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STATE OF NEW YORK

3581--A

2023- 2024 Regul ar Sessi ons

| N ASSEMBLY

February 3, 2023

Introduced by M of A BURKE, LUPARDO, KELLES, DARLING SIMON, FORREST
ZEBROWBKI , REYES, GONZALEZ- RQJAS, RIVERA, DI CKENS, WALLACE, SEAWRI GHT
McDONALD, BRONSON, STIRPE, CLARK, CRUZ, FALL, HEVESI, CONRAD, MDO
NOUGH, DeSTEFANO, MAMDANI, BURDICK, GLICK, PAULIN, BENDETT, SAYEGH
M TAYNES, BORES, G BBS, BLUMENCRANZ, BURGCOS, EPSTEIN, DE LOS SANTOS,
VEPRI N, SANTABARBARA, SHRESTHA, RAGA -- read once and referred to the
Committee on Health -- committee discharged, bill anended, ordered
reprinted as anmended and recommitted to said committee

AN ACT to anend the public health law and the state finance law, in
relation to medical use of psilocybin; and meking an appropriation
t her ef or

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

Section 1. Article 33 of the public health law is anmended by adding a
newtitle 5-B to read as foll ows:
TITLE V-B
MEDI CAL USE OF PSI LOCYBI N
Section 3369-aa. Definitions.
3369-bb. Lawful nedical use.
3369-cc. Certification of facilitators.
3369-dd. Eval uation; research prograns; report by departnent.
3369-ee. Relation to other |aws.
3369-ff. Protections for the nedical use of psilocybin
3369-gg. Regul ati ons.
3369-hh. Psil ocybin assisted therapy grant program
3369-ii. Naturally grown nedical psilocybin pilot.
3369-jj. Psilocybin assisted therapy advisory board.
8 3369-aa. Definitions. For the purposes of this title, the follow ng
ternms shall have the follow ng neanings:
1. "Psilocybin" neans a naturally occurring psychedelic prodrug
conpound produced by fungi, including but not linited to nenbers of the

EXPLANATI ON--Matter in italics (underscored) is new, matter in brackets
[-] is oldlawto be omtted.
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genus Psilocybe. Such termshall include psilocin, the substance into
which psilocybin is converted in the hunan body.

2. "Caring for" nmeans treating a patient, in the course of which the
practitioner has conpleted a full assessnent of the patient's nedical
history and current nedical condition.

3. "Certified nedical use" includes use of nedical psilocybin for a
patient to treat or alleviate a patient's nedical condition or synptons
associated with the patient's nedical condition.

4. "license" neans a witten authorization as provided under this
title permtting persons to engage in a specified activity authorized
pursuant to this title.

5. "Licensee" neans an individual or an entity who has been granted a
license under this title.

6. "Medical psilocybin" neans psilocybin intended for a certified
nedi cal use, as deternined by the departnent.

7. "Facilitator" nmeans a nental health counselor, psychoanal yst,
psychol ogi st, physician, physician assistant, registered professiona
nurse, clinical nurse specialist, nurse practitioner, occupational ther-
apist, occupational therapy assistant, licensed clinical social worker,
or an individual with evidence of prior experience and know edge in the
field of psychedelic assisted therapy who has conpleted all requirenents
under section thirty-three hundred sixty-nine-cc of this title.

8§ 3369-bb. lawful nedical wuse. The use of nedical psilocybin by a
patient for certified nedical use, shall be lawful wunder this title
provi ded that:

1. The psilocybin used by a patient shall have occurred in a clinica
setting, including but not limted to, a facilitator's office or a
hospital, wunder the supervision of a facilitator certified pursuant to
section thirty-three hundred sixty-nine-cc of this title. Patients who
are unable to travel may receive psilocybin treatnent in the hone. The
course developed to certify facilitators by the departnment shall include

regul ati ons and recomendations for creating appropriate settings for

psi |l ocybin treatnent;
2. Facilitators shall receive psilocybin to use through the naturally

grown nedical psilocybin pilot, pursuant to section thirty-three hundred
sixty-nine-ii of this title. Facilitators who are able to access any
forthcom ng Federal Food and Drug Admnistration approved synthetic
psilocybin products or MDVMA shall be permitted to do so.

§ 3369-cc. Certification of facilitators. Prior to facilitating a
psilocybin session, a facilitator shall conplete a course as determ ned

by the departnent in regulation
8 3369-dd. Evaluation; research prograns; report by departnent. 1.

The departnent may provide for the analysis and evaluation of the opera-
tion of this title. The departnent may enter into agreenents with one or
nore persons, not-for-profit corporations, universities or other organ-
izations, for the perfornmance of an evaluation of the inplenentation and
effectiveness of this title.

2. The department nmy devel op, seek any necessary federal approval
for, and carry out research prograns relating to nmedical use of psilocy-
bin. Participation in any such research programshall be voluntary on
the part of facilitators, patients, and designated caregqivers.

3. The departnent shall report every two years, beginning two vears
after the effective date of this title, to the governor and the |eqisla-
ture on the nedical use of psilocybin under this title and nwake appro-
priate recommendati ons.
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8 3369-ee. Relation to other laws. 1. The provisions of this title
shall apply. except that where a provision of this title conflicts with
anot her provision of this chapter, this title shall apply.

2. For the purposes of this title, nmedical psilocybin shall not be
deened to be a "drug" for purposes of article one hundred thirty-seven
of the education | aw

8§ 3369-ff. Protections for the nedical use of psilocybin. 1. Patients
and practitioners and facilitators shall not be subject to arrest. pros-
ecution, or penalty in any nanner, or denied any right or privilege,
including but not limted to civil penalty or disciplinary action by a
business or occupational or professional licensing board or bureau
solely for the certified nedical use of psilocybin or for any other
action or conduct in accordance with this title.

2. This subdivision shall not bar the enforcenent of a policy prohib-
iting an enployee fromperformng his or her enploynent duties while
inpaired by a controlled substance. This subdivision shall not require
any person or entity to do any act that would put the person or entity
in direct violation of federal law or cause it to |lose a federa
contract or funding.

3. The fact that a person is a patient and/or acting in accordance
with this title, shall not be a consideration in a proceedi ng pursuant
to applicable sections of the donestic relations law, the social
services law and the famly court act.

4. (a) Certification fornms and any patient information contained wth-
in a database shall be deenmed exenpt from public disclosure under
sections eighty-seven and eighty-nine of the public officers law.  Upon
specific request by a patient to the departnent, the departnent shal
verify the requesting patient's status as a valid patient to the
patient's school or enployer or other designated party, to ensure
conpliance with the protections afforded by this section.

(b) The nane, contact information, and other information relating to
facilitators registered with the departnment under this title shall be
public information and shall be maintained on the departnent's website
accessible to the public in searchable form However, if a facilitator
notifies the departnent in witing that he or she does not want his or
her nane and other information disclosed, that facilitator's nanme and
other information shall thereafter not be public infornmation or main-
tained on the departnent's website, unless the facilitator cancels the
request .

5. A person currently under parole, probation or other state or |oca
supervision, or released on bail awaiting trial nay not be punished or
ot herwi se penalized for conduct allowed under this title.

8 3369-9gg. Regul ations. The departnent shall pronulgate regulations to
inplenent this title.

8§ 3369-hh. Psilocybin assisted therapy grant program 1. The depart-
nent shall establish a psilocybin assisted therapy grant programw thin
the anmpunt in the psilocybin and MDVMA assisted therapy grant program
fund established under section ninety-seven-uuuu of the state finance
law. Such grant program shall provide veterans, first responders,
retired first responders, and lowincone individuals, with the funding
necessary to receive psilocybin and/or MDMA assisted therapy. Funding
nay be initially applied toward an expanded access program approved by
the federal food and drug adm nistration pursuant to 21 CFR 312 or other
psilocybin and/or MDVA therapies available pursuant to this title. Such
grant program shall be term nated upon the approval of psilocybin and/or
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MDMVA for nedical use by the federal drug enforcenent administration, or
any sSuccessor agency.

2. The departnent shall pronmul gate any necessary rules and regul ations
for the application and distribution of any funds pursuant to this
section.

8§ 3369-ii. Naturally grown nedical psilocybin pilot. The departnment of
agriculture and markets shall establish and oversee the inplenentation
of a pilot programfor psilocybin-containing nushroons to be grown in
the state. The departnent shall prormulgate all necessary rules and
regul ati ons, regarding nedical, therapeutic, or supported use of
naturally grown psilocybin nmushroons. The departnent, in conjunction
with the departnment of environnental conservation, shall establish and
inplenent a process for approval, governing the safe production of
psilocybin, including, but not J|imted to, environnental and energy
standards and restrictions on the use of pesticides. The depart nent
shall make a good faith effort to work with the federal Departnent of
Justice and Drug Enforcenent Agency to receive public health research
exenption from the Controlled Substances Act under section 872 (e) or
any simlar provision. Accredited universities and colleges within the
state may apply to the departnent to participate in pilot cultivation,
treatnment, and research prograns.

§ 3369-jj. Psilocybin assisted therapy advisory board. 1. The psilocy-
bin assisted therapy advisory board or "advisory board" is established
within the departnent to advise and issue reconmendations on the use of
nedical psilocybin in the state of New York.

2. (a) The advisory board shall consist of thirteen voting appointed
nenbers, along with the follow ng nenbers serving as non-voting ex-offi-
cio nenbers: (i) the commi ssioner, or his or her designee; and (ii) a
representative fromthe departnent who is fanmliar with public health
prograns and public health activities in the state.

(b) The governor shall have seven appointnents, at |east one of which
shall be a menber of a federally recognized Native Anerican tribe, the
tenporary president of the senate and the speaker of the assenbly shal
each have three appointnents to the board. Advisory board nenbers shal
have st atew de geographic representation that is balanced and diverse in
its conposition. Appointed nenbers shall have an expertise in public and
behavi oral health, substance use disorder treatnent. psilocybin-assisted
therapy research, NMDMA-assisted therapy research and/or clinical prac-
tice, trauma and nental health, access to care in underserved conmuni -
ties, veteran nental health care, and harmreduction.

3. The nenbers shall be appointed to the advisory board to each serve

four-year terns and in the event of a vacancy., the vacancy shall be
filled in the manner of the original appointnent for the remainder of
the term The appointed nenbers and representatives shall receive no

conpensation for their services but shall be allowed their actual and
necessary expenses incurred in the performance of their duties as board
nenbers.

4. The chairperson of the advisory board and the vice chairperson
shall be elected fromanong the nenbers of the advisory board by the
nenbers of such advisory board. The vice chairperson shall represent the
advisory board in the absence of the chairperson at all official advi-
sory board functions.

5. The advisory board shall enact and from tine to tine may anend
bylaws or rules inrelationto its neetings and the transaction of its
busi ness. The board may also establish conmttees and subcommittees
necessary for the operation of the board. The advi sory board is
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expected to work with established religious, cultural and community-
based psilocybin groups and cultivators on recomendations to the
departnent regarding guidelines for safe and effective services, safety
standards, industry best practices, code of professional conduct, educa-
tion, training, and examnation for facilitators, production, and |ong
termstrategic plans for service. A majority of the total nunber of
voting menmbers which the board would have were there no vacancies, shal
constitute a quorum and shall be required for the board to conduct busi-
ness. Al neetings of the advisory board shall be conducted in accord-
ance with the provisions of article seven of the public officers |aw

6. (a) Wthin the first two yvears of the establishnent of the advisory
board, the board shall neet at |east once every calendar nonth at a tinme
and place deternined by the chairperson or a mjority of the voting
nenbers of the board. After the first two yvears, the advisory board
shall neet at |least once every calendar quarter at a tinme and place
determ ned by the chairperson or a mpjority of the voting nenbers of the
board. The advisory board nay also neet at other tines and places speci -
fied by the call of the chairperson or of a majority of the voting
nenbers of the board.

(b) After the first year of the programis inplenentation, there shal

be: (i) a program audit incorporating patient feedback: and (ii) a
state and independent review of efficacy, efficiency, cost, and equity.
The audit will include consideration of whether and how to expand psil o-

cybin access, provided that the pilot programresults are successful.
7. The advisory board shall have the follow ng duties:

(a) Provide advice to the departnent regarding the provisions of this
title and nake reconmmendations on available nedical, psychol ogical
scientific studies, research and other information relating to the safe-
ty and efficacy of psilocybin in treating nental health conditions,
including but not limted to addiction., depression., anxiety disorders
and end-of-1ife psychol ogi cal distress.

b Make reconmendations to the departnent on the requirenents, spec-
ifications and guidelines for providing psilocybin services to a client.

(c) Make recommendations to the departnment on public health and safety
standards and industry best practices under this title.

(d) Develop a long-termstrategic plan for ensuring that psilocybin
services will becone and remain a safe, accessible and affordable thera-
peutic option for all persons eighteen years of age and older in the
state for whom psilocybin services nay be appropriate.

e) Mnitor and study federal |laws, reqgulations and policies regardin

psilocybin.
(f) Advise on and helping develop public awareness and education

canpai gns.

8§ 2. The state finance law is anended by addi ng a new section 97-uuuu
to read as foll ows:

8 97-uuuu. Psilocybin and MDVA assisted therapy grant programfund. 1
There is hereby established in the joint custody of the conm ssioner of
health and the conptroller a fund to be known as the "psilocybin and
MDVA assisted therapy grant program fund”.

2. The fund shall consist of all nonies appropriated for its purpose,
and all nonies required by this section or any other provision of lawto
be paid into or credited to such fund. The fund shall not contain any
noni es which are not intended for the fund.

3. Monies shall be payable fromthe fund on the audit and warrant of
the state conptroller on vouchers approved and certified by the conmm s-
sioner of health.
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8 3. The sumof five mllion dollars (%5, 000,000), or so rmuch thereof
as may be necessary, is hereby appropriated to the psilocybin and MDVA
assisted therapy or P.A T grant program fund, established under section
97-uuuu of the state finance |law, out of any nobneys in the state treas-
ury in the general fund, not otherw se appropriated, and nade i medi at e-
ly available, for the purpose of carrying out the provisions of this
act. Such noneys shall be payable on the audit and warrant of the conp-
troller on vouchers certified or approved by the conm ssioner of health
in the manner prescribed by | aw

8 4. This act shall take effect inmediately.



