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STATE OF NEW YORK
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2019- 2020 Regul ar Sessi ons

| N ASSEMBLY

February 11, 2019

Introduced by M of A DI PIETRO -- read once and referred to the Comrt-
tee on Health

AN ACT to anend the public health law, in relation to disclosure of
certain gifts provided by drug manufacturers or wholesalers to health
care providers

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

Section 1. Article 2 of the public health law is anended by adding a
newtitle 7 to read as foll ows:

TITLE VI
NEW YORK STATE PHARNMACEUTI CAL DRUG MANUFACTURER AND
VWHOLESALER DI SCLOSURE ACT
Section 268. Legislative intent.
268-a. Definitions.
268-b. Disclosure requirenents.
268-c. Annual consuner gui de on pharmaceutical drug manufacturer
and whol esaler qgifts to health care providers.

268-d. Penalties.
268-e. Rules and reqgul ations.

8§ 268. legislative intent. The legislature finds that the cost of
prescription drugs in the United States has grown dramatically. Accord-
ing to the Centers for Disease Control, spending on retail prescription
drugs in the United States npre than tripled fromfifteen billion
dollars in nineteen hundred eighty-two to forty-eight billion two
hundred mllion dollars in nineteen hundred ninety-two, then nore than
tripled again to one hundred sixty-two billion four hundred nillion

dollars in tw thousand two. In per capita terns, retail prescription
drugs spending increased fromsixty-four dollars in nineteen hundred
eighty-two to five hundred sixty-nine dollars in twd thousand two. In
two thousand five, spending on pharnmaceuticals rose to twd hundred
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fifty-one billion eight hundred nillion dollars. Wiile the availability
of useful new drugs to treat chronic conditions such as heart disease

hypertensi on and depression accounts for nmuch of the increased spending.
there is widespread concern about the inpact aggressive marketing by
drug manuf acturers and whol esalers has had on drug costs and prescribing
patterns. In addition to the explosive growh in direct-to-consuner
advertising, these nmarketing efforts are often directed at health care
providers and include gifts, paraphernalia, trips and travel, food and
entertainnent. A Conpetitive Media Reporting Study found that drug
conpani es provided seven billion two hundred nmillion dollars worth of
free sanples to physicians' offices in nineteen hundred ninety-nine. The
drug industry sponsored nore than three hundred fourteen thousand physi -
cian "events" in tw thousand one. ranging fromcatered lunches in
hospital conference roons to weekend getaways at resorts, nearly double
the nunber four vyears earlier. Drug conpanies spent sone twenty-two
billion dollars in marketing in tw thousand three. According to the
Journal of the Anerican Medical Association, ninety percent of drug
conpany nmarketing is directed at physicians. Esteemed nedical publica-
tions such as the Journal of the Anerican Medical Association and the
British Medical Journal produced studies that suggest these nmarketing
activities do influence health care providers' decisions on prescription
drugs. and in ways that are not the best for patients or the health care
system itself. The |leqgislature recognizes that drug manufacturers and
whol esalers are free to use any legal sales and nmarketing techniques to
pronote their products. But the legislature also finds that the consum
ers have a right to know what qgifts, if any, their health care providers
are receiving frommmanufacturers and wholesalers, in order that they
m_ght nake i nf or ned and cost-effective deci sions about their
prescription drug expenditures.

8 268-a. Definitions. As used in this title, the following terns shal
have the foll owi ng neani ngs:

1. "Approved clinical trial" neans a clinical trial that has been
approved by the US. Food and Drug Adninistration (FDA) or has been
approved by a duly constituted Institutional Review Board (IRB) after
reviewing and evaluating it in accordance wth the hunman subject
protection standards set forth at 21 CF. R Part 50, 45 CF. R Part 46,
or an equivalent set of standards of another federal agency.

2. "Bona fide «clinical trial" nmeans an approved clinical trial that
constitutes "research"” as that termis defined in 45 CFR 8§ 46.102
when the results of the research can be published freely by the investi-
gator and reasonably can be considered to be of interest to scientists
or nedical practitioners working in the particular field of inquiry.

3. "Cinical trial" means any study assessing the safety or efficacy
of drugs adninistered alone or in conbination with other drugs or other
therapies. or assessing the relative safety or efficacy of drugs in
conparison with other drugs or other therapies.

4. "Drugs" shall have the sane neaning as set forth in subdivision
seven of section six thousand eight hundred two of the education |aw.

5. "Health care provider" neans any physician or other person who is
legally authorized to prescribe drugs.

6. "Pharmaceutical drug manufacturer" neans a person who conpounds,
m xes, prepares, produces and bottles or packs drugs for the purpose of
distributing or selling to pharmacies or to other channels of distrib-
ution.

7. "Pharmaceutical drug whol esaler" neans a person whose prinmary busi -

ness purpose is to bottle, pack or purchase drugs for the purpose of
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selling or reselling to pharmacies or to other channels as provided in
this title.

8. "Pharmacy" shall have the sane neaning as set forth in subdivision
one of section six thousand eight hundred two of the education | aw.

9. "Unrestricted grant” neans any gift, paynent, subsidy, or other
econom ¢ benefit to an educational institution, professional associ-
ation, health care facility, or governnental entity which does not
inpose any restrictions on the use of the grant, such as favorable
treatnment of a certain product or an ability of the marketer to contro
or influence the planning, content, or execution of the education activ-
ity.

8 268-b. Disclosure requirenents. 1. Any pharmaceutical drug manufac-
turer or pharnaceutical drug wholesaler., including any enployee or agent
of such manufacturer or wholesaler, that nmakes any gift whether in the
form of noney, service., loan. travel, entertainnent, hospitality, thing
or promise, or in any other form to a health care provider shall report
the gift to the comrissioner in the manner set forth in subdivision two
of this section.

2. Any pharnmaceutical drug nmanufacturer or pharnmaceutical drug whol e-
saler who makes at | east one qgift under subdivision one of this section
shall file wth the conmm ssioner an annual report, due no later than
June first of each year, beginning in two thousand seventeen, of al
gifts made by the manufacturer or wholesaler to health care providers.

3. Such annual report shall contain: (a) the nane, address and tele-
phone nunber of the pharnmaceutical drug manufacturer or wholesaler; (b)
an itemzed list containing a description of each gift falling under
subdi vi sion one of this section and the nane, address and telephone
nunber of the health care provider who received each gift; (c¢) the none-
tary value of each gift; and (d) such other infornmation as deened neces-
sary by the conmmi ssioner for conpliance with this article.

4. The follow ng shall be exenpt from disclosure:

a t he aynent of reasonable conpensation and reinbursenent of
expenses in connection with bona fide clinical trials;

(b) any gift the value of which is |less than seventy-five dollars;

(c) scholarship or other support for nedical students, residents and
fellows to attend a significant educational, scientific, or policy-mk-
ing conference of a national. regional., or specialty nedical or other
prof essional association if the recipient of the scholarship or other
support is selected by the association;

d) unrestricted grants for continuing nedical education prograns;

(e) prescription drug rebates and di scounts; and

(f) free sanples of drugs.

8 268-c. Annual consuner guide on pharnaceutical drug nmanufacturer and
whol esaler gifts to health care providers. 1. No later than Septenber
first of each year, beginning in tw thousand seventeen, the conm ssion-
er shall publish and meake available, free of charge to the public, a

consunmer_guide on gifts provided by pharnmaceutical drug manufacturers

and wholesalers to health care providers. Such guide shall contain al
of the information provided in the annual report required by section two

hundred sixty-eight-b of this title and the information shall be witten
in plain language in a clear and understandable fornat.

2. The conm ssioner shall provide for the adequate distribution and
availability of the consuner guide on pharmaceutical drug manuf acturer
and wholesaler gifts to health care providers. Appropriate copies of
the gquide shall be transmitted to the office for the aging for distrib-
ution at every office for the aging in the state, to every county office




O©CoOoO~NOUP~WNE

A. 5378 4

for the aging in the state and to the conmmissioner of education for
distribution to every public library in the state where copies of the
gui de shall be nade available free of charge to the public. The comi s-
sioner shall also post the guide on the departnent's internet website.

8§ 268-d. Penalties. 1. The conm ssioner nmmy inpose a civil penalty
for failure to file a tinely report as required by section twd hundred
sixty-eight-b of this title in an anount up to fifty dollars a day until
such report is filed or three thousand dollars, whichever is |ess.

2. Any person who violates any other provision of this title shall be
subject to a civil penalty in an anmount not to exceed three thousand
dollars for each violation. The comri ssioner is authorized to assess the
civil penalty under this section pursuant to section twelve of this
chapt er.

8§ 268-e. Rules and regulations. The commissioner is authorized to
promulgate rules and regulations as deened necessary to carry out and
enforce the provisions of this title.

8§ 2. This act shall take effect on the first of January next succeed-
ing the date on which it shall have becone a | aw.




