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STATE OF NEW YORK
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2017- 2018 Regul ar Sessi ons

| N ASSEMBLY

March 29, 2017

Introduced by M of A TITONE, JAFFEE -- Milti-Sponsored by -- M of A
H KI ND, PRETLOW SI MOTAS -- read once and referred to the Committee on
| nsur ance

AN ACT to anmend the insurance law, in relation to the prohibition on
first fail policies

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

Section 1. The insurance law is anmended by adding a new article 33 to
read as foll ows:
ARTICLE 33
PROH BI TION ON FIRST FAIL PO I CIES AND
UNAUTHORI ZED THERAPEUTI C SUBSTI TUTI ON
Section 3301. Definitions.
3302. Prescription drug denials.
3303. Switch communi cations/consuner right to know.
3304. Penalties.
3305. Prescription drug restriction overrides.

8 3301. Definitions. As used in this article:

(a) "lnsurer" shall nean any person or entity who offers a policy of
accident and/or health insurance pursuant to section three thousand two
hundred sixteen, three thousand two hundred twenty-one, or four thousand
three hundred three of this chapter or article forty-four of the public
health | aw, except when such health care services are provided, deliv-
ered, arranged for, paid for, or reinbursed by any state, departnent or
agency;

(b) "Pharmacy benefits manager” or "PBM', neans a person or entity
other than a pharmacy or pharmacist acting as an administrator in
connection with pharmacy benefits;

(c) "Switch communication", neans a witten conmunication from any
insurer or PBMto a patient or the patient's physician that recommends a
patient's nedication be switched by the original prescribing health care
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professional to a different nedication than the nedication originally
prescribed by the prescribing health care professional.

(d) "Ceneric equivalent” nmeans a drug that is the sane chem cal
conpound as another drug and is the sane dosage form strength, route of
adnmi nistration, and intended use, and is listed as equivalent in FDA's
approved dru roducts with therapeutic equival ence eval uations (orange
book) .

e) "Therapeutic substitution” neans the dispensin of a chenical
different drug in the place of the drug originally prescribed by the
patient's physician or other prescribing health care professional
including biologics and plasna-derived therapies. Therapeutic substi-
tution does not include substitution of a generic equival ent.

8§ 3302. Prescription drug denials. (a) A policy of accident and/or
health insurance that covers prescription drugs shall not lim¢t, reduce,
or deny coverage for any drug if, prior to the limtation, reduction, or
deni al of coverage

(1) Any insured was using the drug;

(2) Such insured or insureds were covered under the policy; and

(3) The drug was covered under the policy for such insured individua
or individuals.

(b) Alimtation, reduction. or denial of coverage includes renoving a
drug fromthe formulary or other drug list, inposing new prior authori-
zation or other utilization managenent tools, or placing the drug on a
formulary tier that increases the patient's cost-sharing obligations or
otherwi se increases the patient's cost-sharing obligations.

(c) Nothing in this section shall prohibit an insurer from naking
uni form changes in its benefit design that apply to all covered drugs,
uniformy renoving a drug fromthe fornmulary list for all insureds., or
increasing cost-sharing obligations nerely due to a percentage coinsu-
rance paynent that necessarily increases with an increase in the under-
lying drug prices.

d) No therapeutic substitution of a nedication b anyone authorized
to dispense nedications for self or hone adnministration by a consuner
shall be allowed without the express authorization of the origina
prescribing physician or health care professional and notice to the
patient and the policy sponsor as provided for in section three thousand
three hundred three of this article. Prior to mnmaking a therapeutic
substitution in a patient's prescription including but not limted to
changes in product selection and changes in dosage, the dispensing phar-
maci st _shal | :

(1) Verbally request the patient to agree to a change to the
prescription, and explain that the change cannot be nade unless both the
patient and the prescribing physician (or other prescribing health care
prof essional) expressly agree to the change;

(2) Verbally describe the proposed change that would be nmade to the

prescription, including clearly identifying the originally prescribed
nedication and the nedication that would be substituted for the
originally prescribed nedication; and

(3) Verbally inform the patient of the inpact, if any, on the

patient's out-of-pocket cost.

8 3303. Switch communi cations/consuner right to know. (a) Any tine a
patient's prescribed nedication is recommended to be switched to a nedi-
cation other than that originally prescribed by the prescribing practi-
tioner, a switch comunication shall be sent to:
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(1) The patient and shall provide information about why the switch is
proposed and the patient's rights for refusing the reconmmended change in
treatnent; and

(2) The policy sponsor and shall inform such sponsor of the pharnaceu-
tical wholesale acquisition cost, shown in currency form of the recom
nended nedi cation and the whol esale acquisition cost, shown in currency
form of the originally prescribed nedication.

(b) Such switch conmunication shall

(1) dearly identify the originally prescribed nedication and the
nedication to which it has been proposed that the patient should be
swi t ched;

(2) Provide information which is truthful, accurate, and not m sl ead-
ing, with appropriate fair balance, consistent with the United States
Food and Drug Administration for nedications;

(3) Include current approved product |labeling and information about
risks associated with the recomended nedication;

(4) Cearly acknow edge that no therapeutic substitution shall be
allowed without the express authorization of the original prescribing
physician or other original prescribing health care professional;

(5) Advise the patient of his or her rights to discuss the proposed
change in treatnment before such a switch takes place, including a
di scussion with the patient's prescribing practitioner, the filing of a
grievance with the insurer to prevent the switch if such a switch is
based on a financial incentive and the filing of a grievance wth the
departnent; and

(6) Explain any cost-sharing changes for which the patient is respon-
si bl e.

(c) A copy of any switch communication sent to a patient shall also be
sent to the prescribing practitioner.

(d) Health insurance payers, including enployers responsible for
paying the health care premiumor portions thereof, shall be notified of
therapeutic substitutions anpbng policy participants and of any therapeu-
tic substitution prograns adopted by health plans and pharnacy benefit
managers in any plan offered by such prem um payer or enpl oyer.

(e) The departnent shall create one form for insurers and pharmacy
benefit managers to use in switch communications to patients, prescrib-
ing practitioners., and health insurance payers including enployers.

(f) The departnent shall pronulgate rules governing switch comuni-
cations. Such rules shall include, but not be limted to the foll ow ng:

(1) Procedures for verifying the accuracy of any switch conmuni cations
from policies of accident and/or health insurance and pharnacy benefit
nanagers to ensure that such switch communi cations are truthful, accu-
rate, and not m sl eading based on cost to the patient and policy spon-
sor, the product package | abeling, nedical conpendia recognized by the
drug wutilization review board. and peer-reviewed nedical literature
with appropriate references provided;

(2) Except for a substitution due to the Food and Drug Admnis-
tration's withdrawal of a drug for prescription, a requirenent that al
switch conmuni cations bear a pronminent legend on the first page that
states: "This is not a product safety notice. This is a pronptiona
announcenent from your health care insurer or pharmacy benefits nmnager
about one of your current prescribed nedications.”

(3) A requirenent that, the notification of request for nedication
change (i) expressly states that the change involves a therapeutic
substitution, not a generic substitution; (ii) explain the difference
bet ween t herapeutic substitution and eneric substitution; and i
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provide a truthful, fair, and bal anced explanation regarding the poten-
tial, ramifications of the therapeutic substitution, including but not
limted to, that nedications in the sane therapeutic class are associ -
ated with different risks and benefits and nay work differently in
different patients.

8 3304. Penalties. (a) Issuing or delivering or causing to be issued
or delivered a switch communication that has not been approved and is
not in conpliance with the requirenents of section three thousand three
hundred three of this article is punishable by a fine not to exceed
twenty-five thousand dollars.

(b) Providing a msrepresentation or false statenent in a switch
conmuni cation under section three thousand three hundred three of this
article is punishable by a fine not to exceed twenty-five thousand
dollars.

(c) Any other mmterial violation of section three thousand three
hundred three of this article is punishable by a fine not to exceed
twenty-five thousand doll ars.

8 3305. Prescription drug restriction overrides. (a) Wen nedications
for the treatnent of any nmedical condition are restricted for use by an
insurer or PBM by a step therapy or fail first protocol, a prescriber
shall have access to a clear and convenient process to override such
restrictions from the insurer and may expeditiously override such
restriction if:

(1) The preferred treatnment by the insurer or the PBM has been inef-
fective in the treatnent of the covered person's disease or nedica
condition; or

(2) Based on sound clinical evidence and nedical and scientific
evi dence:

(A) The preferred treatnent is expected to be ineffective based on the
known relevant physical or nental characteristics of the covered person
and known characteristics of the drug reginen, and is likely to be inef-
fective or adversely affect the drug's effectiveness or patient conpli-
ance; or

(B) The preferred treatnment has caused or is |likely to cause an
adverse reaction or other harmto the covered person.

(b) The duration of any step therapy or fail first protocol shall not
be longer than the period deened necessary by the prescribing physician
or health care professional to determine the treatnent's clinical effec-
tiveness or a period of fourteen days.

(c) For nedications with no generic equivalent and for which the
prescribing physician in their clinical judgnent feels that no appropri-
ate therapeutic alternative is available an insurer or PBM shall provide
access to United States Food and Drug Adnministration (FDA) |abeled nedi-
cations wthout restrictionto treat such nedical conditions for which
an FDA | abeled nedication is avail abl e.

(d) Nothing in this section shall require coverage for an additiona
condition not already covered by the policy or which is not otherw se
covered by |aw

8§ 2. This act shall take effect on the one hundred twentieth day after
it shall have becone a | aw.




