. Reimbursement will be the samé as found in Attachment 4.19-B page 4aa. Approved
acute care hospitals are those that have been certified and have appropriate agreements in
place to provide the selected carve-out drugs..
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MEDICAL ASSISTANCE PROGRAM Page 11ddd
STATE ARKANSAS
METHODS AND STANDARDS FOR ESTABLISHING PAYMENT RATES -
INPATIENT HOSPITAL SERVICES January 1, 2026
1. Inpatient Hospital Services (continued)

Long-Acting Reversible Contraceptives (LARC)

Effective for claims with dates of service on or after January.1, 2024, all acute care
hospitals will be reimbursed in addition to the per diem rates for Food and Drug
Administration approved Long-Acting Reversible Contraceptives (LARCS) to include the
IUD and contraceptive implants, and insertion and remoyval. LARC reimbursement will be
the same as found in Attachment 4.19-B page 1v.

Select Carved-Out Drugs from Hospital Settings

Effective for claims with dates of service on or after January 1, 2026, all approved acute
care hospitals will be reimbursed in addition to the per diem rates for selected carved-out
drugs. Reimbursement will be the same as found in Attachment4.19-B page 4aa. Approved
acute care hospitals are those that have been certified and have appropriate agreements in
place to provide the selected carve-out drugs.



STATE PLAN UNDER TITLE XIX OF THE SOCIAL SECURITY ACT ATTACHMENT 4.19-B
MEDICAL ASSISTANCE PROGRAM Page 4aa
STATE OF ARKANSAS

METHODS AND STANDARDS FOR ESTABLISHING PAYMENT RATES -

OTHER TYPES OF CARE Revised: Oectober1;2022January 1,
2026
12. Prescribed drugs, dentures, and prosthetic devices; and eyeglasses prescribed by a physician skilled in diseases

a.

of the eye, or by an optometrist

Prescribed Drugs (Continued)

Vil.

Viil.

IX.

Clotting Factor

a. Pharmacies dispensing Antihemophilic Factor products will be reimbursed at the lesser of
methodology plus the established professional‘dispensing fee. The lesser of methodology
for the allowed ingredient cost shall be the Wholesale Acquisition Cost (WAC) plus zero
percent (+0%) or State Actual Acquisition Cost (SAAC).

b. Pharmacies dispensing Antihemophilic Factor products purchased through the Federal
Public Health Service’s 340B.Drug Pricing Program (340B) by pharmacies that carve
Medicaid into the 340B Drug Pricing Program shall be reimbursed the lesser of
methodology for the allowed ingredient cost shall be the 340B actual invoice price,
Wholesale Acquisition’Cost (WAC) plus zero percent (+0%) or State Actual Acquisition
Cost (SAAC). The 340B actual invoice price for each drug reimbursement covered under
this program must be submitted to the Department prior to any claims being processed.

Drugs Purchased at Nominal Price

Facilities purchasing drugs at Nominal Price (outside of 340B or FSS) shall be reimbursed by
their actual acquisition cost.

Physician Administered Drugs

Reimbursement rates for Physician Administered Drugs are a “fee schedule” as determined by
the Medicare fee schedule. If the Medicare rate is not available, then other published pricing
Average Wholesale Price (AWP) less five percent (-5%) shall be used to determine
reimbursement. Under'the fee schedule methodology, reimbursement is based on the lesser of
the billed charge for each procedure or the maximum allowable for each procedure.

Select Carved-Out Drugs from Hospital Settings

Effective for claims with dates of service on or after January 1, 2026, drugs that are
reimbursed as a direct reimbursement will be reimbursed based on the provider’s Actual
Acquisition Cost for the drug, verified by the purchasing invoice.

b. State Upper Limit (SUL) shall apply to certain drugs identified administratively, judicially, or by a federal agency

as having a published price exceeding the ingredient cost. The calculated SAAC shall be obtained from actual
acquisition costs from multiple resources, if available. Depending on the variance, either the highest acquisition
cost, an average of the acquisition costs, or invoice price shall be used in determining a SAAC. When Brand and
Generic drugs are available for the same ingredient, reimbursement will be based on the Generic State Actual
Acquisition Cost (SAAC).
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STATE OF ARKANSAS

METHODS AND STANDARDS FOR ESTABLISHING PAYMENT RATES -
OTHER TYPES OF CARE Revised: January 1, 2026

12.

a.

Prescribed drugs, dentures, and prosthetic devices; and eyeglasses prescribed by a physician skilled in diseases
of the eye, or by an optometrist

Prescribed Drugs (Continued)

Vil.

Viil.

IX.

Clotting Factor

a. Pharmacies dispensing Antihemophilic Factor products will be reimbursed at the lesser of
methodology plus the established professional dispensing fee. The lesser of methodology
for the allowed ingredient cost shall be the Wholesale Acquisition Cost (WAC) plus zero
percent (+0%) or State Actual Acquisition Cost (SAAC).

b. Pharmacies dispensing Antihemophilic Factor products purchased through the Federal
Public Health Service’s 340B Drug Pricing Program (340B) by pharmacies that carve
Medicaid into the 340B Drug Pricing Program shall be reimbursed the lesser of
methodology for the allowed ingredient cost shall be the 340B actual invoice price,
Wholesale Acquisition Cost (WAC) plus zero percent (+0%) or State Actual Acquisition
Cost (SAAC). The 340B actual invoice price for each drug reimbursement covered under
this program must be submitted to the Department prior to any claims being processed.

Drugs Purchased at Nominal Price

Facilities purchasing drugs at Nominal Price (outside of 340B or FSS) shall be reimbursed by
their actual acquisition cost.

Physician Administered Drugs

Reimbursement rates for Physician Administered Drugs are a “fee schedule” as determined by
the Medicare fee schedule. If the Medicare rate is not available, then other published pricing
Average Wholesale Price (AWP) less five percent (-5%) shall be used to determine
reimbursement. Under the fee schedule methodology, reimbursement is based on the lesser of
the billed charge foreach procedure or the maximum allowable for each procedure.

Select Carved-Out Drugs from Hospital Settings

Effective for claims with dates of service on or after January 1, 2026, drugs that are
reimbursed as a direct reimbursement will be reimbursed based on the provider’s Actual
Acquisition Cost for the drug, verified by the purchasing invoice.

State Upper Limit (SUL) shall apply to certain drugs identified administratively, judicially, or by a federal agency
as having a published price exceeding the ingredient cost. The calculated SAAC shall be obtained from actual
acquisition‘costs from multiple resources, if available. Depending on the variance, either the highest acquisition
cost, an average of the acquisition costs, or invoice price shall be used in determining a SAAC. When Brand and
Generic drugs are available for the same ingredient, reimbursement will be based on the Generic State Actual
Acquisition Cost (SAAC).
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“Inpatient hospital services” are defined in the Arkansas Medical Assistance Program as those
items and services ordinarily furnished by the hospital for care and treatment of inpatients and
are provided under the direction of a licensed practitioner (physician or dentist with staff
affiliation) of a facility maintained primarily for treatment and care of injured persons, individuals
with disabilities, or sick persons. Such inpatient services must be medically justified,
documented, certified and re-certified by the Quality Improvement Organization (QIO) and are
payable by Medicaid if provided on a Medicaid covered day.

A “Medicaid covered day” is defined as a day for which the beneficiary'is Medicaid eligible, the
patient’s inpatient benefit has not been exhausted, the patient’s inpatient stay is medically
necessary, the day is not part of a hospital stay for a non-payable procedure or non-authorized
procedure (see Sections 220.000 and 244.000), and the claim is filed on time. (See Section Il
of this manual for reference to “Timely Filing.”)

The following services are covered inpatient hospital services if medically necessary for
treatment of the patient and if the date of service is a Medicaid covered day:

A. Accommodation
“Accommodation” means the type of room provided for the patient while receiving inpatient
hospital services. The Medicaid Program will cover the semi-private room or ward
accommodations and intensive care. A private room will only be covered when such
accommodations are medically necessary, as certified by the patient’s attending physician.
Private rooms are considered medically necessary only when the patient’s condition
requires him or her to be isolated to protect his or her health or welfare, or to protect the
health of others.

B. Operating Room
Operating room charges for services and supplies associated with surgical procedures are
covered inpatient hospital services.

C. Anesthesia
Anesthesia charges for services and/or supplies furnished by the hospital are covered
inpatient hospital services.

D. Blood Administration
Blood, blood components and blood administration charges are covered when not
available to the beneficiary from other sources. Hospitals are encouraged to replace blood
that.is used by a Medicaid beneficiary through his or her friends and relatives, or through
the Red Cross whenever possible.

E. Pharmacy
Drugs and biologicals furnished by the hospital for the care and treatment of patients are
covered inpatient hospital services. Take-home drugs are non-covered inpatient hospital
services under the Arkansas Medicaid Program._Designated Cell and Gene Therapy Drugs
furnished while a beneficiary is an inpatient in an acute care hospital will be treated as an
outpatient hospital service and paid separately from the per diem. See Section 272.104 for
prior authorization and special billing guidelines.

F. Radiology and Laboratory
The coverage of inpatient hospital services includes the non-physician services related to
machine tests, laboratory and radiology procedures provided to inpatients. The hospital
where the patient is hospitalized will be responsible for providing or securing these
services. The party who furnishes these non-physician services is permitted to bill only the
hospital.
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If a patient is transferred to another hospital to receive services on an outpatient basis, the
cost of the transfer is included in the hospital reimbursement amount. The ambulance
company may not bill Medicaid or the beneficiary for the service.

G. Medical, Surgical and Central Supplies
Necessary medical and surgical supplies and equipment that are furnished by the hospital
for the care and treatment of patients are covered inpatient hospital services. Supplies
and equipment for use outside the hospital are not covered by Medicaid.

H. Physical and Inhalation Therapy
Physical and inhalation therapy and other necessary services, as well as supply charges
for these services that are furnished by the hospital, are covered inpatient hospital
services.

Delivery Room
Delivery room charges for services and supplies associated with obstetrical procedures are
covered inpatient hospital services.

J. Other
Services other than the non-covered services identified in Section 212.200, which are not
specified above.

272.103 Instructions for Prior Approval Letter Acquisition for, Special 1-15-4526

Pharmacy, Therapeutic Agents and Treatments

Providers must obtain prior approval, in accordance with the following procedures, for special
pharmacy, therapeutic agents and treatments. Approval letters may be obtained by the ordering
physician and a copy provided to the hospital; however; the billing provider is ultimately
responsible for meeting the documentation requirements for payment.

A. Before treatment begins, the Division of Medical Services (DMS),; Medical Director for
Clinical Affairs mustapprove any drug, therapeutic agent or treatment not listed as covered
in this provider manual or in official DMS.correspondence.

This requirement also applies.to any drug, therapeutic agent or treatment with special
instructions regarding coverage in the provider manual or in official DMS correspondence.

B. The Medical Director for Clinical Affairs’ prior approval is required to ensure approval for
medical necessity. -Additionally, all other requirements must be met for reimbursement.

1. The provider must submit a history and physical examination with the treatment
protocol before beginning the treatment.

2. The provider will be notified by mail of the DMS Medical Director for Clinical Affairs’
decision. No prior authorization number is assigned if the request is approved, but a
prior approval letter is issued and must be attached to each claim. Any changes in
treatment require resubmission and a new approval letter.

Send requests for a prior approval letter for pharmacy and therapeutic agents to the attention of
the Division of Medical Services, Medical Director of Clinical Affairs.

272.104 ReservedCell and Gene Therapy Drugs When Hospitalization is 1-15-14526

Required for Administration

Effective for claims with dates of service on or after January 1, 2026, all approved acute care
hospitals will be reimbursed in addition to the per diem rates for designated cell and gene
therapy drugs. Approved hospitals are those that are appropriately certified to provide the
services and have contracts in place to administer the designated cell and gene therapy drugs.
Hospitals requesting services for a member enrolled in a PASSE organization will be required to
follow prior authorization and billing guidelines as below.

Section Il
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Prior Authorization:

A.

See a list of medications that require a prior authorization.

B.

Provider will submit prior authorization request to Utilization Review.

C.

A Single Case Agreement will be completed for each request.

Billing Guidelines:

A.

The Hospital should continue to bill the inpatient stay on an inpatient claim (CMS-1450,

formerly UB-04).

If the hospital provides the cell and gene therapy, the hospital is to bill the eell and gene

therapy drug on an outpatient claim (CMS-1450, formerly UB-04),even though the dates
fall within an inpatient stay. Use the identified Cell and Gene Therapy Drug billing
combinations (Procedure Code, Modifier, and such) on the outpatient claim. Ensure the
applicable NDC code is submitted on the claim.

Physician charges can be billed for the administration of the drug on a professional claim

(CMS-1500), in addition to the physician’s evaluation and management charges. When
provided by the physician, the cell and gene therapy drug is billed by the physician on the
professional claim instead of by the hospital. Use the Cell and Gene Therapy Drug
billing combinations when submitting the billing codes on the professional claim. Ensure
the applicable NDC code is submitted on the claim. A copy of thesinvoice with actual
acquisition cost must be submitted with the claim.

The 340-B rules and modifiers to'the Cell and Gene Therapy Drug billing code when they

apply to the combinations.
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“Inpatient hospital services” are defined in the Arkansas Medical Assistance Program as those
items and services ordinarily furnished by the hospital for care and treatment of inpatients and
are provided under the direction of a licensed practitioner (physician or dentist with staff
affiliation) of a facility maintained primarily for treatment and care of injured persons, individuals
with disabilities, or sick persons. Such inpatient services must be medically justified,
documented, certified and re-certified by the Quality Improvement Organization (QIO) and are
payable by Medicaid if provided on a Medicaid covered day.

A “Medicaid covered day” is defined as a day for which the beneficiary is Medicaid eligible, the
patient’s inpatient benefit has not been exhausted, the patient’s inpatient stay is medically
necessary, the day is not part of a hospital stay for a non-payable procedure or non-authorized
procedure (see Sections 220.000 and 244.000), and the claim is filed on time. (See Section IlI
of this manual for reference to “Timely Filing.”)

The following services are covered inpatient hospital services if medically necessary for
treatment of the patient and if the date of service is a Medicaid covered day:

A.  Accommodation
“Accommodation” means the type of room provided for the patient while receiving inpatient
hospital services. The Medicaid Program-will cover the semi-private room or ward
accommodations and intensive care. A private room will.only be covered when such
accommodations are medically necessary, as certified by the patient’s attending physician.
Private rooms are considered medically necessary only when the patient’s condition
requires him or her to be isolated to protect his or her health or welfare, or to protect the
health of others.

B. Operating Room
Operating room charges for services and supplies associated with surgical procedures are
covered inpatient hospital services.

C. Anesthesia
Anesthesia charges for services and/or supplies furnished by the hospital are covered
inpatient hospital services.

D. Blood Administration
Blood, blood components and blood administration charges are covered when not
available to the beneficiary from other sources. Hospitals are encouraged to replace blood
that is used by a Medicaid beneficiary through his or her friends and relatives, or through
the Red Cross whenever possible.

E.  Pharmacy
Drugs and biologicals furnished by the hospital for the care and treatment of patients are
covered inpatient hospital services. Take-home drugs are non-covered inpatient hospital
services under the Arkansas Medicaid Program. Designated Cell and Gene Therapy Drugs
furnished while a beneficiary is an inpatient in an acute care hospital will be treated as an
outpatient hospital service and paid separately from the per diem. See Section 272.104 for
prior authorization and special billing guidelines.

F. Radiology and Laboratory
The coverage of inpatient hospital services includes the non-physician services related to
machine tests, laboratory and radiology procedures provided to inpatients. The hospital
where the patient is hospitalized will be responsible for providing or securing these
services. The party who furnishes these non-physician services is permitted to bill only the
hospital.
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If a patient is transferred to another hospital to receive services on an outpatient basis, the
cost of the transfer is included in the hospital reimbursement amount. The ambulance
company may not bill Medicaid or the beneficiary for the service.

G. Medical, Surgical and Central Supplies
Necessary medical and surgical supplies and equipment that are furnished by the hospital
for the care and treatment of patients are covered inpatient hospital services. Supplies
and equipment for use outside the hospital are not covered by Medicaid.

H. Physical and Inhalation Therapy
Physical and inhalation therapy and other necessary services, as well as supply charges
for these services that are furnished by the hospital, are covered inpatient hospital
services.

Delivery Room
Delivery room charges for services and supplies associated with obstetrical procedures are
covered inpatient hospital services.

J. Other
Services other than the non-covered services identified in Section 212.200; which are not
specified above.

272.103 Instructions for Prior Approval Letter Acquisition for Special 1-1-26

Pharmacy, Therapeutic Agents and,Treatments

Providers must obtain prior approval, in accordance with the following procedures, for special
pharmacy, therapeutic agents and treatments. Approval letters may be obtained by the ordering
physician and a copy provided to the hospital; however, the billing provider is ultimately
responsible for meeting the documentation requirements for payment.

A. Before treatment begins, the Division of Medical Services (DMS) Medical Director for
Clinical Affairs must approve any.drug, therapeutic agent or treatment not listed as covered
in this provider manual or.in official DMS correspondence.

This requirement also applies to any drug, therapeutic agent or treatment with special
instructions regarding coverage in the provider manual or in official DMS correspondence.

B. The Medical Director for Clinical Affairs’ prior approval is required to ensure approval for
medical necessity. Additionally, all other requirements must be met for reimbursement.

1. The provider must submit a history and physical examination with the treatment
protocol before beginning the treatment.

2. | The provider will be notified by mail of the DMS Medical Director for Clinical Affairs’
decision. No prior authorization number is assigned if the request is approved, but a
prior approval letter is issued and must be attached to each claim. Any changes in
treatment require resubmission and a new approval letter.

Send requests for a prior approval letter for pharmacy and therapeutic agents to the attention of
the Division of Medical Services, Medical Director of Clinical Affairs.

272.104 Cell and Gene Therapy Drugs When Hospitalization is Required for 1-1-26

Administration

Effective for claims with dates of service on or after January 1, 2026, all approved acute care
hospitals will be reimbursed in addition to the per diem rates for designated cell and gene
therapy drugs. Approved hospitals are those that are appropriately certified to provide the
services and have contracts in place to administer the designated cell and gene therapy drugs.
Hospitals requesting services for a member enrolled in a PASSE organization will be required to
follow prior authorization and billing guidelines as below.

Section Il
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Prior Authorization:

A. See a list of medications that require a prior authorization.

B.  Provider will submit prior authorization request to Utilization Review.
C. A Single Case Agreement will be completed for each request.

Billing Guidelines:

A.  The Hospital should continue to bill the inpatient stay on an inpatient claim (CMS-1450,
formerly UB-04).

B. If the hospital provides the cell and gene therapy, the hospital is to bill.the cell and gene
therapy drug on an outpatient claim (CMS-1450, formerly UB-04), even though the dates
fall within an inpatient stay. Use the identified Cell and Gene Therapy Drug billing
combinations (Procedure Code, Modifier, and such) on the outpatient claim. Ensure the
applicable NDC code is submitted on the claim.

C. Physician charges can be billed for the administration of the drugon a professional claim
(CMS-1500), in addition to the physician’s evaluation. and management charges. When
provided by the physician, the cell and gene therapy drug is billed by the physician on the
professional claim instead of by the hospital. Use the Cell and Gene Therapy Drug
billing combinations when submitting the billing codes on the professional claim. Ensure
the applicable NDC code is submitted on the claim. A copy of the invoice with actual
acquisition cost must be submitted with'the claim.

D. The 340-B rules and modifiers to the Cell and Gene Therapy Drug billing code when they
apply to the combinations.
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