
DEPARTMENT OF HEALTH AND SOCIAL SERVICES
DIVISION OF MEDICAID AND MEDICAL ASSISTANCE

Statutory Authority: 31 Delaware Code, Section 512 (31 Del.C. §512)

PROPOSED

PUBLIC NOTICE

Qualifying Clinical Trials

In compliance with the State's Administrative Procedures Act (APA - Title 29, Chapter 101 of the Delaware Code) and
under the authority of 31 Del. C. §512, Delaware Health and Social Services ("Department") / Division of Medicaid and
Medical Assistance (DHSS/DMMA) is proposing to amend Title XIX Medicaid State Plan regarding Qualifying Clinical
Trials.

Any person who wishes to make written suggestions, compilations of data, testimony, briefs or other written materials
concerning the proposed new regulations must submit same to, Planning and Policy Unit, Division of Medicaid and Medical
Assistance, 1901 North DuPont Highway, P.O. Box 906, New Castle, Delaware 19720-0906, by email to
Melissa.Dohring@delaware.gov, or by fax to 302-255-4413 by 4:30 p.m. on October 31, 2022. Please identify in the
subject line: Qualifying Clinical Trials.

The action concerning the determination of whether to adopt the proposed regulation will be based upon the results of
Department and Division staff analysis and the consideration of the comments and written materials filed by other
interested persons.

SUMMARY OF PROPOSAL

The purpose of this notice is to advise the public that Delaware Health and Social Services (DHSS)/Division of Medicaid
and Medical Assistance (DMMA) is proposing to amend Title XIX Medicaid State Plan regarding Qualifying Clinical Trials.

Statutory Authority
Sections 1905(a)(30) and 1905(gg)(1) of the Social Security Act

Background
Historically, the Medicaid regulations did not specify a clear requirement for coverage of routine costs associated with
clinical trials, even if those routine costs were for items and services that ordinarily would be covered by a state's Medicaid
program. Division CC, Title II, Section 210 of the Consolidated Appropriations Act, 2021 (Public Law 116-260) (section
210) amended section 1905(a) of the Social Security Act (the Act), by adding to the definition of medical assistance a new
benefit at section 1905(a)(30) for routine patient costs for items and services furnished in connection with participation by
Medicaid beneficiaries in qualifying clinical trials. CMS submitted guidance to states requiring submission of a state plan
amendment to effectuate this new coverage requirement under section 1905(a)(30).

Summary of Proposal
Purpose
The purpose of this proposed regulation is to assure coverage of routine patient costs associated with participation in
qualifying clinical trials.
Summary of Proposed Changes
Effective for services provided on and after October 1, 2022 DHSS/DMMA proposes to amend Title XIX Medicaid State
Plan regarding Qualifying Clinical Trials.
Public Notice
In accordance with the federal public notice requirements established at Section 1902(a)(13)(A) of the Social Security Act
and 42 CFR 440.386 and the state public notice requirements of Title 29, Chapter 101 of the Delaware Code, DHSS/
DMMA gives public notice and provides an open comment period for 30 days to allow all stakeholders an opportunity to
provide input on the proposed regulation. Comments must be received by 4:30 p.m. on October 31, 2022.

Centers for Medicare and Medicaid Services Review and Approval

The provisions of this state plan amendment (SPA) are subject to approval by the Centers for Medicare and Medicaid
Services (CMS). The draft SPA page(s) may undergo further revisions before and after submittal to CMS based upon
public comment and/or CMS feedback. The final version may be subject to significant change.
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Provider Manuals and Communications Update

Also, there may be additional provider manuals that may require updates as a result of these changes. The applicable
Delaware Medical Assistance Program (DMAP) Provider Policy Specific Manuals and/or Delaware Medical Assistance
Portal will be updated. Manual updates, revised pages or additions to the provider manual are issued, as required, for new
policy, policy clarification, and/or revisions to the DMAP program. Provider billing guidelines or instructions to incorporate
any new requirement may also be issued. A newsletter system is utilized to distribute new or revised manual material and
to provide any other pertinent information regarding DMAP updates. DMAP updates are available on the Delaware Medical
Assistance Portal website: https://medicaid.dhss.delaware.gov/provider

Fiscal Impact
There is no anticipated fiscal impact.
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STATE PLAN UNDER TITLE XIX OF THE SOCIAL SECURITY ACT
STATE/TERRITORY:   DELAWARE

AMOUNT, DURATION AND SCOPE OF MEDICAL 
AND REMEDIAL CARE AND SERVICES PROVIDED TO THE CATEGORICALLY NEEDY

27. Coverage of Routine Patient Cost in Qualifying Clinical Trials

*The state needs to check each assurance below.

I. General Assurances:

Routine Patient Cost - Section 1905(gg)(1)

X   Coverage of routine patient cost for items and services as defined in section 1905(gg)(1) that are furnished in
connection with participation in a qualified clinical trial.

Qualifying Clinical Trial - Section 1905(gg)(2)

X   A qualified clinical trial is a clinical trial that meets the definition at section 1905(gg)(2).

Coverage Determination - Section 1905(gg)(3)

X   A determination with respect to coverage for an individual participating in a qualified clinical trial will be made in
accordance with section 1905(gg)(3).

PRA Disclosure Statement - This information is being collected to assist the Centers for Medicare & Medicaid Services in
implementing Section 210 of the Consolidated Appropriations Act of 2021 amending section 1905(a) of the Social Security
Act (the Act), by adding a new mandatory benefit at section 1905(a)(30). Section 210 mandates coverage of routine patient
services and costs furnished in connection with participation by Medicaid beneficiaries in qualifying clinical trials effective
January 1, 2022. Section 210 also amended sections 1902(a)(10)(A) and 1937(b)(5) of the Act to make coverage of this
new benefit mandatory under the state plan and any benchmark or benchmark equivalent coverage (also referred to as
alternative benefit plans, or ABPs). Under the Privacy Act of 1974 any personally identifying information obtained will be
kept private to the extent of the law. An agency may not conduct or sponsor, and a person is not required to respond to, a
collection of information unless it displays a currently valid Office of Management and Budget (OMB) control number. The
OMB control number for this project is 0938-1148 (CMS-10398 #74). Public burden for all of the collection of information
requirements under this control number is estimated to take about 56 hours per response. Send comments regarding this
burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden, to
CMS, 7500 Security Boulevard, Attn: Paperwork Reduction Act Reports Clearance Officer, Mail Stop C4-26-05, Baltimore,
Maryland 21244-1850.
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