§ 291. Drug take back. 1. Any manufacturer of a covered drug shall:

(a) operate a drug take back program approved by the depart nent
individually or jointly with other nmanufacturers;

(b) enter into an agreenent with a drug take back organi zati on which
shal | operate a drug take back program approved by the departnent; or

(c) enter into an agreenent with the departnment to operate a drug take
back programon its behal f.

2. Any manufacturer of a covered drug, individually or jointly, or a
drug take back organi zation contracted by a manufacturer of a covered
drug shall wi thin one hundred eighty days fromthe effective date of
this section submt to the departnent, in a manner and form determ ned
by the departnent, a proposed drug take back programthat neets, at a
m nimum the follow ng requirenents

(a) Certifies the drug take back programw |l accept all covered drugs
regardl ess of who produced them

(b) Provides contact information for the person submtting the planned
drug take back programw th whomthe departnent shall direct al
i nquiries;

(c) Details a collection systemto provi de conveni ent, ongoi ng
collection services to all persons seeking to dispose of covered drugs
pursuant to section two hundred ninety-two of this article that is
geographically distributed in a way to ensure access in rural and
under served areas;

(d) Describes other collection nmethods by which covered drugs will be
col l ected by authorized coll ectors;
(e) Explains how covered drugs will be safely and securely tracked and

handl ed fromcoll ection through final disposal and destruction, policies
to ensure security and conpliance with all applicable | aws and
regul ati ons including disposal and destruction at a permtted waste
di sposal facility meeting federal requirenents;

(f) Describes the public education and outreach activities that wll

be undertaken which shall include advertising of collection |ocations on
a website and through use of signage and other witten materials, and
how ef fectiveness will be eval uated;

(g) Details how the costs of pharmacy collection and other authorized
collectors will be reinbursed which shall include costs retroactive to



the effective date of this article, and where nore than one manufacturer

will be involved in the planned drug take back program a plan for the

fair and reasonabl e manner of allocated costs anong the participants in

such program such that the costs paid by each manufacturer is reasonably

related to the volume or value of covered drugs sold in the state; and
(h) Provides any further information deened appropriate by the

depart nent.

3. Wthin thirty days of the effective date of this section, each
whol esal er that sells covered drugs in or into the state shall provide
the departnent with a list of manufacturers that produce covered drugs.
The departnent may request updated lists at its discretion.

4. A manufacturer, individually or jointly, nust pay al
adm ni strative and operational fees associated with the drug take back
program including the cost of collecting, transporting and di sposi ng of
covered drugs from pharnaci es and other authorized collectors and the
recycling or disposal, or both, of packing collected with the covered
drug. Manufacturers shall also pay costs incurred by the state in the
adm ni stration and enforcenent of the drug take back program Exclusive
of fines and penalties, the state shall only recover its actual cost of
adm ni stration and enforcenent. In instances where nanufacturers jointly
conduct a drug take back program the costs of adm nistration and
enforcenent shall be fairly and reasonably all ocated such that the
portion of costs is reasonably related to the volunme or val ue of covered
drugs the manufacturers sell in the state. No manufacturer may charge a
poi nt-of -sale or other fee to consuners, or a fee that could be passed
on to consuners, to recoup the cost of their drug take back program

5. Wthin sixty days of receipt of a proposed drug take back program
the departnent, in consultation with the departnent of environmental
conservation, shall determ ne whether such proposed drug take back
program conplies with the requirenents of this article and notify the
applicant. The departnent may conduct a noticed public hearing prior to
approval . If the drug take back programis approved, the departnent
shall notify the applicant in witing. If the drug take back programis
not approved, the departnent shall notify the applicant in witing and



the applicant shall submt a revised drug take back program proposal
within thirty days. If the departnent rejects the subsequent proposal,

t he manufacturer or manufacturers at issue shall be out of conpliance
with this article and subject to the enforcenent provisions pursuant to
section two hundred ninety-four of this article. The departnent shal
provi de, and update annually, on its website a list of all manufacturers
participating in a drug take back program approved by the departnent.

6. At |least every three years, a nmanufacturer, jointly or
i ndividually, or a drug take back organi zation shall update its drug
t ake back program and subnmit an updated proposal to the departnment. A
manuf act urer who begins to offer a covered drug in the state after the
effective date of this article, shall provide evidence of joining an
exi sting approved drug take back programor subnit a proposal for a drug
take back programwi thin ninety days following the initial offer for
sale of a covered drug. Any proposed change to a drug take back program
shall be submitted in witing and approved by the departnent prior to
any change.

7. Each approved drug take back program shall report to the departnent
at a date and nmanner set by the departnment. The departnent shall submt
an annual report to the governor, speaker of the assenbly and tenporary
presi dent of the senate by January first detailing all program
activities, the weight collected by each program a description of
collection activities, the nane and | ocation of all collection sites,
publ i c education and outreach activities, an evaluation of the efficacy
of the program and each coll ection nmethod, and any manufacturer out of
conpliance or subject to penalties pursuant to section two hundred
ninety-four of this article.



