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STATE OF NEW YORK

8569

2021- 2022 Regul ar Sessi ons

| N ASSEMBLY

Decenber 13, 2021

Introduced by M of A BURKE -- read once and referred to the Conmttee
on Health

AN ACT to anmend the public health law and the state finance law, in
relation to medical use of psilocybin; and naking 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 Iaw is amended 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. Certification of patients.
3369-cc. Lawful nedical use.
3369-dd. Registry identification cards.
3369-ee. Registration as a psilocybin service center.
3369-ff. Registered organi zations.
3369-9gg. Registering of reqgistered organi zati ons.
3369-hh. Reports of registered organi zations.

3369-ii. Evaluation; research prograns; report by departnent.
3369-jj. Psilocybin research |icense.

3369-kk. Relation to other |aws.

3369-11. Psilocybin service facilitator license requirenents.

3369-mm Protections for the nedical use of psilocybin.
3369-nn. Regul ati ons.
3369-00. Suspend; term nate.
3369-pp. Pricing.
3369-0qg. Psilocybin services grant program
3369-rr. Psilocybin services advisory board.
8§ 3369-aa. Definitions. For the purposes of this title, the followng
terns shall have the foll owi ng neani ngs:

EXPLANATI ON--Matter in italics (underscored) is new, matter in brackets
[-] is oldlawto be omtted.
LBD11894-04-1
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1. "Psilocybin® neans a naturally occurring psychedelic prodrug
conpound produced by fungi, including but not linmted to nenbers of the
genus Psil ocybe. Such termshall include psilocin, the substance into

which psilocybin is converted in the hunman body.

2. "Psilocybin product" neans psilocybin, concentrated psilocybin, and
psi |l ocybin-infused products for use by a certified patient.

3. "Psilocybin-infused products" neans products that have been nmanu-
factured and contain either psilocybin or concentrated psilocybin and
other ingredients that are intended for use or consunption.

4. "Caring for" neans 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.

5. "Certified nedical wuse" includes the acquisition, cultivation,
manuf acture, delivery, harvest, possession., preparation, transfer,
transportation, or use of nmedical psilocybin for a certified patient, or
paraphernalia relating to the adnmnistration of psilocybin to treat or
alleviate a certified patient's nmedical condition or synptons associated
with the patient's nedical condition

6. "Certified patient” neans a patient who is a resident of New York
state or receiving care and treatnment in New York state as determ ned by
the board in regulation, and is certified under this chapter.

7. "Condition" neans having one of the follow ng conditions: cancer
positive status for human inmunodeficiency virus or acquired inmmune
deficiency syndrone, anyotrophic lateral sclerosis, Parkinson's disease,

multiple sclerosis, damage to the nervous tissue of the spinal cord with
objective neurol ogical indication of intractable spasticity, epilepsy,

inflammatory bowel disease, neuropathies, Huntington's disease, post-
traumatic stress disorder, pain that degrades health and functi onal
capability where the use of nedical cannabis is an alternative to opioid
use, substance use disorder, Al zheiner's, nuscular dystrophy. dystonia,
rheumatoid arthritis, autism or any other condition certified by the
practitioner.

8. "Cultivation" neans growi ng, cloning, harvesting, drying. curing,
grading, and trimring of psilocybin plants for sale to certain other
categories of psilocybin license- and permt-hol ders.

9. "Psilocybin service center" neans a facility that registers wth
the departnment to assist one or nore certified patients with the
purchase, acquisition, possession, use or admnistration of nedica
psilocybin.

10. "Designated caregiver" neans an individual designated by a certi-
fied patient in a reqgistry application. A certified patient may desig-
nate up to five designated caregivers not counting designated caregiver
facilities or designated caregiver facilities' enployees.

11. "Psilocybin services" neans services provided to a certified
patient before, during and after the patient's consunption of a psilocy-
bin product. including a preparation session and integration session.

12. "Psilocybin service center enployee" neans an enployee of a psilo-
cybin service center

13. "Form of nedical psilocybin" neans characteristics of the nedical
psilocybin recommended or limted for a particular certified patient,
including the nethod of consunption and any particular strain, variety,
and quantity or percentage of psilocybin or particular active ingredi-
ent, or whole psilocybin.

14. "laboratory testing facility" neans any independent |aboratory
capable of testing psilocybin and psilocybin products for nedical -use.
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15. "lLicense" neans a witten authorization as provided wunder this
title permitting persons to engage in a specified activity authorized
pursuant to this title.

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

17. "Medical psilocybin" neans psilocybin as defined in this section
intended for a certified nedical use, as determ ned by the departnent.

18. "Package" neans any container or receptacle used for holding
psil ocybin or psilocybin products.

19. "Practitioner"” neans a practitioner who is licensed, reqgistered or
certified by New York state to prescribe controlled substances within
the state. Nothing in this title shall be interpreted so as to give any
such person authority to act outside their scope of practice as defined
by title eight of the education law. Additionally, nothing in this title
shall be interpreted to allow any unlicensed., unregistered, or uncerti-
fied person to act in a manner that would require a license, registra-
tion, or certification pursuant to title eight of the education |aw.

20. "Processor" neans a licensee that extracts concentrated psilocybin
and/or conpounds, blends, extracts, infuses, or otherw se manufactures
concentrated psilocybin or psilocybin products, but not the cultivation
of the psilocybin contained in the psilocybin product.

21. "Reqgistered organization" neans an organi zation regi stered under
this title.

22. "Registry application" neans an application properly conpleted and
filed with the departnent by a certified patient under this title.

23. "Registry identification card" neans a docunent that identifies a
certified patient or designated caregiver, as provided under this title.

24. "Psilocybin service center operator" neans a person or entity that
operates a psilocybin service center

25. "Psilocybin service facilitator" neans a person or entity that is
licensed in accordance with this title to admnister psi |l ocybin
services.

26. "Small business" neans snmall business as defined in section one
hundred thirty-one of the econonic developnent |aw and shall apply for
pur poses of this chapter where any inconsistencies exist.

27. "Termnally ill" neans an individual has a nedical prognosis that

the individual's life expectancy is approxinately one year or less f
the illness runs its normal course.

28. "Warehouse" nmeans and includes a place in which psilocybin
products are securely housed or stored.

29. "Whol esale" neans to solicit or receive an order for, to keep or
expose for sale, and to keep with intent to sell, nade by any licensed
person, whether principal, proprietor, agent. or enployee of any nedi-
cal -use psilocybin or psilocybin product, for purposes of resale.

30. "Adnministration session" neans a session held at a psilocybin
service center at which a certified patient purchases, consunes and
experiences the effects of a psilocybin product under the supervision of
a psilocybin service facilitator.

31. "Integration session” neans a neeting between a certified patient
and a psilocybin service facilitator that may occur after the patient
conpletes an adninistration session.

32. "Preparation session" nmeans a neeting between a certified patient
and a psilocybin service facilitator that nust occur before such patient
participates in an adnnistration session.

33. "Premi ses" neans all public and private enclosed areas, as well as
areas outside of a building at a location, other than a person's primary
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residence, that are used for activities permtted under this title,
including nmanufacturing psilocybin products, operating a psilocybin
service center or providing psilocybin services to certified patients.
Such definition shall include offices, kitchens, rest roons and store-
roons.

8 3369-bb. Certification of patients. 1. A patient certification nmay
only be issued if:

(a) the patient has a condition, which shall be specified in the
patient's health care record;

(b) the practitioner by training or experience is qualified to treat
the condition;

(c) the patient is under the practitioner's continuing care for the
condi tion; and

(d) in the practitioner's professional opinion and review of past
treatments, the patient is likely to receive therapeutic or palliative
benefit fromthe primary or adjunctive treatnent with nedical use of
psil ocybin for the condition.

2. The certification shall include: (a) the nane, date of birth and
address of the patient; (b) a statenent that the patient has a condition
and the patient is under the practitioner's care for the condition; (c)
a statenent attesting that all requirenents of subdivision one of this
section have been satisfied; (d) the date; and (e) the nane., address,
t el ephone nunber., and the signature of the certifying practitioner. The
departnent nmy require by requlation that the certification shall be on
a form provided by the departnent. The practitioner may state in the

certification that, in the practitioner's professional opinion, the
patient would benefit fromnedical psilocybin only wuntil a specified
date. The practitioner may state in the certification that, in the prac-
titioner's professional opinion, the patient is termnally ill and that

the certification shall not expire until the patient dies.

3. In making a certification, the practitioner may consider the form
of nmedical psilocybin the patient should consune, including the nethod
of consunption and any particular strain, variety, and quantity or
percentage of psilocybin or particular active ingredient, and appropri-
ate dosage. The practitioner nay state in the certification any recom
nendation or Jlimtation the practitioner nakes, in his or her profes-
sional opinion, concerning the appropriate form or forns of nedica
psil ocybin and dosage.

4. Every practitioner shall consult the prescription nonitoring
programregistry prior to making or issuing a certification. for the
purpose of reviewing a patient's controlled substance history. For
pur poses of this section, a practitioner may authorize a designhee to
consult the prescription nonitoring program registry on his or her
behal f, provided that such designation is in accordance wth section
thirty-three hundred forty-three-a of this article.

5. The practitioner shall give the certification to the certified
patient and place a copy in the patient's health care record.
6. No practitioner shall issue a certification under this section for

thensel ves.

7. A reqgistry identification card based on a certification shal
expire one vear after the date the certification is signed by the prac-
titioner, except as provided for in subdivision eight of this section.

8. (a) If the practitioner states in the certification that, in the
practitioner's professional opinion., the patient would benefit from
nedical psilocybin only until a specified earlier date, then the reqgis-
try identification card shall expire on that date; (b) if the practi-
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tioner states in the certification that in the practitioner's profes-

sional opinion the patient is termnally ill and that the certification
shal | not expire until the patient dies, then the registry identifica-
tion card shall state that the patient is termnally ill and that the

registration card shall not expire until the patient dies; (c) if the
practitioner re-issues the certification to ternmnate the certification
on an earlier date, then the registry identification card shall expire
on that date and shall be pronptly destroyed by the certified patient;
(d) if the certification so provides, the registry identification card
shall state any recommendation or linmtation by the practitioner as to
the formor fornms of nedical psilocybin or dosage for the certified
patient; and (e) the departnent shall make regulations to inplenent this
subdi vi si on.

9. (a) Acertification may be a special certification if, in addition
to the other requirenents for a certification, the practitioner certi-
fies in the certification that the patient's condition is progressive
and degenerative or that delay in the patient's certified nmedical use of
psilocybin poses a risk to the patient's life or health.

(b) The departnent shall create the formto be used for a special
certification and shall nmake that formavailable to be downl oaded from
the departnent's website.

10. Prior to issuing a certification a practitioner nust conplete, at
a mnimum a two-hour course as determined by the departnent in regu-
lation. For the purposes of this title a person's status as a practi-
tioner is deened to be a "license" for the purposes of section thirty-
three hundred ninety of this article and shall be subject to the sane
revocati on process.

8§ 3369-cc. Lawful nedical use. The purchase, possession, acquisition
use, delivery, transfer, transportation, or admnistration of nedica
psilocybin by a certified patient. designated caregiver., registered
organi zati on or the enployees of a psilocybin service center, for certi-
fied nedical use, shall be lawful under this title provided that:

1. The psilocybin purchased, possessed, acquired or used by a certi-
fied patient shall have occurred at a psilocybin service center under
the supervision of a psilocybin service facilitator:;

2. The psilocybin that may be possessed by a certified patient shal
not exceed the dosage determined by the practitioner, consistent with
any gui dance and reqgulations issued by the departnent;

3. The formor fornms of nedical psilocybin that may be purchased
possessed, acquired or used by the certified patient pursuant to a
certification shall be in conpliance with any recommendation or limta-
tion by the practitioner as to the formor forns of nedical psilocybin
or dosage for the certified patient in the certification; and

4. The nedical psilocybin shall be kept in the original package in
which it was dispensed under this title, except for the portion renpved
for imediate consunption for certified nedical use by the certified

patient.
8§ 3369-dd. Reqgistry identification cards. 1. Upon approval of the

certification, the departnment shall issue registry identification cards
for certified patients and designated caregivers. A reqgistry identifica-
tion card shall expire as provided in this title or as otherw se
provided in this section. The departnent shall begin issuing regqgistry
identification cards as soon as practicable after the certifications
required by this title are granted. The departnment nmay specify a form
for a reqgistry application, in which case the departnent shall provide
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the formon request, reproductions of the formnay be used., and the form
shall be available for downl oading fromthe departnent's website.

2. To obtain, amend or renew a registry identification card, a certi-
fied patient or designated careqgiver shall file a reqgistry application
with the departnment, unless otherwise exenpted by the departnment in
regulation. The registry application or renewal application shal
incl ude:

(a) in the case of a certified patient:

(i) the patient's certification, a new witten certification shall be
provided with a renewal application if required by the departnent;

(ii) the nane, address, and date of birth of the patient;

(iii) the date of the certification;

(iv) if the patient has a registry identification card based on a
current valid certification., the reqgistry identification nunber and
expiration date of that registry identification card;

(v) the specified date until which the patient would benefit from
nmedi cal psilocybin, if the certification states such a date;

(vi) the nane, address, and tel ephone nunber of the certifying practi-
tioner;

(vii) any recomendation or limtation by the practitioner as to the
formor forns of nedical psilocybin or dosage for the certified patient;

(viii) if the certified patient designates a designated caregiver, the
nane, address, and date of birth of the designated careqgiver, and other
individual identifying infornation required by the departnent; and

(ix) other individual identifying information required by the depart-
nent ;

(b) in the case of a designated caregiver:

(i) the nanme, address. and date of birth of the designated caregiver;

(ii) if the designated caregiver has a registry identification card.
the registry identification nunber and expiration date of that registry
identification card; and

(iii) other individual identifying information required by the depart-
nent ;

(c) a statenent that a false statenent made in the application is
puni shabl e under section 210.45 of the penal |aw.

(d) the date of the application and the signature of the certified
patient or designated caregiver, as the case nay be; and

(e) any other requirenents determ ned by the departnent.

3. Where a certified patient is under the age of eighteen or otherw se
incapable of consent., the application for a registry identification card
shall be made by the person responsible for nmaking health care decisions
for the patient. Such designated caregqgiver shall be: (a) a parent or
legal guardian of the certified patient; (b) a person designated by a
parent or legal gquardian; or (c) an appropriate person approved by the
departnment upon a sufficient showing that no parent or legal guardian is
appropriate or avail able.

4. No person may be a designated caregiver if the person is under
twenty-one years of age unless a sufficient showing is nade to the
departnent that the person should be permtted to serve as a designated
caregiver. The requirenents for such a showing shall be determ ned by
the departnent.

5. No person nmay be a designated careqgiver for nore than four certi-
fied patients at one tine.

6. If acertified patient wishes to change or termnate his or her
designated caregiver, for whatever reason, the certified patient shal

notify the departnent as soon as practicable. The departnent shall issue
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a notification to the designated caregiver that their registration card
is invalid and nust be pronptly destroyed. The newl y designated caregiv-

er nmust conply with all requirenents set forth in this section.

7. 1f the certification so provides, the registry identification card
shall contain any reconmmendation or |limtation by the practitioner as to
the formor forns of nmedical psilocybin or dosage for the certified

patient.
8. The departnent shall issue separate registry identification cards

for certified patients and designated caregivers as soon as reasonably
practicable after receiving a conplete application under this section,
unless it deternmines that the application is inconplete or factually
inaccurate, in which case it shall pronptly notify the applicant.

9. If the application of a certified patient designates an individua
as a designated caregiver who is not authorized to be a designated care-
giver, that portion of the application shall be denied by the departnent
but that shall not affect the approval of the balance of the applica-
tion.

10. Areqgistry identification card shall

(a) contain the nane of the certified patient or the designated care-
giver as the case nmay be;

(b) contain the date of issuance and expiration date of the registry
identification card

(c) contain a registry identification nunber for the certified patient
or designated caregiver, as the case may be and a reqgistry identifica-
tion nunber:;

(d) contain a photograph of the individual to whomthe registry iden-
tification card is being issued. which shall be obtained by the depart-
nent in a manner specified by the departnent in regulations; provided,
however, that if the departnent requires certified patients to submt
phot ographs for this purpose, there shall be a reasonable accommbdation
of certified patients who are confined to their hones due to their
nedi cal conditions and may therefore have difficulty procuring photo-
graphs;

(e) be a secure docunent as determ ned by the departnent;

(f) plainly state any recommendation or limtation by the practitioner
as to the formor fornms of nedical psilocybin or dosage for the certi-
fied patient; and

(g) any other requirenents deternined by the departnent.

11. A certified patient or designated caregiver who has been issued a
registry identification card shall notify the departnent of any change
in his or her nane or address or, with respect to the patient, if he or
she ceases to have the condition noted on the certification within ten
days of such change. The certified patient's or designated caregiver's
registry identification card shall be deened invalid and shall be
pronptly destroyed

12. If a certified patient or designated caregiver loses his or her
registry identification card, he or she shall notify the departnent
within ten days of losing the card. The departnent shall issue a new
registry identification card as soon as practicable, which may contain a
new registry identification nunber, to the certified patient or desig-
nated caregiver, as the case may be

13. The departnent shall maintain a confidential list of the persons
to whomit has issued reqgistry identification cards. |ndividual identi-
fyving infornmati on obtained by the departnent under this title shall be

confidential and exenpt fromdisclosure under article six of the public
officers | aw
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14. The departnent shall verify to law enforcenent personnel in an
appropriate case whether a reqgistry identification card is valid and any
other relevant infornmation necessary to protect patients' rights to
nedical psilocybin by confirmng conpliance with this title.

15. If a certified patient or designated caregiver willfully violates
any provision of this title as determned by the departnent., his or her
certification and reqgistry identification card nmy be suspended or
revoked. This is in addition to any other penalty that may apply.

16. The departnent shall meke regulations for special certifications,
which shall include expedited procedures and which nay require the
applicant to subnit additional docunentation establishing the clinica
basis for the special certification. |If the departnent has not estab-
lished and nade available a formfor a registry application or renewal
application, then in the case of a special certification, a reqgistry
application or renewal application that otherwise confornse wth the
requirenents of this section shall not require the use of a form

8§ 3369-ee. Registration as a psilocybin service center. 1. To obtain,
anend or renew a registration as a psilocybin service center, the facil-
ity shall file a registry application with the departnent. The reqgistry
application or renewal application shall include:

(a) the facility's full nane and address;

(b) operating certificate or license nunber where appropriate;

(c) nanme, title, and signature of an authorized facility represen-
tative;

d a statenent that the facility agrees to secure and ensure proper
handling of all nedical psilocybin products:;

(e) an acknow edgenent that a false statenent in the application is
puni shabl e under section 210.45 of the penal |law, and

(f) any other information that may be required by the departnent.

2. Prior to issuing or renewing a psilocybin service center registra-
tion, the departnment may verify the information submtted by the appli-
cant. The applicant shall provide, at the department's request, such
informati on and docunentation, including any consents or authorizations
that may be necessary for the departnent to verify the infornation.

3. The departnent shall approve., deny or deternine inconplete or inac-
curate an initial or renewal application within thirty days of receipt
of the application. If the application is approved within the thirty-day
period, the departnent shall issue a registration as soon as is reason-

ably practicable.
4. An applicant shall have thirty days fromthe date of a notification

of an inconplete or factually inaccurate application to submt the nate-
rials required to conplete, revise or substantiate information in the
application. If the applicant fails to submit the required materials
within such thirty-day tine period, the application shall be denied by
the departnent.

5. The applicant shall be under a continuing duty to report to the
departnment any change in facts or circunstances reflected in the appli-
cation or any newly discovered or occurring fact or circunstance which
is required to be included in the application.

6. (a) The departnment shall grant a reqgistration or amendnent to a
registration under this section if it is satisfied that:

(i) the applicant will be able to maintain effective control against
di version of psilocybin;

(ii) the applicant will be able to conply with all applicable state
| aws;
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(iii) the applicant and its officers are ready, willing and able to
properly carry on the activities for which a registration is sought:

(iv) the applicant possesses or has the right to use sufficient |and.
bui I di ngs and equipnent to properly carry on the activity described in
the application;

(v) it is inthe public interest that such registration be granted
including but not limted to:

(A) whet her the nunber of psilocybin service centers in an area wll|
be adequate or excessive to reasonably serve the area;

(B) whether the psilocybin service center is a mnority- and/or
wonen- owned business enterprise, a service-disabled veteran-owned busi-
ness, or fromcomunities disproportionally inpacted by the enforcenent
of psilocybin prohibition;

(C) whether the psilocybin service center provides education and
outreach to practitioners;

(D) whether the psilocybin service center pronptes the research and
devel opnent of nedical psilocybin and patient outreach;

(E) the affordability of nedical psilocybin products offered by the
psilocybin service center

(F) whether the psilocybin service center is culturally, linguis-
tically, and nedically conpetent to provide services to unserved and
under served areas; and

(G whether the psilocybin service center pronotes racial, ethnic, and
gender diversity in its workforce;

vi) the applicant and its nanaging officers are of good noral charac-
ter;
(vii) the applicant has entered into a | abor peace agreenent with a
bona fide |l abor organization that is actively engaged in representing or
attenpting to represent the applicant's enployees; and the maintenance
of such a |abor peace agreenent shall be an ongoing material condition
of registration; and

(viii) the applicant satisfies any other conditions as determ ned by
the departnent.

(b) If the departnent is not satisfied that the applicant should be
issued a reqgistration, the departnment shall notify the applicant in
witing of those factors upon which further evidence is required. Wthin
thirty days of the receipt of such notification, the applicant may
subnmt additional material to the departnent or demand a hearing, or
bot h.

(c) The fee for a registration under this section shall be an anpunt
determ ned by the departnent in reqgulations; provided, however, if the
registration is issued for a period greater than two years the fee shal
be increased, pro rata, for each additional nonth of validity.

(d) Reqgistrations issued under this section shall be effective only
for the psilocybin service center and shall specify:

(i) the nane and address of the psilocybin service center;

(ii) which activities of a psilocybin service center are permtted by
the registration;

(iii) the land, buildings and facilities that may be used for the
permtted activities of the psilocybin service center; and

(iv) such other infornation as the departnent shall reasonably provide
to ensure conpliance with this title.

(e) Upon application of a psilocybin service center, a registration
may be anended to allow the psilocybin service center to relocate within
the state or to add or delete pernitted psilocybin service center activ-
ities or facilities. The fee for such anendnent shall be deterni ned by
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the departnent in regulation and be based off the adnm nistrative burden
to process and review the amendnent by the departnent, provided no fee

shall be greater than two thousand dollars.

7. Registrations issued under this section shall remain valid for two
vears fromthe date of issuance, except that in order to facilitate the
renewals of such registrations, the departnent nmay upon the initia
application for a registration, issue sonme registrations which nmay
remain valid for a period of tinme greater than two years but not exceed-
ing an additional eleven nonths.

8. (a) An application for the renewal of any registration issued under
this section shall be filed with the departnent not nore than six nonths
nor less than four nonths prior to the expiration thereof. A late-filed
application for the renewal of a registration may, in the discretion of
the departnent, be treated as an application for an initial license.

(b) The application for renewal shall include such information
prepared in the manner and detail as the departnent may require, includ-
ing but not limted to:

(i) any material change in the circunstances or factors listed in
subdi vi sion one of this section; and

(ii) every known charge or investigation, pending or concluded during
the period of the reqgistration, by any governnental or adninistrative
agency with respect to:

(A) each incident or alleged incident involving the theft, |oss, or
possi bl e diversion of nmedical psilocybin manufactured or distributed by

the applicant; and
(B) conpliance by the applicant with the l|laws of the state with

respect to the distribution or sale of nedical psilocybin, where appli-
cabl e.

(c) An applicant for renewal shall be under a continuing duty to
report to the departnent any change in facts or circunstances reflected
in the application or any newy discovered or occurring fact or circum
stance which is required to be included in the application and to obtain
approval prior to any naterial change in nmanagenent, interest or owner-
shi p.

(d) If the departnent is not satisfied that the psilocybin service
center applicant is entitled to a renewal of the reqgistration, the

departnent shall within a reasonably practicable tine as determ ned by
the conm ssioner, serve upon the psilocybin service center or its attor-
ney of record in person or by registered or certified mail an order

directing the psilocybin service center to show cause why its applica-
tion for renewal should not be denied. The order shall specify in detai
the respects in which the applicant has not satisfied the departnent
that the registration should be renewed.

(e) Wthin a reasonably practicable tine as deternined by the depart-
nent of such order, the applicant nmay subnit additional material to the
departnent or demand a hearing or both; if a hearing is denmanded the
departnent shall fix a date as soon as reasonably practicable.

9. (a) The departnent shall renew a registration unless it deternines
and finds that:

(i) the applicant is unlikely to maintain or be able to maintain
effective control against diversion

(ii) the applicant is unlikely to conply with all state laws applica-
ble to the activities in which it nmay engage under the registration

(iii) it is not in the public interest to renewthe registration
because the nunber of psilocybin service centers in an area i S excessive

to reasonably serve the area;
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iv) the applicant has either violated or termnated its | abor eace
agreenent; or

(v) the applicant has substantively violated the |aws of another
jurisdiction, in which it operates or have operated a psilocybin |icense
or registration, related to the operation of a psilocybin business.

(b) For purposes of this section, proof that a psilocybin service
center, during the period of its registration, has failed to maintain
effective control against diversion., violated any provision of this
title, or has knowingly or negligently failed to conply with applicable
state laws relating to the activities in which it engages under the
registration, nmay constitute grounds for suspension, ternination or
limtation of the psilocybin service center's registration or as deter-
mned by the departnment. The psilocybin service center shall also be
under a continuing duty to report to the departnent any material change
in facts or circunstances to the information provided in the psilocybin
service center's application.

10. The departnent may suspend or ternminate the registration of a
psilocybin service center, on grounds and using procedures under this
title relating to a license, to the extent consistent with this title.
The departnent shall suspend or terninate the registration in the event
that a psilocybin service center violates or termnates the applicable
| abor peace agreenent. Conduct in conpliance with this title which may
violate conflicting federal law, shall not be grounds to suspend or
termnate a registration

11. In coordination wth the chief equity officer, the departnent
shall register additional registered psilocybin service centers to
provide services to unserved and underserved areas of the state. Such
additional reqgistered psilocybin service centers shall be reflective of
the denopgraphics of the state, be representative of comunities dispro-
portionately inpacted by psilocybin prohibition., and be culturally,
linguistically, and nedically conpetent to serve unserved and under -
served areas of the state. The departnent shall actively pronpte racial
ethnic, and gender diversity when registering additional reqgistered
psilocybin service centers.

8 3369-ff. Reqgistered organizations. 1. A registered organization
shall be a for-profit business entity or not-for-profit corporation
organi zed for the purpose of acquiring. possessing, nanufacturing., sell-
ing, delivering, transporting, distributing or dispensing psilocybinto
psil ocybin service centers for certified nedical use.

2. The acquiring, possession, manufacture, sale, delivery, transport-
ing, distributing or dispensing of nedical psilocybin by a registered
organi zation under this title in accordance with its registration under
this title or a renewal thereof shall be lawful under this title.

3. FEach reqgistered organization shall contract with an independent
| aboratory pernitted by the departnent to test the nmedical psilocybin
produced by the reqgistered organization. The departnent shall approve
the | aboratories used by the registered organi zation, including sanpling
and testing protocols and standards used by the |aboratories, and nay

require that the registered organization use a particular testing |abo-
ratory. The departnent is authorized to issue regulations requiring the

| aboratory to performcertain tests and services.

4, (a) A registered organization may lawfully, in good faith, sell
deliver, distribute or dispense nedical psilocybin to a psilocybin
service center registered pursuant to this title for use by a certified

patient.




O©Coo~NoOO~wWNE

A. 8569 12

b) The proprietor of a registered organization shall file or cause to
be filed any receipt and certification information with the departnent
by electronic neans on a real-tine basis as the departnent shall require
by requlation. Wen filing receipt and certification information el ec-
tronically pursuant to this paragraph, the proprietor of the registered
organi zation shall dispose of any electronically recorded prescription

information in such manner as the departnment shall by regulation
require
5. No registered organization may sell, deliver, distribute or

di spense nedical psilocybin directly to a certified patient or desig-
nat ed caregqiver.

6. Wien a reqgistered organization sells, delivers, distributes or
di spenses nedical psilocybin to a psilocybin service center, it shal
provide to that facility a safety insert, developed by the registered
organi zation subject to requlations issued by the departnent and
include, but not be limted to, information on:

a) nethods for adnministering nedical psilocybin;

(b) any potential dangers stemring fromthe use of nedical psilocybin;

(c) how to recognize what may be problematic usage of nedical psilocy-
bin and obtain appropriate services or treatnent for problematic usage
and

(d) other information as deternined by the departnent.

7. Registered organizations shall not be managed by or enpl oy anyone
who has been convicted within three years of the date of hire, of any
felony related to the functions or duties of operating a business,
except that if the departnent determnes that the manager or enployee is
otherwi se suitable to be hired, and hiring the manager or enpl oyee woul d

not conpronise public safety, the departnent shall conduct a thorough
review of the nature of the crine, conviction, circunstances, and
evi dence of rehabilitation of the manager or enployee, and shall eval u-

ate the suitability of the nanager or enployee based on the evidence
found through the review. In determ ning which offenses are substantial -
ly related to the functions or duties of operating a business, the
departnent shall include, but not be linted to, the foll ow ng:

(a) a felony conviction involving fraud, npney |aundering. forgery and
other unlawful conduct related to owning and operating a business; and

(b) a felony conviction for hiring, enploying or using a mnor in
transporting. carrying, selling, giving away, preparing for sale, or
peddling. any controlled substance, or selling., offering to sell
furnishing, offering to furnish, adm nistering. or giving any controlled
substance to a mnor.

A felony conviction for the sale or possession of drugs, narcotics, or
controlled substances is not substantially related. This subdivision
shall only apply to managers or enployees who cone into contact with or
handl e nedi cal psil ocybin.

8. Manufacturing of nmedical psilocybin by a registered organization
shall only be done in a secure facility located in New York state. which

may include a greenhouse. The departnent shall pronul gate regul ations

establishing requirenents for such facilities.
9. Dispensing of nedical psilocybin by a reqgistered organization shal

only be done in an indoor, enclosed, secure facility located in New York
state. The departnment shall pronulgate regul ations establishing require-
nents for such facilities.

10. A reqgistered organization may contract with a person or entity to
provide facilities, equipnent or services that are ancillary to the
regi stered organization's functions or activities under this title
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including, but not limted to, shipping, mintenance, construction

repair, and security, provided that the person or entity shall not
perform any function or activity directly involving the planting, grow
ing, tending, harvesting, processing, or packaging of psilocybin plants,
nedical psilocybin, or nedical psilocybin products being produced by the
registered organization; or any other function directly involving manu-
facturing or retailing of nmedical psilocybin. All laws and regulations
applicable to such facilities, equipnent, or services shall apply to the

contract. The registered organization and other parties to the contract
shall each be responsible for conpliance with such laws and regul ations

under the contract. The departnent nmay neke regul ations consistent with
this title relating to contracts and parties to contracts wunder this
subdi vi si on.

11. Areqgistered organization shall, based on the findings of an inde-
pendent | aboratory, provide docunentation of the quality, safety and

clinical strength of the nedical psilocybin manufactured or di spensed by

the reqgistered organization to the departnment and to any psilocybin
service center to which the nedical psilocybin is sold or dispensed.

12. Medical psilocybin shall be dispensed to a psilocybin service
center in a sealed and properly |abeled package. The labeling shal
contain: (a) the packaging date; (b) any applicable date by which the
nedi cal psilocybin should be used; (c¢) a warning stating, "This product
is for nmedicinal use only. Wonen should not consune during pregnancy or
whil e breastfeeding except on the advice of the certifying health care
practitioner, and in the case of breastfeeding nothers, including the
infant's pediatrician. This product mght inpair the ability to drive.
Keep out of reach of children."; (d) the ampount of individual doses
contained within; and (e) a warning that the nedical psilocybin nmust be
kept in the original container in which it was dispensed.

13. The departnment is authorized to make rules and regulations
restricting the advertising and marketing of nedical psilocybin.

14. A reqgistered organization shall operate in accordance with m ni num
operating and recordkeeping requirenents determ ned by the departnent in

regul ati on.
8§ 3369-0g. Registering of reqgistered organizations. 1. (a) An appli-

cant for registration as a registered organization under section thir-
ty-three hundred sixty-nine-ff of this title shall include such informa-
tion prepared in such manner and detail as the departnent nmay require
including but not limted to:

(i) a description of the activities in which it intends to engage as a
regi stered organi zation;

(ii) that the applicant:

(A) is of good noral character

(B) possesses or has the right to use sufficient |land, buildings, and
other prenmi ses, which shall be specified in the application, and equip-
nent to properly carry on the activity described in the application. or
in the alternative posts a bond of not less than two mllion dollars;

(C) is able to maintain effective security and control to prevent
diversion, abuse, and other illegal conduct relating to the psilocybin;
and

(D) is able to conply with all applicable state laws and regulations
relating to the activities in which it intends to engage under the
registration;

(iii) that the applicant has entered into a | abor peace agreenent with
a bona fide | abor organization that is actively engaged in representing

or attenpting to represent the applicant's enpl oyees and the maintenance
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of such a |abor peace agreenent shall be an ongoing material condition
of certification;

(iv) the applicant's status as a for-profit business entity or not-
for-profit corporation; and

(v) the application shall include the nanme., residence address and
title of each of the officers and directors and the nane and residence
address of any person or entity that is a nmenber of the applicant. Each
such person, if an individual, or lawful representative if a legal enti-
ty, shall subnit an affidavit with the application setting forth

(A) any position of managenent, interest or ownership during the
preceding ten vears of a ten per centumor greater interest in any other
psilocybin business, or applicant, located in or outside this state,
manufacturing or distributing drugs including indirect managenent,
interest, or ownership of parent conpanies, subsidiaries, or affiliates;

(B) whet her such person or any such business has been convicted of a
felony or had a registration or |icense suspended or revoked in any
adm nistrative or judicial proceeding, and if applicable, the history of
violations or adninistrative penalties with respect to any license to
cultivate, manufacture, distribute or sell nedical psilocybin; and

(C) such other infornmation as the departnent may reasonably require.

2. The applicant shall be under a continuing duty to report to the
departnent any change in facts or circunstances reflected in the appli-
cation or any newy discovered or occurring fact or circunstance which
is required to be included in the application.

3. (a) The departnent shall grant a registration or anendnent to a
registration under this section if they are satisfied that:

(i) the applicant will be able to nmaintain effective control against
di version of psilocybin;

(ii) the applicant will be able to conply with all applicable state
| aws:

(iii) the applicant and its officers are ready, willing and able to

properly carry on the manufacturing or distributing activity for which a
registration is sought;

(iv) the applicant possesses or has the right to use sufficient |and,
buildings and equipnent to properly carry on the activity described in
the application;

(v) it isinthe public interest that such registration be granted.
including but not limted to:

(A)  whether the nunber of registered organizations in an area will be
adequat e or excessive to reasonably serve the area;

(B) whether the registered organization is a mnmnority and/or wonan
owned business enterprise, a service-disabled veteran-owned business, or
fromcommnities disproportionally inpacted by the enforcenent of psilo-
cybin prohibition

(Q whether the registered organization provides education and
outreach to practitioners;

(D) whether the registered organization pronptes the research and
devel opnent of nedical psilocybin and patient outreach;

(E) the affordability of nedical psilocybin products offered by the
regi stered organi zati on;

(F) whether the reqgistered organization is culturally, linguistically,
and nedically conpetent to provide services to unserved and underserved
areas; and

(G whether the registered organization pronobtes racial, ethnic, and
gender diversity in their workforce
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vi) the applicant and its nanaging officers are of good noral charac-
ter;

(vii) the applicant has entered into a | abor peace agreenent with a
bona fide |l abor organization that is actively engaged in representing or
attenpting to represent the applicant's enployees; and the maintenance
of such a |abor peace agreenent shall be an ongoing material condition
of registration; and

(viii) the applicant satisfies any other conditions as determ ned by
the departnent.

(b) If the departnent is not satisfied that the applicant should be
issued a reqgistration, the departnment shall notify the applicant in
witing of those factors upon which further evidence is required. Wthin
thirty days of the receipt of such notification, the applicant may
subnmt additional material to the departnent or demand a hearing, or
bot h.

(c) The fee for a registration under this section shall be an anpunt
determ ned by the departnent in requlations; provided, however, if the
registration is issued for a period greater than two years the fee shal
be increased, pro rata, for each additional nonth of validity.

(d) Reqgistrations issued under this section shall be effective only
for the reqgistered organi zation and shall specify:

(i) the nane and address of the registered organi zation;

(ii) which activities of a registered organization are permtted by
the registration;

(iii) the land, buildings and facilities that may be used for the
permtted activities of the registered organization; and

(iv) such other infornation as the departnent shall reasonably provide
to assure conpliance with this title.

(e) Upon application of a reqgistered organization, a registration nmay
be anmended to allowthe reqgistered organization to relocate within the
state or to add or delete permtted registered organization activities
or facilities. The fee for such anendnent shall be determ ned by the
departnent in regulation and be based off the admi nistrative burden to
process and review the anendnent by the departnent, provided no fee
shall be greater than two thousand dollars.

4. Aregistration issued under this section shall be valid for two
vears from the date of issue, except that in order to facilitate the
renewal s of such registrations, the departnent may wupon the initial
application for a registration, issue sonme registrations which may
remain valid for a period of tinme greater than two years but not exceed-
ing an additional eleven nonths.

5. (a) An application for the renewal of any registration issued under
this section shall be filed with the departnent not nore than six nonths
nor less than four nonths prior to the expiration thereof. A late-filed
application for the renewal of a registration may, in the discretion of
the departnent, be treated as an application for an initial license.

(b) The application for renewal shall include such information
prepared in the manner and detail as the departnent may require, includ-
ing but not limted to:

(i) any material change in the circunstances or factors listed in
subdi vi sion one of this section; and

(ii) every known charge or investigation, pending or concluded during
the period of the registration, by any governnental or adm nistrative
agency with respect to:
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(A) each incident or alleged incident involving the theft, loss, or
possible diversion of nmedical psilocybin manufactured or distributed by
the applicant; and

(B) conpliance by the applicant with the laws of the state with
respect to the cultivation., mnmanufacture, distribution, or sale of
nedical psilocybin or adult-use psilocybin, where applicable.

(c) An applicant for renewal shall be under a continuing duty to
report to the departnment any change in facts or circunstances reflected
in the application or any newy discovered or occurring fact or circum
stance which is required to be included in the application and to obtain
approval prior to any material change in managenent, interest or owner-
shi p.

(d) If the departnent is not satisfied that the regi stered organi za-
tion applicant is entitled to a renewal of the registration, the depart-
nent shall within a reasonably practicable tine as determined by the
executive director, serve upon the registered organization or its attor-
ney of record in person or by registered or certified mail an order
directing the registered organization to show cause why its application
for renewal should not be denied. The order shall specify in detail the
respects in which the applicant has not satisfied the departnent that
the reqgistration should be renewed.

(e) Wthin a reasonably practicable tine as deternm ned by the depart-
nent of such order, the applicant may submit additional material to the
departnent or demand a hearing or both; if a hearing is demanded the
departnent shall fix a date as soon as reasonably practicable.

6. (a) The departnent shall renew a registration unless it deternines
and finds that:

(i) the applicant is unlikely to maintain or be able to maintain
effective control against diversion

(ii) the applicant is unlikely to conply with all state laws applica-
ble to the activities in which it may engage under the registration

(iii) it is not in the public interest to renew the registration
because the nunber of registered organizations in an area iS excessive
to reasonably serve the area;

(iv) the applicant has either violated or ternminated its | abor peace
agreenent; or

(v) the applicant has substantively violated the laws of another
jurisdiction, in which they operate or have operated a psilocybin
license or registration, related to the operation of a psilocybin busi-
ness.

b For urposes of this section roof that a registered organiza-
tion, during the period of its registration, has failed to maintain
effective control against diversion, violates any provision of this
title, or has knowingly or negligently failed to conply with applicable
state laws relating to the activities in which it engages under the
registration, nmay constitute grounds for suspension., termnation or
limtation of the registered organization's registration or as deter-
m ned by the departnent. The regi stered organization shall also be under
a continuing duty to report to the departnment any nmmterial change or
fact or circunstance to the information provided in the registered
organi zation's application.

7. The departnment nay suspend or ternminate the registration of a
registered organization. on grounds and using procedures under this
title relating to a license, to the extent consistent with this title.
The departnent shall suspend or ternminate the registration in the event
that a registered organization violates or termnates the applicable
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| abor peace agreenent. Conduct in conpliance with this title which may
violate conflicting federal law, shall not be grounds to suspend or
terminate a registration

8. A reqgistered organization that manufactures nedical psilocybin my
have no nore than four sites wholly owned and operated by such redgis-
tered organization. Such registered organization nay have an additiona
four sites; provided., however, that the first two additional sites shal
be |ocated in underserved or unserved geographic locations, as deter-
mned by the departnent. The departnent shall ensure that such regis-
tered organi zations and sites are geographically distributed across the
state and that their ownership reflects the denpgraphics of the state.

9. In coordination with the chief equity officer the departnment shal
register additional registered organizations to provide services to
unserved and underserved areas of the state. Such additional registered
organi zations shall be reflective of the denpbgraphics of the state, be

representative of communities disproportionately inpacted by psilocybin
prohi bition, and be culturally, linguistically, and nedically conpetent

to serve unserved and underserved areas of the state. The depart nent
shall actively pronpte racial, ethnic, and gender diversity when regis-
tering additional registered organi zations.

8 3369-hh. Reports of registered organizations. 1. The depart nent
shall., by regulation, require each registered organization to file
reports by the registered organization during a particular period. The
departnment shall deternmine the information to be reported and the forns,
tine, and manner of the reporting.

2. The departnent shall, by requlation, require each registered organ-
ization to adopt and maintain security, tracking, recordkeeping, record
retention and surveillance systens, relating to all nedical psilocybin
at every stage of acquiring, possession, nmanufacture, sale, delivery,
transporting. distributing, or dispensing by the registered organi za-
tion, subject to regulations of the departnent.

8§ 3369-ii. Evaluation; research prograns; report by departnent. 1
The departnment 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 or other organizations, for
the performance of an evaluation of the inplenentation and effectiveness
of this title.

2. The departnment nmy develop, seek any necessary federal approval
for, and carry out research prograns relating to nedical use of psilocy-
bi n. Participation in any such research programshall be voluntary on
the part of practitioners, patients, and designated caregivers.

3. The departnent shall report every two years, beginning tw years
after the effective date of this title, to the governor and the |eqisla-
ture on the nmedical use of psilocybin under this title and nmake appro-
priate recommendati ons.

8 3369-jj. Psilocybin research license. 1. The departnent shall estab-
lish a psilocybin research license that permts a licensee to produce,
process, purchase and/or possess psilocybin for the following limted
research purposes:

(a) to test chemical potency and conposition |evels;

(b) to conduct clinical investigations of psilocybin-derived drug
products;

(c) to conduct research on the efficacy and safety of administering
psilocybin as part of nedical treatnent; and

(d) to conduct genonmic or agricultural research
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2. As part of the application process for a psilocybin research
license, an applicant nust subnmit to the departnment a description of the
research that is intended to be conducted as well as the anpunt of
psilocybin to be grown or purchased. The departnent shall review an
applicant's research project and deternine whether it neets the require-
nents of subdivision one of this section. In addition, the departnent
shall assess the application based on the following criteria:

a roject qualit study design, value, and inpact;

b) whether the applicant has the appropriate er sonnel expertise
facilities and infrastructure, funding, and hunman, aninmal, or other
approvals in place to successfully conduct the project:; and

(c) whether the anpunt of psilocybin to be grown or purchased by the
applicant is consistent with the project's scope and goals. |If the
departnent determines that the research project does not neet the
requirenents of subdivision one of this section, the application nust be
deni ed.

3. A psilocybin research licensee may only sell psilocybin grown or
within its operation to other psilocybin research |icensees. The depart-
nent may revoke a psilocybin research license for violations of this
section.

4. A psilocybin research licensee may contract with an institution of
hi gher education, including but not linmted to a hospital wthin the
state university of New York, to performresearch in conjunction with
such institution. Al research projects, entered into under this section
must be approved by the departnent and neet the requirenents of subdivi-
sion one of this section.

5. In establishing a psilocybin research license, the departnent may
adopt regul ations on the foll ow ng:

(a) application requirenents;

(b) psilocybin research license renewal requirenents, including wheth-
er _additional research projects may be added or consi dered;

(c) conditions for license revocation;

d) security neasures to ensure psilocybin is not diverted to purposes
other than research;

(e) ampunt of plants, useable psilocybin, psilocybin concentrates, or
psil ocybi n-infused products a licensee may have on its preni ses;

(f) licensee reporting requirenents;

(g) conditions under which psilocybin grown by licensed psilocybin
producers and other product types fromlicensed psilocybin processors
may be donated to psilocybin research licensees; and

h) any additional requirenents deened necessary by the departnent.

6. A psilocybin research license issued pursuant to this section nust
be issued in the nane of the applicant and specify the |ocation at which
the psilocybin researcher intends to operate, which nust be within the
state of New York.

7. The application fee for a psilocybin research license shall be
determ ned by the departnment on an annual basis and may be based on the

size, scope and duration of the research proposed.

8. Each psilocybin research |licensee shall issue an annual report to
the departnent. The departnent shall review such report and neke a

deternmination as to whether the research project continues to neet the
research qualifications under this section.

8 3369-kk. Relation to other laws. 1. The provisions of this title
shall apply. except that where a provision of this title conflicts wth
anot her provision of this chapter, this title shall apply.
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2. Medi cal psilocybin shall not be deened to be a "drug" for purposes
of article one hundred thirty-seven of the education |aw.

8 3369-11. Psilocybin service facilitator license requirenents. 1. An
applicant for a psilocybin service facilitator license shall neet the
following requirenents:

(a) Have a high school diploma or equival ent education;

(b) Any additional education or training requirenents established by
the departnent, except that the departnent shall not require a degree
froman institution of higher education

(c) Any exanination requirenents established by the departnent, except
that the departnent nay provide for waivers of exanmination requirenents
in cases it deens appropriate. The departnent shall offer any required
exam nation at least twice annually. The departnment nmy appoint a person
to conduct or supervise exaninations of applicants. An applicant may
retake any failed section of the examnation in accordance with rules
adopt ed by the departnent; and

(d) Any other training. education, skill or fitness requirenents
adopted by the departnent, such as:

(i) Facilitation skills that are affirm ng. nonjudgnental and nondi -
rective; and

(ii) Support skills for clients during an adnministration session,
including specialized skills relating to client safety and clients who
may have nental health conditions, ability to establish a proper envi-
ronment  in which psilocybin services occur and social and cultural
skills.

2. The departnent shall establish a process to approve training cours-
es for psilocybin service facilitators. To obtain approval of a course,
the person providing the course shall subnit an outline of instruction
to the departnent and to the departnent of education that includes the
course topics, total hours of instruction, hours of lectures in theory
and hours of instruction in application of practical skills.

3. The departnment shall establish a code of professional conduct,
including a code of ethics, for psilocybin service facilitators. The
departnent shall establish standards of practice and professional
responsibility for psilocybin service facilitators.

4. A psilocybin service facilitator |icensee nay engage in the foll ow
ing activities in accordance with rules adopted by the departnent:

(a) Deliver psilocybin products to prenmises for which a license has
been issued under this title;

(b) Receive psilocybin products from a reqgistered organization or

anot her psilocybin service center licensee; and

(c) Sell psilocybin products to a certified patient on the prem ses
for which the license has been issued.
8 3369-mm Protections for the nmedical use of psilocybin. 1. Certi-

fied patients, designated caregivers, psilocybin service centers and
enployees of psilocybin service centers, practitioners, registered
organi zations and the enployees of registered organi zations, and psil o-
cybin researchers shall not be subject to arrest, prosecution, or penal-

ty in any manner, or denied any right or privilege, including but not
limted to civil penalty or disciplinary action by a business or occupa-
tional or professional licensing board or bureau, solely for the certi-

fied nmedical use or manufacture of psilocybin, or for any other action
or conduct in accordance with this title.

2. Being a certified patient shall be deened to be having a "disabili-
ty" under article fifteen of the executive law, section forty-c of the
civil rights |law and sections 240.00, 485.00, and 485.05 of the penal
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law. 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 certified patient and/or acting in
accordance with this title, shall not be a consideration in a proceeding
pursuant to applicable sections of the donestic relations law, the
social services law and the famly court act.

4. (a) Certification applications, certification forns, any certified
patient information contained within a database, and copies of reqgistry
identification cards shall be deened exenpt from public disclosure under
sections eighty-seven and eighty-nine of the public officers |law. Upon
specific request by a certified patient to the departnent, the depart-
nent shall verify the requesting patient's status as a valid certified
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
practitioners registered with the departnent under this title shall be
public information and shall be nmaintained on the departnent's website
accessible to the public in searchable form However, if a practitioner
notifies the departnment in witing that he or she does not want his or
her nane and other information disclosed, that practitioner's nane and
other information shall thereafter not be public information or main-
tained on the departnent's website, unless the practitioner cancels the
request.

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

6. Enpl oyees who use nedical psilocybin shall be afforded the sane
rights, procedures and protections that are available and applicable to
injured workers under the workers' conpensation law, or any rules or
requlations pronmulgated thereunder, when such injured workers are
prescribed nedications that may prohibit, restrict, or require the
nodi fication of the performance of their duties.

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

8 3369-00. Suspend; termnate. Based upon the reconmendation of the

departnent, executive director and/or the superintendent of state police
that there is a risk to the public health or safety, the governor nay

imediately suspend or ternmnate all licenses issued to reqgistered
organi zati ons.
8 3369-pp. Pricing. Reqgistered organizations shall submt docunenta-

tion to the executive director of any change in pricing per dose for any
nedical psilocybin product wthin fifteen days of such change. Prior
approval by the executive director shall not be required for any such
change; provided however that the departnent is authorized to nodify the
price per dose for any nedical psilocybin product if necessary to nmin-
tain public access to appropriate nedication.

8 3369-9q. Psilocybin services grant program The departnent shal
establish a programof awarded grants within the anpunt in the psilocy-
bin services grant program fund established under section ninety-seven-
uuuu of the state finance law for veterans and first responders to
receive nonetary assistance for psilocybin services pursuant to this
title. The departnment shall pronulgate any necessary rules and regu-
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lations for the application and distribution of any funds pursuant to
this section.

8 3369-rr. Psilocybin services advisory board. 1. The psilocybin
services 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 fourteen voting appointed
nenbers, along with the follow ng nmenbers serving as non-voting ex-offi-
cio nenbers: (i) the conm 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 eight appointnents, the tenporary presi-
dent of the senate and the speaker of the assenbly shall each have three
appointnents to the board. Advisory board nenbers shall have statew de
geographic representation that is balanced and diverse in its conposi-
tion. Appointed nenbers shall have an expertise in public and behaviora
health, substance wuse disorder treatnment, effective rehabilitative
treatnment for adults and juveniles, honel essness and housi nhg, econonic
devel opnent . environnental conservation, job training and placenent,
crimnal justice, and drug policy. Further, the advisory board shal
include residents fromconmunities npst inpacted by psilocybin prohibi-
tion, people with prior drug convictions, the fornerly incarcerated. and
representatives from the farmng industry, psilocybin industry, and

organi zati ons serving communities inpacted by past federal and state

drug policies.
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 conmmttees and subcommttees
necessary for the operation of the board. A majority of the total nunber
of voting nenbers which the board would have were there no vacanci es,
shall constitute a guorum and shall be required for the board to conduct
business. Al neetings of the advisory board shall be conducted in
accordance with the provisions of article seven of the public officers
| aw.

6. Wthin the first two years of the establishment of the advisory
board, the board shall neet at |east once every two calendar nonths at a
tinme and place determ ned by the chairperson or a mpjority of the voting
nenbers of the board. After the first two vears, the advisory board
shall neet at |least once every calendar quarter at a tinme and place
deternmined by the chairperson or a majority of the voting nenbers of the
board. The advisory board may 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.

7. The advisory board shall have the follow ng duties:
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(a) Provide advice to the departnment regarding the provisions of this
title and nmke recommendations 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 Ilimted to addiction. depression, anxiety disorders
and end-of-life psychol ogical distress.

(b) Make recommendations to the departnent on the requirenents, spec-
ifications and guidelines for providing psilocybin services to a client,
i_ncl udi ng:

(i) The requirenents, specifications and guidelines for holding and
verifying the conpletion of a preparation session, an adninistration
session and an integration session; and

(ii) The <contents of the certified patient information formthat a
certified patient nust conplete and sign before the patient participates
in an adninistration session., giving particular consideration to:

(A) The information that should be solicited from the patient to
determi ne whether such patient should participate in the administration
session, including information that nay identify risk factors and
cont rai ndi cati ons;

(B) The information that should be solicited fromthe patient to
assist the psilocybin service center operator and the psilocybin service
facilitator in neeting any public health and safety standards and i ndus-
try best practices during the admnistration session; and

(C) The health and safety warnings and other disclosures that should
be made to the patient before such patient participates in the adm nis-
tration session.

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

(d) ©Meke recommendations to the departnent on the fornulation of a
code of professional conduct for psilocybin service facilitators, giving
particular consideration to a code of ethics.

(e) Make recommendations to the departnment on the education and train-
ing that psilocybin service facilitators nmust conplete, including but
not limted to whether such education and training should be available
through online resources. Gving particular consideration to:

(i) Facilitation skills that are affirm ng, non-judgnental and non-di -
rective;

(ii) Support skills for clients during an adninistration session.
including specialized skills for client safety and clients who nmay have
a nmental health condition;

(iii) The environnent in which psilocybin services should occur; and

(iv) Social and cultural considerations.

(f) Make recommendations to the departnment on the exanminations that
psilocybin service facilitators nust pass.

(g) Make recommendations to the departnent on public health and safe-
ty standards and industry best practices for holding and conpleting an
adni ni strati on session, including:

i) Whether group adm nistration sessions should be avail abl e;

(ii) Wiether certified patients should be able to access conmmon or
outside areas on the prenises of the psilocybin service center at which
the adninistration session is held;

(iii) The circunstances under which an administration session is
consi dered conplete; and

(iv) The transportation needs of the client after the conpletion of
the adninistration session.
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(h) In consultation with the departnent of agriculture and markets and
the departnent of environnental conservation, pronulgate necessary rules
and requl ati ons governing the safe production of psilocybin, including
environnental and energy standards and restrictions on the use of pesti-
cides and best practices for water and energy conservation.

(i) 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 twenty-one years of age and older in the
state for whom psil ocybin services nay be appropriate.

(i) Mnitor and study federal |aws, reqgulations and policies regarding
psi | ocybi n.

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 services grant programfund. 1. There is hereby
established in the joint custody of the conmi ssioner of health and the
conptroller a fund to be known as the "psilocybin services 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 of the fund, when allocated. shall be available pursuant to
section thirty-three hundred sixty-nine-gq of the public health | aw

4. Monies shall be payable fromthe fund on the audit and warrant of
the state conptroller on vouchers approved and certified by the comm s-
sioner of health.

8§ 3. The sumof two million dollars ($2,000,000), or so nuch thereof
as may be necessary, is hereby appropriated to the department of health
out of any noneys in the state treasury in the general fund to the cred-
it of the psilocybin services grant program not otherw se appropriated,
and nmade i medi ately available, for the purpose of carrying out the
provisions of this act. Such noneys shall be payable on the audit and
warrant of the conptroller on vouchers certified or approved by the
comm ssioner of health in the manner prescribed by |aw

8 4. This act shall take effect on the ninetieth day after it shal
have becone a | aw.




