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PROPOSITION 303
[HCR 2005 (2014)]

investigational drugs; biological products; devices

ANALYSISBY LEGISLATIVE COUNCIL

Proposition 303, the "Right To Try Act”, would allow aterminally ill patient, with
the recommendation of the patient's physician and a determination by the patient's
physician that no comparable or satisfactory United States Food and Drug Administration
approved treatment options are available, access to medications or treatments made
available by a manufacturer that have not completed the full United States Food and Drug
Administration approval process. In consultation with the patient, the patient's physician
must determine that the probable risk to the patient from the medication or treatment is
not greater than the probable risk from the disease or condition prior to recommending
the medication or treatment. The eligible patient must give written informed consent for
the use of the investigational drug, biological product or device or, if the patient is a
minor or lacks the mental capacity to provide informed consent, a parent or legal
guardian must give written informed consent on the patient's behalf.

An "investigational drug, biological product or device" is defined as a drug,
biological product or device that has successfully completed phase one of aclinical trial,
but has not been approved for general use by the United States Food and Drug
Administration and remains under investigation in aclinical trial.

The manufacturer may provide the investigational drug, biological product or
device with or without charge to the eligible patient and may require the eligible patient
to participate in data collection relating to the use of the investigational drug, biological
product or device. A hedth care insurer may provide coverage for an investigational
drug, biological product or device, but neither a health care insurer nor any state agency
isrequired to provide such coverage.

A state regulatory board may not take any action against a physician's license
based solely on the physician's recommendation for, prescription for or treatment with the
investigational drug, biological product or device. A state agency may not take any
action against a hedth care ingtitution's license based solely on the institution's
participation in the treatment or use of the investigational drug, biological product or
device.

An official, employee or agent of this state who blocks or attempts to block access
of an eligible patient to an investigational drug, biological product or device is guilty of a
class 1 misdemeanor.
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