AMENDED IN ASSEMBLY MARCH 24, 2008

CALIFORNIA LEGISLATURE—2007—08 REGULAR SESSION

ASSEMBLY BILL No. 2663

Introduced by Assembly Member Furutant Dymally

February 22, 2008

I . ” " St le-relati
tocare-facHities—An act to add Section 14132.985 to the Welfare and
Institutions Code, relating to Medi-Cal.

LEGISLATIVE COUNSEL’S DIGEST

AB 2663, as amended, Furutant Dymally. Festerfamily—ageneies:

Medi-Cal: clinical trials: stem cell investigations.

Existing law provides for the Medi-Cal program, which is
administered by the State Department of Health Care Services, under
which qualified low-income individuals receive health care services.
Under existing law, routine health care costs related to the treatment
of a beneficiary who is diagnosed with cancer and accepted in a clinical
trial are covered under the Medi-Cal program, if certain requirements
are met.

This bill would enact similar provisions for the coverage under the
Medi-Cal program of routine health care costs for a beneficiary who
is diagnosed with any condition that is the subject of a stem cell
investigation that seeks to find a potential therapeutic benefit or cure
for that condition, and who is accepted in a clinical trial, as provided.
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Vote: majority. Appropriation: no. Fiscal committee: ne-yes.
State-mandated local program: no.

The people of the State of California do enact as follows:

SECTION 1. Section 14132.985 is added to the Welfare and
Institutions Code, to read:

14132.985. (a) For a beneficiary who is diagnosed with any
condition that is the subject of a stem cell investigation that seeks
to find a potential therapeutic benefit or cure for that condition,
and who is accepted into a phase I, phase Il, phase Ill, or phase
IV clinical trial for that condition, the Medi-Cal program shall
provide coverage for all routine patient care costs related to the
clinical trial if the beneficiary’s treating physician, who is
providing covered health care services to the beneficiary under
the Medi-Cal program, recommends participation in the clinical
trial after determining that participation in the clinical trial has
a meaningful potential to benefit the beneficiary.

(b) For purposes of this section:

(1) “Routine patient care costs” means the costs associated
with the provision of health care services, including drugs, items,
devices, and services that would otherwise be covered under the
Medi-Cal program if those drugs, items, devices, and services
were not provided in connection with an approved clinical trial
program, including all of the following:

(A) Health care services typically provided absent a clinical
trial.

(B) Health care services required solely for the provision of the
investigational drug, item, device, or service.

(C) Health care services required for the clinically appropriate
monitoring of the investigational item or service.

(D) Health care services provided for the prevention of
complications arising from the provision of the investigational
drug, item, device, or service.

(E) Health care services needed for the reasonable and
necessary care arising from the provision of the investigational
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drug, item, device, or service, including the diagnosis or treatment
of the complications.

(2) “Routine patient care costs” does not include the costs
associated with the provision of any of the following:

(A) Drugs or devices that have not been approved by the federal
Food and Drug Administration and that are associated with the
clinical trial.

(B) Services other than health care services, such as travel,
housing, companion expenses, and other nonclinical expenses,
that a beneficiary may require as a result of the treatment being
provided for purposes of the clinical trial, except as required under
the Medicaid Program (42 U.S.C. Sec. 1396a et seq.).

(C) Any item or service that is provided solely to satisfy data
collection and analysis needs and that is not used in the clinical
management of the patient.

(D) Health care services that, except for the fact that they are
being provided in a clinical trial, are otherwise specifically
excluded from coverage by the Medi-Cal program.

(E) Health care services customarily provided by the research
sponsors free of charge for any beneficiary in the trial.

(c) The treatment shall be provided in a clinical trial that either:

(1) Involves a drug that is exempt under federal regulations
from a new drug application.

(2) Is approved by one of the following:

(A) One of the National Institutes of Health.

(B) The federal Food and Drug Administration, in the form of
an investigational new drug application.

(C) The United States Department of Defense.

(D) The United States Veterans’ Administration.

(d) This section shall apply only to Medi-Cal beneficiaries who
are recommended by their treating physician to participate in a
clinical trial in California, unless the protocol for the clinical trial
is not provided for at a California hospital or by a California
physician.

(e) The provision of services when required by this section shall
not, in itself, give rise to liability on the part of the Medi-Cal
program.
amended-toread:
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