OCOO~NOUIRAWNPEF

STATE OF NEW YORK

2939

2017- 2018 Regul ar Sessi ons

| N ASSEMBLY

January 23, 2017

Introduced by M of A MDONALD -- read once and referred to the Commt-
tee on Health

AN ACT to anend the public health law, in relation to prescription drug
cost transparency

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

Section 1. Legislative intent. It is the intent of the legislature to
make i nformation available to the public about the cost and wutilization
of pharmaceutical drugs. To fulfill this goal, the legislature finds
that there should be annual reporting of drug costs and use that would
be of use by policynmakers, governnent agencies and others to understand
phar macy cost trends.

§ 2. The public health law is anmended by adding a new section 278-a to
read as foll ows:

8 278-a. Prescription drug cost transparency. 1. Each nmanufacturer of
a brand and generic nedication that is nmade available in New York state
shall file a report on pharmaceutical costs as outlined in this section

2. The manufacturer of a pharmaceutical drug that has a wholesale
acqguisition cost of one thousand dollars for a thirty day supply shal
file a report pursuant to this section on the costs for each qualifying
drug. Whol esale acquisition cost shall have the sane neaning as found in
subsection (c) of 42 U. S. Code Section 1395w 3a

3. The manufacturer of a pharmaceutical drug which during a three
nonth period has a cunulative price increase of three tines the consuner
price index shall file a report pursuant to this section on the costs
for each qualifying drug.

4. The report shall include the following for each drug described in
subdivisions two and three of this subdivision:
(a) the total costs for the production of the drug including all of

the foll ow ng:
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(1) the total research and devel opnent costs including but not linmted
to:

(i) the total costs of any study drug manufactured during this report-
ing period in support of the U'S. food and drug adninistration approved
use of the drug;

(ii) the total costs of any preclinical studies conducted during this
reporting period;

(iii) the total costs of any clinical trials conducted during this
reporting period;

(iv) the total costs associated with the preparation and subni ssion of
any requlatory docunents subnmitted to the U S. food and drug adminis-
tration during this reporting period;

(v) the total costs of post approval clinical studies nandated by the
U S. food and drug adnministration during this reporting period; and

(vi) the total costs of post approval studies earmarked for publica-
tion using external providers of data during this reporting period;

(2) the total costs for materials, nmanufacturing and adninistration
attributable to the drug for this reporting period;

(3) the total costs paid by any entity other than the nmanufacturer or
predecessor for research and devel opnent, including an item zed |ist of
any anmpunt fromfederal, state, or other governnental prograns or any
form of subsidies, grants, or other support for this reporting period;
and

(4) any other costs to acquire the drug. including costs for the
purchase of patents, licensing or acquisition of any corporate entity
owning any rights to the drug while in devel opnent.

(b) The total administrative costs for the pronption of the drug.
including but not limted to:

(i) marketing and advertising costs;

(ii) direct to consuner advertising costs;

i rescriber education costs;
iV rof essi onal education costs;

(v) | obbying costs; and

(vi) financial assistance to patient groups. di sease associations, or
ot her consuner organi zations.

(c) The total profit as represented in total dollars and a percentage
of total conpany profit derived fromthe sale of the drug.

(d) The total anpunt of financial assistance the nanufacturer has
provided through patient prescription assistance prograns if such
programs are available, including but not linmted to:

(i) costs associated with direct to consuner coupons and anount
redeened;

(ii) costs associated with copaynent assistance prograns; and

(iii) costs associated with sanple doses, trial doses, or where the
drug product is provided but not sold.

(e) The wholesale acquisition cost of the drug as publicly reported
for each drug. including a five-year history of wholesale acquisition
cost price increases, expressed as a percentage, and the nonth or nonths
each increase took effect and any explanation for the price increase.

5. Information shall be filed with the departnent annually, consistent
with subdivisions two and three of this section, on a formprescribed by
the departnent and shall be submtted no later than May first, two thou-
sand eighteen. Such information shall be updated quarterly.

6. The departnent shall issue a report outlining the informtion
subm tted pursuant to this section by Decenber thirty-first, twd thou-

sand eighteen and issue addenduns on a quarterly basis reflecting the
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requirenents of paragraph (d) of subdivision four of this section to the
legislature. Such information shall be nmade publicly available on the
departnent's website.

7. The departnent shall convene an advi sory workgroup to develop the
forns required by this section. The workgroup shall include, but is not
limted to., representatives from the pharmaceutical industry, health
insurance plans, pharmacy benefit nmnagers, governnental agencies,
consuner advocates, and physi ci ans.

8. The departnent shall maintain the confidentiality of any inform-
tion submtted pursuant to this section that the commissioner deens to
be confidential, proprietary information of the prescription drug
nmanuf acturer and the disclosure of which would cause the manufacturer
conpetitive harm This confidential proprietary information shall not be
made  public by the departnent and is exenpt formdisclosure under the
state freedomof infornmation |aw

§ 3. This act shall take effect inmediately.




