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STATE OF NEW YORK

6103

2019- 2020 Regul ar Sessi ons

| N SENATE

May 16, 2019

Introduced by Sen. CARLUCCI -- read twice and ordered printed, and when
printed to be conmitted to the Commttee on Health

AN ACT to anend the public health law, in relation to advertising by
drug manufacturers and the disclosure of clinical trials

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

Section 1. The public health law is amended by adding a new section
277-a to read as foll ows:

8 277-a. Prohibitions and required disclosures; prescription drug
advertising. 1. Definitions. As used in this section, unless the context
otherwi se indicates, the following terns shall have the foll ow ng nean-

i ngs:
(a) "dinical trial" neans a clinical investigation as defined by the

federal Food and Drug Adninistration that involves any trial to test the
safety or efficacy of a drug or biological product wth one or nore
human subjects and that is intended to be subnmitted to, or held for
inspection by, the federal Food and Drug Administration as part of an
application for a research or marketing permt.

(b) "Munufacturer of prescription drugs” or "manufacturer" neans a
manuf acturer of prescription drugs or biological products or an affil-
iate of the manufacturer or a labeler that receives prescription drugs
or biological products froma manufacturer or whol esaler and repackages
those drugs or biological products for later retail sale and that has a
| abel er code fromthe federal Food and Drug Adm nistration under 21 Code
of Federal Requlations, 2027.20 (1999).

(c) "Regul ated advertisenent" neans the presentation to the genera
public of a commercial nessage regarding a prescription drug or biol og-
ical product by a manufacturer of prescription drugs that is:

(i) Broadcast on television or radio froma station that is physically
located in the state;

(ii) Broadcast over the Internet froma location in the state; or
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(iii) Printed in magazines or newspapers that are printed, distributed
or sold in the state.

2. Requlated advertisenent requirenent. Beginning October fifteenth,
two thousand twenty, a nmanufacturer nmay not present or cause to be
presented in the state a regul ated adverti senent. unless such advertise-
nent neets the requirenents concerning m sbranded drugs and devices and
prescription drug advertising of federal |law and reqgulations under 21
United States Code, Sections 331 and 352(n) and 21 Code of Federal Requ-
lations, Part 202 and state rules and requl ations.

3. Disclosure of «clinical trials of prescription drugs. Beginning
Cctober fifteenth, two thousand twenty, a manufacturer or |abeler of
prescription drugs that is required to report marketing costs for
prescription drugs shall post, with regard to such prescription drugs.
on the publicly accessible Internet website of the federal Nationa
Institutes of Health or its successor agency or another publicly acces-
sible website the following infornation concerning any clinical trial
that the manufacturer conducted or sponsored on or after Cctober
fifteenth, two thousand ni neteen:

(a) The nane of the entity that conducted or is conducting the clin-
ical trial;

(b) A summary of the purpose of the clinical trial

(c) The dates during which the trial is taking or has taken place; and

(d) Information concerning the results of the clinical trial. includ-
ing potential or actual adverse effects of the drug.

In order to satisfy the requirenents of this subdivision, the publicly
accessible website and manner of posting shall be acceptable to the
depart nent.

4. Fees. Beginning April first, two thousand twenty-one. each nanufac-
turer of prescription drugs that are provided to persons through a state
public health plan as defined in subdivision eleven of section two
hundred seventy of this article shall pay a fee of one thousand dollars
per cal endar year to the departnent. Fees collected under this subdivi-
sion shall be used to cover the cost of overseeing inplenentation of
this section, including but not limted to nmaintaining links to publicly
accessible websites to which manufacturers are posting clinical trial
information under subdivision three of this section and other relevant
sites, assessing whether and the extent to which New York residents have
been harned by the use of a particular drug and undertaking the public
education initiative under subdivision five of this section. Revenues
received under this subdivision nmust be deposited into a general fund to
be used for the purposes of this section.

5. Public education initiative. The departnent shall undertake a
public education initiative to informresidents of the state about clin-
ical trials and drug safety information.

6. Penalties. Each day a manufacturer is in violation of this chapter
is considered a separate violation. Such manufacturer shall be subject
to the penalties prescribed in section twelve of this chapter

§ 2. Report. By January 15, 2021, the departnent of health shal
report to the Legislature matters on the conpl eteness and ease of public
access to information provided by the drug manufacturers and the need
for further action or legislation.

8§ 3. This act shall take effect on the one hundred eightieth day after
it shall have becone a law. Effective imediately, the addition, anend-
ment and/or repeal of any rule or regulation necessary for the inplenen-
tation of this act on its effective date are authorized to be nade and
conpl eted on or before such effective date.




