* § 3323. Opioid stewardship fund. 1. Definitions:

(a) "Opioid stewardship paynent” shall nmean the total amount to be
paid into the opioid stewardship fund for each state fiscal year as set
forth in subdivision two of this section.

(b) "Ratable share" shall mean the individual portion of the opioid
st ewar dshi p paynent to be paid by each manufacturer and distributor
| icensed under this article that sells or distributes opioids in the
state of New York.

(c) Notwi thstandi ng any inconsistent provision of lawto the contrary,
"distribute" shall nean to deliver a controlled substance other than by
adm ni stering or dispensing to the ultimte user, including
i ntra-conpany transfers between any division, affiliate, subsidiary,
parent or other entity under conplete conmon ownership and control. For
pur poses of this section, "distribute" shall not include controlled
substances surrendered to reverse distributors, or donated to recipient
entities or third-party internediari es pursuant to the unused
prescription drug donation and redi spensing program of section two
hundred ei ghty-b of this chapter.

2. Opioid stewardship paynent inposed on manufacturers and
distributors. Al manufacturers and distributors |icensed under this
article (hereinafter referred to as "licensees"), that sell or
distribute opioids in the state of New York shall be required to pay an
opi oid stewardship paynent. On an annual basis, the conmm ssioner shal
certify to the state conptroller the amount of all revenues coll ected
fromopioid stewardshi p paynents and any penalties inposed. The anpunt
of revenues so certified shall be deposited quarterly into the opioid
stewardshi p fund established pursuant to section ninety-seven-aaaaa of
the state finance law. No |licensee shall pass the cost of their ratable
share anmobunt to a purchaser, including the ultinate user of the opioid,
or such licensee shall be subject to penalties pursuant to subdivision
ten of this section.

3. Determ nation of opioid stewardship paynent. The total opioid
st ewar dshi p paynment anount shall be one hundred mllion dollars
annual Iy, subject to downward adjustnents pursuant to subdivision nine
of this section.



4. Reports and records. Each manufacturer and distributor |icensed
under this article that sells or distributes opioids in the state of New
York shall provide to the commr ssioner a report detailing all opioids
sold or distributed by such manufacturer or distributor in the state of
New Yor k. Such report shall include:

(a) the manufacturer's or distributor's nane, address, phone nunber,
federal Drug Enforcenent Agency (DEA) registration nunber and controll ed
substance |icense nunber issued by the departnent;

(b) the nane, address and DEA registration nunber of the entity to
whom t he opioid was sold or distributed,

(c) the date of the sale or distribution of the opioid;

(d) the gross receipt total, in dollars, of all opioids sold or
di stri buted;

(e) the nanme and National Drug Code (NDC) of the opioid sold or
di stri buted;

(f) the nunber of containers and the strength and netric quantity of
control |l ed substance in each container of the opioid sold or
di stri buted;

(g) the total nunber of norphine mlligram equivalents (MVES) sold or
di stributed; and

(h) any other elenents as deened necessary by the conmmi ssioner.

4-a. Initial and future reports. (a) Such information shall be
reported annually to the departnent in such formas defined by the
commi ssi oner, provided however that the initial report provided pursuant
to subdivision four shall consist of all opioids sold or distributed in
the state of New York for the two thousand seventeen cal endar year, and
nmust be submitted by August 1, 2018. Subsequent annual reports shall be
submtted on April first of each year based on the actual opioid sales
and distributions of the prior cal endar year.

(b) For the purpose of such annual reporting, MVEs shall be determ ned
pursuant to a formulation to be issued by the departnment and updated as
t he departnent deens appropriate.

5. Determ nation of ratable share. Each manufacturer and di stri butor
| icensed under this article that sells or distributes opioids in the



state of New York shall pay a portion of the total opioid stewardship
payment anount. The ratable share shall be calculated as foll ows:

(a) The total amount of MVEsS sold or distributed in the state of New
York by the |icensee for the preceding cal endar year, as reported by the
| i censee pursuant to subdivision four of this section, shall be divided
by the total amount of MVE sold in the state of New York by al
| i censees pursuant to this article to determne the |icensee paynent
percentage. The |icensee paynent percentage shall be nultiplied by the
total opioid stewardship paynent. The product of such cal cul ati on shal
be the |licensee's ratable share. The departnment shall have the authority
to adjust the total nunber of a licensee's MVEs to account for the
nature and use of the product, as well as the type of entity purchasing
the product fromthe |icensee, when maeki ng such determ nati on and adj ust
the ratabl e share accordingly.

(b) The licensee's total amount of MVE sold or distributed, as well as
the total anmount of MVE sold or distributed by all |icensees under this
article, used in the calculation of the ratable share shall not include
the MME of those opioids which are: (i) manufactured in New York state,
but whose final point of delivery or sale is outside of New York state;
(ii) sold or distributed to entities certified to operate pursuant to
article thirty-two of the nental hygiene law, or article forty of the
public health law, or (iii) the MVEs attri butable to buprenorphine,
nmet hadone or nor phi ne.

(c) The departnent shall provide to the licensee, in witing, on or
bef ore Cctober fifteenth, two thousand ei ghteen, the |icensee's ratable
share for the two thousand seventeen cal endar year. Thereafter, the
departnment shall notify the licensee in witing annually on or before
Cct ober fifteenth of each year based on the opioids sold or distributed
for the prior cal endar year.

6. Paynment of ratable share. The |icensee shall make paynents
quarterly to the departnent with the first paynent of the ratable share,
provi ded that the amount due on January first, two thousand ni neteen
shall be for the full anount of the first annual paynent, with
addi ti onal paynents to be due and owing on the first day of every
quarter thereafter.



7. Rebate of ratable share. In any year for which the comm ssioner
determnes that a licensee failed to report required i nformati on as
required by this section, those licensees conplying with this section
shal | receive a reduced assessnment of their ratable share in the
foll owi ng year equal to the anmount in excess of any overpaynent in the
prior paynent peri od.

8. Licensee opportunity to appeal. A licensee shall be afforded an
opportunity to submt information to the departnent to justify why the
rat abl e share provided to the |icensee, pursuant to paragraph (c) of
subdi vision five of this section, or anopunts paid thereunder are in
error or otherwise not warranted. If the departnent determ nes
thereafter that all or a portion of such ratable share, as determ ned by
t he conm ssioner pursuant to subdivision five of this section, is not
war rant ed, the department nmay: (a) adjust the ratable share; (b) adjust
t he assessnent of the ratable share in the follow ng year equal to the
anount in excess of any overpaynment in the prior paynent period; or (c)
refund amounts paid in error.

9. Departnent annual review. The departnment shall annually reviewthe
anount of state operating funds spent in the office of al coholism and
subst ance abuse services (QOASAS) budget for opioid prevention, treatnent
and recovery. The commi ssioner of OASAS shall certify to the departnent
t he amount of annual spending for such services, utilizing avail able
i nformati on on pati ent denographi cs and the actual cost of services
delivered by the state and by state-funded providers. The certification
of such spending shall begin in state fiscal year two thousand
ei ght een-ni neteen, and continue annually thereafter. The total anmount of
such spendi ng shall be provided to the departnent by the comm ssioner of
OASAS no later than June thirtieth of each year. There shall be no
stewardshi p fund paynments beginning on July first in the event state
operating funds spent in the QOASAS budget for opioid prevention,
treatment and recovery in the nost recently reported year is equal to or
| ess than state operating funds spent for such purposes in state fiscal
year two thousand nine-ten.

10. Penalties. (a) The departnent may assess a civil penalty in an



anount not to exceed one thousand dollars per day agai nst any |licensee
that fails to conply with subdivisions four and four-a of this section.

(b) I'n addition to any other civil or crimnal penalty provided by
|l aw, where a licensee has failed to pay its ratable share in accordance
Wi th subdivision six of this section, the departnent may al so assess a
penalty of no less than ten percent and no greater than three hundred
percent of the ratable share due from such |icensee.

(c) Where the ratable share, or any portion thereof, has been passed
on to a purchaser by a |icensee, the comm ssioner may i nmpose a penalty
not to exceed one mllion dollars per incident.

* NB Repeal ed June 30, 2029



