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AN ACT to amend the public health law, in relation to establishing the
"right to try act"

The People of the State of New York, represented in Senate and Assem
bly, do enact as foll ows:

Section 1. This act shall be known and nay be cited as the "right to
try act".
§ 2. The public health law is amended by adding a new article 29- CCCCC
to read as foll ows:
ARTI CLE 29- CCCCC
RIGHT TO TRY ACT
Section 2994-aaa. Definitions.
2994- bbb. Manufacturers' obligations.
2994- ccc. Cover age.
2994-ddd. Liability for patient debt.
2994-eee. Actions against license or certification.
2994-fff. Immunity.
2994-ggg. Access to treatnent.
2994- hhh. Cause of action.
8 2994-aaa. Definitions. The following words and terns wthin this

article shall have the follow ng neanings, unless the context clearly
i ndi cates ot herw se.
1. "Termnal illness", for purposes of this article only, neans a

progressive disease or nedical or surgical condition that entails
significant functional inpairnent, that is not considered by a treating
health care provider to be reversible even wth adninistration of
current United States food and drug adnministration approved and avail -
able treatnents and that, without life-sustaining procedures, will soon
result in death.

EXPLANATI ON--Matter in italics (underscored) is new, matter in brackets
[-] is oldlawto be omtted.
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2. "Eligible patient" neans an individual who neets all of the foll ow
ing conditions:

(a) has a terminal illness, attested to by the patient's treating
health care provider

(b) has considered all other treatnent options currently approved by
the United States food and drug admi nistration.

(c) has received a recommendation fromhis or her treating health care
provider for an investigational drug, biological product or device.

(d) has given witten, inforned consent for the use of the investiga-
tional drug, biological product or device.

(e) has docunentation fromhis or her treating health care provider
that he or she neets the requirenents of this subdivision

3. "Investigational drug. biological product or device" neans a drudg.
bi ol ogi cal product or device that has successfully conpleted phase one
of aclinical trial but has not yet been approved for general use by the
United States food and drug adm nistration and renmains under investi-
gation in a United States food and drug adninistration-approved clinical
trial.

4. "Witten, inforned consent"” nmeans a witten docunent that is signed
by the patient; parent, if the patient is a nnor; legal qguardian; or
health care agent designated by the patient under article twenty-nine-C
of this chapter and attested to by the patient's treating health care
provider and a wtness and that, at a mninum includes all of the
foll ow ng:

(a) an explanation of the currently approved products and treatnents
for the disease or condition fromwhich the patient suffers.

(b) an attestation that the patient concurs with his or her treating
health care provider in believing that all currently approved and
conventionally recognized treatnents are unlikely to prolong the
patient's life.

(c) clear identification of the specific proposed investigationa
drug, biological product or device that the patient is seeking to use.

(d) a description of the potentially best and worst outcones of using
the investigational drug, biological product or device and a realistic
description of the npst likely outcone. The description shall include
the possibility that new, unanticipated, different or worse synptons
m ght result and that death could be hastened by the proposed treatnent.
The description shall be based on the health care provider's know edge
of the proposed treatnent in conjunction wth an awareness of the
patient's condition.

(e) a statenent that the patient's health plan or third party adm nis-
trator and provider are not obligated to pay for any care or treatnents
consequent to the use of the investigational drug, biological product or
device, unless they are specifically required to do so by law or
contract.

(f) a statenent that the patient's eligibility for hospice care may be
withdrawn if the patient begins curative treatnent with the investiga-
tional drug. biological product or device and that care nay be rein-
stated if this treatnent ends and the patient neets hospice eligibility
requirenents.

(g) a statenent that the patient understands that he or she is liable
for all expenses consequent to the use of the investigational drug.
bi ol ogi cal product or device and that this liability extends to the

patient's estate, unless a contract between the patient and the manufac-
turer of the drug., biological product or device states otherw se.
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8 2994-bbb. Manufacturers' obligations. 1. A manufacturer of an inves-
tigational drug. biological product or device nay nake available and an
eligible patient may request the manufacturer's investigational drug.
biological product or device under this section. This section does not
require that a mnmanufacturer nake available an investigational drug.
bi ol ogi cal product or device to an eligible patient.

2. A manufacturer nmay:

a rovide an investigational dru bi ol ogi cal product or device to
an eligible patient wi thout receiving conpensation; or

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

8§ 2994-ccc. Coverage. 1. This article does not expand the coverage
required of an insurer under the insurance law or any other applicable
| aws.

2. A health plan, third party admnistrator, or governnental agency
may, but is not required to, provide coverage for the cost of an inves-
tigational drug. biological product or device or the cost of services
related to the use of an investigational drug, biological product or
device under this article.

3. This article does not require any governnental agency to pay costs
associated with the use, care or treatnent of a patient with an investi -
gational drug, biological product or device.

4, This article does not require a hospital or facility established
under article twenty-eight of this chapter to provide new or additional
services, unless approved by the hospital or facility.

5. This article does not affect any mandatory health care coverage for
participation in clinical trials under the insurance |law or other appli-
cable | aws.

8§ 2994-ddd. Liability for patient debt. If a patient dies while being
treated by an investigational drug, biological product or device, the
patient's heirs are not liable for any outstanding debt related to the
treatnment or lack of insurance due to the treatnent.

8§ 2994-eee. Actions against license or certification. A licensing
board or disciplinary subconmmittee shall not revoke, fail to renew
suspend or take any action against a health care provider's 1license

based solely on the provider's recommendations to an eligible patient
regarding access to or treatnent with an investigational drug. biolog-
ical product or device. An entity responsible for nedicare certification
shall not take action against a health care provider's nedicare certif-
ication based solely on the health care provider's recomrendation that
an_ eligible patient have access to an investigational drug, biologica
product or device.

8§ 2994-fff. Immunity. If as a result of the investigational drug
bi ol ogi cal product or device, a patient's synptons worsen or change or a
patient dies, no health care provider shall be subject to civil liabil-
ity provided that such health care provider participated in good faith
conpliance wth the provisions of this article and obtained witten,
inforned consent fromthe patient.

8 2994-9gg. Access to treatnent. An official, enployee or agent of
this state shall not block or attenpt to block an eligible patient's
access to an investigational drug, biological product or device. Coun-
seling, advice or a recommendation consistent with nedical standards of
care froma licensed health care provider is not a violation of this
section.
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8 2994-hhh. Cause of action. This section does not create a private
cause of action against a manufacturer of an investigational drug.
biological product or device or against any other person or entity
involved in the care of an eligible patient using the investigational
drug, biological product or device for any harmdone to the eligible
patient resulting fromthe investigational drug. biological product or
device, if the manufacturer or other person or entity is conplying in
good faith with the terns of this article and has exercised reasonable
care.

8 3. This act shall take effect on the ninetieth day after it shall
have becone a | aw.




