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Session of 2015

HOUSE BILL No. 2004

By Representatives mmnmgmbnr.ﬁam@z and McPherson
12-19

AN ACT creating the Kansas right to try act.

Be it enacted by the Legislature of the State of Kansas:

Section 1. The provisions of sections [ through 7, and emendments
thereto, shall be known and may bs cited as the Kansas right to try act.

Sec. 2. (a) The legislature hereby finds and declares that:

(1) The procgss of spproval for investigational drugs, biological
products, and devices iu the United States protects future patients from
premature, ineffective and uusafe medications and trestments over the long
rup, bt the process often takes many years;

(2) patients who have a terminal illness do not have the luxury of
waiting umtil an investigational drug, biological product, or device receives
final approval from the United States food and drug administration;

(3) patients who have a terminsl iliness have a fundamental right to
attempt to pursue the preservation of their own lives by accessing available
investigational drugs, biological products, and devices;

. (4 the use of available investigational drugs, biological praduets, and
devices i3 a decision that should be made by the patient with a terminal
iliness in consultation with the patient's health care provider and the
patient’s health care team, if applicable; and

(5) the decision to use an investigational drug, biological produst, or
device should be made with fiall awareness of the potential risks, benefits

-and consequerices to the patient and the patient's family.

{b) It is the jtent of the legislature to allow for terminally ill patients
to use potentially life-saving investigational drugs, Bological products,
and devices. ‘

Bec. 3. As used in sections I through 7, and amendments thereto,
unless the cantext requires otherwise:

{a) (1} *Eligible patient" means a person who has:

{A) A terminal illness, attested to by the patient's treating physician;

{B) carefully considered all other treatment options approved by the
United States food and drug administration;

(C) been unable to participate in a clinical trial for the terminal ilness
within 100 miles of the patient's home address, or not been accepted to the
clinical trial within one week of completion of the clinical trial application
process;
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(D) received a recommendation from such patient's treating phiysician
for an investigational drug, biological product, or device;

{E) given wrilten, inforned consent for the use of the investigational
drug, biological product, or device, or, if the patient is a minor or lacks the
mentel capacity to provide informed consent, a parent or legal guardian
has given written, informed consent on the patient’s behalf; and

(1Y documentation from such patient's treating physician that such
patient meets the requiremnents of this paragraph.

(2) ‘“Eligible patient” does not include a person being treated as an
inpatient In any hespital or ambulatory surgical center, as those terms are
defined in K.8.A. 65-425, and amendments thereto.

(b) ‘“Investgational drug, biological product, or device" means a drug,
biological prodnct, or device that has successfully completed phase one of
a clinjcal trial but has not yet been approved for general use by the United
States food and drug administration and remains under investigation in a
clinical {zial approved by the United States food and drug administration,

{¢) "Terminal illness" means a discase or condition that, without life-
sustalning procedures will soon result in death or a state of permanent
unconsciousress from which recovery is unlikely.

{d) "Written, informed consent” teans a written document signed by
the patient and attested to by the patient's freating physicien. and a witness
that, at a inimuon:

(1) Explains the curently approved products and treatments for the
dizease or condition from which the patient suffers;

(2) aitests to the fact that the patient concurs with the patient's treating
phiysician in believing thet all currently spproved and conventionally
recognized treatments are unlikely to prolong the patient's life;

(3) clemly identifies the specific proposed investigational drug,
biclogical product, or device that the patient is seeking to use;

(4) deseribes the potentially best and worst cutcomes of vsing the
investigational drug, biclogical product, or device with a realistic
description of the most likely ovtcome, including the possibility that new,
unanticipated, different or worse symptoms might result, and that death
could be hastened by the proposed treatment, based on the physician's
knowledge of the proposed treatment in corjunction with an awareness of
the patient's condition;

{5) mekes clear that the patient's health insurer aud @ESQE. are not
obligated to pay for auny care or treatments consequent to the ase of the
investigational drug, biological product, or device;

(6) makes clear that the patient's eligibility for hospice care may be
withdrawn, if the patiert. begins curative treatment and care may be
reinstated if the curative treatment ends and the patient meets hospice
eligibility requirements;
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(7) makes clear that in-home health care may be denied if treatment
begins; and

(8) states that the patient understands that the patient is liable for all
expenses consequent to the use of the investigational drug, biological
product, or device, and that this liability exiends to the patient's esiaie,
wnless a contract between the patient and the manufacturer of the
investigational drug, biological product, or device states otherwise.

Sec.~4. (a) A manufacturer of ah Tnvestigational drug, biological
product, or device may make available the manufacturer's investigational
drug, biological product, or device to eligible patients pursuant to sections
1 through 7, and amendments thereto. Nothing in sections 1 throu oh 7, and
amendments thereto, shall be construed to require that a manufacturer
make zvailable an investigational drug, biological product, or device to an
eligible patient,

() A manufacturer may: -

{1) Provide an investigational drug, biological product, or device to
an eligible patient without receiving compensation therefor; or

(?) require an eligible patient to pay the costs of, or the cosls
associated with, the manufacture of the investigational drug, biological
product, or device.

(€) (1) A health insurance cerrier may, but shall not be required to,
provide coverage for the cost of an investigational drug, biological
product, or device.

(2) An insurer may demy coverage 0 an eligible patient from the tine
the cligible patient begins use of the investigational drug, biological
product, or device through a period not to exceed six months from the time
the investigational drug, biological product, or device is no longer used by
the eligible patient, except coverage may not be denied for a pre-existing
condition aud for coverage for benefits which commenced prior to the time
the eligible patient beging use of such investigational drug, biclogical
product, or device.

(d) If a patient dies while being treated with an investigational drug,
biological product, or device, the patient's heirs shall not be liable for amy
cutstanding debt related to such treatment or jack of ir snch
treatment.

Sec. 5. Thatanding any other law to the contrary, the board of
healing arts shall not revoke, suspend or otherwise take any action against
any individual holding = license issued pursuant ta the Kansas healing atts
act, K.8.A, 65-2801 et seq., and amendments thereto, based solely on such
provider's recommendations to an eligible patient regarding access o qr
treatment with an investigational drug, biological product, or device, £iger

: cerfification

-sae: Any action .mm.a:mﬁ an jmdividual or entity's medicare

o

_
{e]) “Physician” means a
person licensed to
practice medicine and
surgery by the hoard of
healing arts,

{a) No physician who Tn good faith
recommends or participates in the use of
an investigational drug, blological
product, or device pursuant to the
provisions of this act shalf be subject to
any eriminal or civil iabllity, nor shall -
such physician be found to have

committed an act of unprofessional
conduct pursuant o K.5.A, 65-2837. (b}

~

[Strike highlighted text

1




WP -

HR 2004 4

based solely on recommendations fhat a patient have access to an
investigational drug, biclogical product, or device is prohibited.

Sec. 6. No state officer, employee or agent thereef shall block or
attempt to block an eligible patient's access to an investigational drug,
biclogical product, or device. Counseling, advice or a recommmendation

oz ey 2

x from a licensed health care

provider is not a violation of this section.
Sec. 7. Nothing in sections 1 through 7, and amendments thereto,
shall be construed as creating a private cause of action against a
manufacturer of an investigational drug, biological product, or device, or
against ary other person or eatity involved in the care of an eligible patient
using an investigational drug, biological product, or device for any injury
suffered by the eligible patient resulting from the investigational drug,
biological product, or device, so long as the manufacturer or other person
or entity acted int accordance with the provisions of sections 1 through 7,
and amendments theretoekesninksnsuchiinpuiy-esulti-lron afailise

ERE

i Sec. .m. .iwm ._mnﬁ mﬁ: take effect and be in force fiom and after its
publication in the statute book,
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