Memorandum Date: June 28, 2022

Order Date:  July 12,2022

TO: Board of County Commissioners
DEPARTMENT: County Administration
PRESENTED BY: Alex Cuyler-Lane County Intergovernmental Relations

Manager

AGENDA ITEM TITLE: Discussion: Measure 109 Implementation and Associated Role of

Local Government

II.

111

MOTION

This item is for discussion only, and could (or could not) result in a further direction for
staff to engage in a formal process to evolve a Lane County Ordinance and subsequent
referral of that Ordinance to the voters of Lane County.

AGENDA ITEM SUMMARY

Measure 109 was passed by voters at the November 3, 2020 statewide election. It
authorized the Oregon Health Authority to create a program to permit licensed service
providers to administer psilocybin-producing mushroom and fungi products to individuals
21 years of age or older in conjunction with therapy. The measure includes a provision for
local governments to prohibit psilocybin production, psilocybin treatment (via “service
centers”) or both. In order to prohibit these activities the Measure requires the local
government to adopt an Ordinance which it then must refer to voters at the next General
Election. Given the Board’s calendar and election timelines, this memo summarizes the
possible next steps for Lane County.

BACKGROUND/IMPLICATIONS OF ACTION

A. Board Action and Other History
e The Lane County Board of Commissioners has never discussed Measure
109 in detail.
e The Board of Commissioners did adopt a recreational marijuana taxation
Ordinance that it referred to voters at the November 8, 2016 election
(passed)
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e Staff understand Coburg, Lowell, Dunes City, and Cottage Grove are
forwarding an opt-out Ordinance to its voters.

e Staff understands Linn County will forward an opt out Ordinance to its
voters.

e Staff understands that Commissioners Deschutes, Washington, Marion, and
Multnomah Counties are currently considering next steps.

B. Policy Issues

This issue does not neatly fit into any existing County Policy. Oregon is the first
state in the country to implement a therapy program that involves treatment in
conjunction with psilocybin. See the “Analysis” section for additional discussion
of land use and other issues.

C. Board Goals

This issue does not neatly fit into any existing County Policy. Oregon is the first
state in the country to implement a therapy program that involves freatment in
conjunction with psilocybin.

D. Financial and/or Resource Considerations

The Board should be aware that referring an issue to the voters of unincorporated
Lane County would require some additional work for the County Clerk in terms of
preparing the ballot and carrying out the election. These costs have not necessarily
been budgeted for.

E. Health Implications

For the purposes of this Discussion, there are not significant health implications.

F. Analysis

Measure 109 was presented to Oregon voters at the November, 2020 election and
passed with 56% of Oregon voters voting in the affirmative. In Lane County 60% of
voters approved of the measure, with 19 of 80 precincts voting to oppose.

Measure 109, once approved by voters, and was codified into law in ORS Chapter
475A. The Oregon Health Authority formed a new Psilocybin Services Section
within the Public Health Division to implement Measure 109. It is working to build
the regulatory framework for psilocybin services. As with many citizen initiatives,
the text of the measure has certain inconsistencies related to its construction that
may or may not be addressed by future Legislative Assemblies.

The Oregon Health Authority has two rulemaking procedures it is pursuing as a
result of passing the law; a set to address training programs and product testing it
has already promulgated, and a set to address everything else, which it has not yet
promulgated. It expects to finalize the second set of rules by December 31, 2022 so
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that it may be begin receiving applications for licensure on January 2, 2023.

OHA may issue four types of licensure:

Manufacturer-growing and harvesting the psitocybin product

Psilocybin Service Center-the place where a client purchases, consumes,
and experiences the effects of psilocybin under supervision of a facilitator.
Facilitator-an individual who meets with clients before, during, and after the
psilocybin session.

Tester-a laboratory that tests and certifies psilocybin products produced by a
manufacturer.

Summary information about M109

Unlike with the recreational marijuana program, counties are automatically
opted in to the psilocybin program. However, a governing body of a city or
county may adopt ordinances to be referred to the electors of the city or
county at the next statewide general election to allow or prohibit the
establishment of psilocybin production (cultivation), manufacturing
(processing / edibles) or service centers {(commercial land use).

If a county or city takes no action, it is automatically opted in to the program
under the regulations established in Measure 109 and subsequent
rulemaking.

Any individual 21-years or older may purchase, possess, and consume a
psilocybin product only at a psilocybin service center, and only under the
supervision of a psilocybin service facilitator.

Counties may adopt “reasonable” time, place, and manner regulations;
however, they cannot adopt separation distances that limit service centers
greater than 1,000 feet from one another

The program requires counties to sign a Land Use Compatibility Statement
(LUCS) that demonstrates that the requested license 1s for a land use that 1s
allowable as a permitted or conditional use within the given zoning
designation where the land is located. The LUCS must be provided within
21 days from the initial application.

Psilocybin-producing fungi is recognized as a crop for the purpose of a farm
use, a farm, and farming practice. Therefore, growing is permitted outright
on Exclusive Farm Use (EFU) land and if a county chooses, it can also be
recognized in other zones where farm or forest uses are allowed.
Psilocybin-producing fungi must be grown indoors.

Commercial activities in conjunction with farm use do not apply to growing
psilocybin. However, the operation of a psilocybin service center may be
carried on in conjunction with a psilocybin producing fungi crop on
Exclusive Farm Use land.

Service centers may not be located within 1,000 feet of elementary or
secondary schools (500 feet if there is a physical or geographic barrier).
Service centers may not be located in municipalities on lands zoned
exclusively for residential use. While the language in statute is less than

BCC MEMO DRAFT on M09 implementation.docx Page 3 of 5




G.

clear, it appears that service centers are not prohibited from residential zones
in unincorporated regions of counties.

Facilitators are required to pass an OHA exam. Possessing a medical license
is not required.

A psilocybin service center is not a health care facility subject to ORS
chapter 441.

Staff notes that several questions remain unanswered with respect to the
implementation of Measure 109:

The uncertainty around what the remaining OHA rulemaking will bring.
The uncetrtainty around sections of current law and whether the 2023
Legislature will undertake efforts to clarify the intent of the law.

The uncertainty about any federal response to the implementation of
Measure 109.

= Psilocybin is considered a Schedule 1 drug (Hallucinogenic) under
the US Code of Federal Regulations Title 21.

s The US Food and Drug Administration has designated psilocybin
therapy as a “breakthrough” therapy for treating depression, an
action that is meant to accelerate the typically slow process of drug
development and review. Additional clinical trials are continuing.

Alternatives/Options

The Board May:

Direct staff to schedule work on time, place, manner ordinances

Do nothing. This would mean ORS Chapter 475A and the OHA rulemaking o
become the operative framework.

Direct staff to begin work on an opt-out process (permanent or temporary). An
opt-out ordinance would take a minimum of two readings (separated by two
weeks) and must be referred to the Clerk by August 19, 2022. This would entail:

O

O
o]
Q

July 19, first reading

August 2 public hearing and second reading

August 9 (referral order)

If directed by the Board, could include the development of a Voter
Pamphlet Explanatory Statement Committee.

IV.  RECOMMENDATION

Staff is without recommendation on this issue.

V. TIMING/IMPLEMENTATION

See also the Alternative/Options section. In order to qualify for the November ballot,
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measures must be provided to the County Clerk’s office by August 19", and Explanatory
Statements (for the Statewide Voters Pamphlet) must be provided to the County Clerk’s
office by August 24,

VI  FOLLOW-UP

If the Board indicates it would like staff to move forward, staff will take the appropriate
steps to prepare the necessary documents; Draft Ordinance, and associated Board Orders,

VII.  ATTACHMENTS

Attachment A: Text of Measure 110
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RECEIVED

2 Jul 2019 4:39 PM

AN ACT

Be It Enacted by the People of the State of Oregon:

ELECTIONS DIVISION

SECTION 1. Findings. SECRETARY OF STATE

The People of the State of Oregon find that:

(1) Oregon has the one of the highest prevalence of mental illness among adults in the nation;
(2) An estimated one in every five adults in Oregon is coping with a mental health condition;
(3) The Governor has declared addiction as a public health crisis in this state;

(4) The 2019-2021 Governor’s Budget proposes spending over $2.8 billion on mental health and
behavioral health programs;

(6) Studies conducted by nationally and internationally recognized medical institutions indicate
that psilocybin has shown efficacy, tolerability, and safety in the treatment of a variety of mental
health conditions, including but not limited to addiction, depression, anxiety disorders, and end-
of-life psychological distress;

(6) The United States Food and Drug Administration has:

(a) Determined that preliminary clinical evidence indicates that psilocybin may demonstrate

substantial improvement over available therapies for treatment-resistant depression; and

(b) Granted a Breakthrough Therapy designation for a treatment that uses psilocybin as a therapy

for such depression;

(7) The Oregon Health Authority has direct supervision of all matters relating to the preservation
of life and health of the people of this state;

(8) During a two-year program development period, the authority should:

(a) Examine, publish, and distribute to the public available medical, psychological, and scientific
studies, research, and other information relating to the safety and efficacy of psilocybin in treating
mental health conditions; and

(b) Adopt rules and regulations for the eventual implementation of a comprehensive regulatory
framework that will allow persons 21 years of age and older in this state to be provided psilocybin

services; and

(9) An advisory board should be established within the authority for the purpose of advising and

making recommendations to the authority.



SECTION 2. Purposes of this 2020 Act.

(1) The People of the State of Oregon declare that the purposes of this 2020 Act are:

{a) To educate the people of this state about the safety and efficacy of psilocybin in treating mental
health conditions;

(b) To reduce the prevalence of mental illness among adults in this state, and to improve the

physical, mental, and social well-being of all people in this state;

(c) To develop a long-term strategic plan for ensuring that psilocybin services will become and
remain a safe, accessible and affordable therapeutic option for all persons 21 years of age and

older in this state for whom psilocybin may be appropriate;

(d) To protect the safety, welfare, health and peace of the people of this state by prioritizing this
state’s limited law enforcement resources in the most effective, consistent and rational way; and

(e) After a two-year program development period, to:

(A) Permit persons licensed, confrolled and regulated by this state to legally manufacture
psilocybin products and provide psilocybin sexvices to persons 21 years of age and older, subject
to the provisions of this 2020 Act; and

(B) Establish a comprehensive regulatory framework concerning psilocybin products and

psilocybin services under state law.

(2) The People of the State of Oregon intend that the provisions of this 2020 Act, together with
other provisions of state law, will:

(a) Prevent the distribution of psilocybin products to other persons who are not permitted to
possess psilocybin products under the provisions of sections 3 to 129 of this 2020 Act and rules
adopted under sections 3 to 129 of this 2020 Act, including but not limited to persons under 21
years of age; and

(b) Prevent the diversion of psilocybin products from this state to other states.

SECTION 3. Short title.

Sections 3 to 129 of this 2020 Act shall be known and may be cited as the Oregon Psilocybin

Services Act.

SECTION 4. Construction,




Sections 3 to 129 of this 2020 Act may not be construed:

(1} To require a government medical assistance program or private health insurer to reimburse a

person for costs associated with the use of psilocybin products;
(2) To amend or affect state or federal law pertaining to employment matters;
(3) To amend or affect state or federal law pertaining to landlord-tenant matters;

(4) To prohibit a recipient of a federal grant or an applicant for a federal grant from prohibiting
the manufacture, delivery, possession or use of psilocybin products to the extent necessary to

satisfy federal requirements for the grant;

(5) To prohibit a party to a federal contract or a person applying to be a party to a federal contract
from prohibiting the manufacture, delivery, possession or use of psilocybin products to the extent
necessary to comply with the terms and conditions of the contract or to satisty federal

requirements for the contract;
(6) To require a person to violate a federal law;
(7) To exempt a person from a federal law or obstruct the enforcement of a federal law; or

(8) To amend or affect state law, to the extent that a person does not manufacture, deliver, or
possess psilocybin products in accordance with the provisions of sections 3 to 129 of this 2020 Act
and rules adopted under sections 3 to 129 of this 2020 Act.

SECTION 5. Definitions.

As used in sections 3 to 129 of this 2020 Act:

(1) “Administration session” means a session held at a psilocybin service center at which a client
purchases, consumes, and experiences the effects of a psilocybin product under the supervision

of a psilocybin service facilitator.
(2) “Client” means an individual that is provided psilocybin services in this state.

(3) “Integration session” means a meeting between a client and a psilocybin service facilitator that

may occur after the client completes an administration session.

(4) “Legal entity” means a corporation, limited liability company, limited partnership, or other
legal entity that is registered with the office of the Secretary of State or with a comparable office

of another jurisdiction.

(5) “Licensee” means a person that holds a license issued under section 23, 26, 30 or 97 of this 2020
Act.




(6) “Licensee representative” means an owner, director, officer, manager, employee, agent or
other representative of a licensee, to the extent that the person acts in a representative capacity.

(7) “Manufacture” means the manufacture, planting, cultivation, growing, harvesting,
production, preparation, propagation, compounding, conversion or processing of a psilocybin
product, either directly or indirectly by extraction from substances of natural origin, or
independently by means of chemical synthesis, or by a combination of extraction and chemical
synthesis, and includes any packaging or repackaging of the psilocybin product or labeling or

relabeling of its container.

{8)(a) “Premises” includes the following areas of a location licensed under sections 3 to 129 of this
2020 Act:

(A) All public and private enclosed areas at the location that are used in the business operated at

the location, including offices, kitchens, rest rooms and storerooms;

(B) All areas outside a building that the Oregon Health Authority has specifically licensed for the
manufacturing of psilocybin products or the operation of a psilocybin service center; and

(C) For a location that the authority has specifically licensed for the operation of a psilocybin
service center outside a building, that portion of the location used to operate the psilocybin

service center and provide psilocybin services to clients.
(b) “Premises” does not include a primary residence.

(9) “Preparation session” means a meeting between a client and a psilocybin service facilitator
that must occur before the client participates in an administration session.

(10) “Psilocybin” means psilocybin or psilocir.

(11) “Psilocybin product manufacturer” means a person that manufactures psilocybin products
in this state.

(12){a) “Psilocybin products” means:

(A) Psilocybin-producing fungi; and

(B) Mixtures or substances containing a detectable amount of psilocybin.
(b) “Psilocybin products” does not include psilocybin services.

(13} “Psilocybin service center” means an establishment:

(a) At which administration sessions are held; and

(b) At which other psilocybin services may be provided.

(14} “Psilocybin service center operator” means a person that operates a psilocybin service center

in this state,



(15) “Psilocybin service facilitator” means an individual that facilitates the provision of psilocybin
services in this state,

(16) “Psilocybin services” means services provided to a client before, during, and after the client’s

consumption of a psilocybin product, including:
(a) A preparation session;

{b) An administration session; and

{c} An integration session.

(17} “Two-year program development period” means the period beginning on January 1, 2021
and ending no later than December 31, 2022.

OREGON PSILOCYBIN ADVISORY BOARD

SECTION 6. Members; terms; meetings; compensation.

(1)(a) The Oregon Psilocybin Advisory Board is established within the Oregon Health Authority
for the purpose of advising and making recommendations to the authority. The Oregon

Psilocybin Advisory Board shall consist of:

(A) Fourteen to sixteen members appointed by the Governor as specified in paragraph (b) of
this subsection;

(B} The Public Health Director or the Public Health Director’s designee;

(C) If the Public Health Director is not the State Health Officer, the State Health Officer or a
physician licensed under ORS chapter 677 acting as the State Health Officer’s designee;

(D) If the Public Health Director is the State Health Officer, a representative from the Oregon
Health Authority who is familiar with public health programs and public health activities in
this state; and

(E) A designee of the Oregon Health Policy Board.

{b) The Governor shall appoint the following individuals to the board:

(A) Any four of the following:

(i) A state employee who has technical expertise in the field of public health;

(ii) A local health officer, as defined in ORS 431.003;




(iii) An individual who is a member of, or who represents, a federally recognized Indian tribe in
this state;

(iv) An individual who is a member of, or who represents, the Addictions and Mental Health
Planning and Advisory Council within the authority;

(v) An individual who is a member of, or who represents, the Health Equity Policy Committee
within the authority;

(vi) An individual who is a member of, or who represents, the Palliative Care and Quality of
Life Interdisciplinary Advisory Council within the authority; and

(vii) An individual who represents individuals who provide public health services directly to
the public;

(B) A psychologist licensed under ORS chapter 675 who has professional experience engaging
in the diagnosis or treatment of a mental, emotional, or behavioral condition;

(C) A physician licensed under ORS chapter 677 who holds a degree of Doctor of Medicine;
(D) A naturopathic physician licensed under ORS chapter 685;

(E) An expert in the field of public health who has a background in academia;

(F) Any three of the following:

(i) A person who has professional experience conducting scientific research regarding the use of
psychedelic compounds in clinical therapy;

(ii) A person who has experience in the field of mycology;

(iif) A person who has experience in the field of ethnobotany;

{iv) A person who has experience in the field of psychopharmacology; and
{(v) A person who has experience in the field of psilocybin harm reduction;

(G) A person representing the Oregon Liquor Control Commission who has experience working
with the system developed and maintained by the commission under ORS 475B.177 for tracking

the transfer of marijuana items;

(H) A person representing the Oregon Department of Justice; and
(I) The following:

(1) During the two-year program development period:

(I) One of the chief petitioners of this 2020 Act; and

(IT) One or two at-large members; and



(ii) After the two-year program development period, one, two, or three at-large members.

(2)(a) The term of office for a board member appointed under this section is four years, but a
member sexves at the pleasure of the Governor. Before the expiration of the term of a member,
the Governor shall appoint a successor whose term begins on January 1 next following. A
member is eligible for reappointment. If there is a vacancy for any cause, the Governor shall

make an appointment to become immediately effective for the unexpired term.

{b) Members of the board described in subsection (1){a){(B) to (E) of this section are nonvoting ex

officio members of the board.

(3) A majority of the voting members of the board constitutes a quorum for the transaction of

business.

{(4) Official action by the board requires the approval of a majority of the voting members of the
board.

(5) The board shall elect one of its voting members to serve as chairperson.

(6) During the two-year program development period, the board shall meet at least once every
two calendar months at a time and place determined by the chairperson or a majority of the
voting members of the board. After the two-year program development period, the board shall
meet at least once every calendar quarter at a time and place determined by the chairperson or a
majority of the voting members of the board. The board also may meet at other times and
places specified by the call of the chairperson or of a majority of the voting members of the
board.

(7} The board may adopt rules necessary for the operation of the board.

(8) The board may establish committees and subcommittees necessary for the operation of the
board.

{9) Members of the board are entitled to compensation and expenses as provided in ORS
292.495.

SECTION 7. Duties of Oregon Psilocybin Advisory Board.

The Oregon Psilocybin Advisory Board shall:

(1) Provide advice to the Oregon Health Authority with respect to the administration of sections
3 to 129 of this 2020 Act;

(2) Make recommendations to the authority on available medical, psychological, and scientific
studies, research, and other information relating to the safety and efficacy of psilocybin in treating




mental health conditions, including but not limited to addiction, depression, anxiety disorders,

and end-of-life psychological distress;

(3) Make recommendations to the authority on the requirements, specifications and guidelines
for providing psilocybin services to a client, including;:

(a) The requirements, specifications and guidelines for holding and verifying the completion of a

preparation session, an administration session, and an integration session; and

(b) The contents of the client information form that a client must complete and sign before the
client participates in an administration session, giving particular consideration to:

(A) The information that should be solicited from the client to determine whether the client
should participate in the administration session, including information that may identify risk

factors and contraindications;

(B) The information that should be solicited from the client to assist the psilocybin service center
operator and the psilocybin service facilitator in meeting any public health and safety standards
and industry best practices during the administration session; and

(C) The health and safety warnings and other disclosures that should be made to the client before
the client participates in the administration session.

(4) Make recommendations to the authority on public health and safety standards and industry
best practices for each type of licensee under sections 3 to 129 of this 2020 Act;

(5) Make recommendations to the authority on the formulation of a code of professional conduct
for psilocybin service facilitators, giving particular consideration to a code of ethics;

(6) Make recommendations to the authority on the education and training that psilocybin service

facilitators must complete:

(a) Giving particular consideration to:

(A) Facilitation skills that are affirming, non-judgmental, and non-directive;

(B) Support skills for clients during an administration session, including specialized skills for:
(i} Client safety; and

(ii) Clients who may have a mental health condition;

(C) The environment in which psilocybin services should occur; and

(D} Social and cultural considerations; and

{(b) Including whether such education and training should be available through online resources;



(7) Make recommendations to the authority on the examinations that psilocybin service

facilitators must pass;

(8) Make recommendations to the authority on public health and safety standards and industry
best practices for holding and completing an administration session, including:

{a) Whether group administration sessions should be available;

{b) Whether clients should be able to access common or outside areas on the premises of the
psilocybin service center at which the administration session is held;

(¢) The circumstances under which an administration session is considered complete; and
(d) The transportation needs of the client after the completion of the administration session;

(9) Develop a long-term strategic plan for ensuring that psilocybin services will become and
remain a safe, accessible and affordable therapeutic option for all persons 21 years of age and
older in this state for whom psilocybin may be appropriate;

(10) Monitor and study federal laws, regulations and policies regarding psilocybin; and

(11) Attempt to meet with the United States Attorney’s Office for the District of Oregon to discuss
this 2020 Act and potential federal enforcement policies regarding psilocybin in Oregon after the
expiration of the two-year program development period.

POWERS AND DUTIES OF OREGON HEALTH AUTHORTY

SECTION 8. General powers and duties; rules.

(1) The Oregon Health Authority has the duties, functions and powers specified in sections 3 to
129 of this 2020 Act and the powers necessary or proper to enable the authority to carry out the
authority’s duties, functions and powers under sections 3 to 129 of this 2020 Act. The jurisdiction,
supervision, duties, functions and powers of the authority extend to any person that produces,
processes, transports, delivers, sells or purchases a psilocybin product in this state or that
provides a psilocybin service in this state. The authority may sue and be sued.

(2) The duties, functions and powers of the authority specified in sections 3 to 129 of this 2020 Act
include the following:

(a) To examine, publish, and distribute to the public available medical, psychological, and
scientific studies, research, and other information relating to the safety and efficacy of psilocybin
in treating mental health conditions, including but not limited to addiction, depression, anxiety
disorders, and end-of-life psychological distress.




(b} After the two-year program development period:

(A} To regulate the manufacturing, transportation, delivery, sale and purchase of psilocybin
products and the provision of psilocybin services in this state in accordance with the provisions
of sections 3 to 129 of this 2020 Act;

(B) To issue, renew, suspend, revoke or refuse to issue or renew licenses for the manufacturing
or sale of psilocybin products, the provision of psilocybin services, or other licenses related to the
consumption of psilocybin products, and to permit, in the authority’s discretion, the transfer of a

license between persons; and

(C) To regulate the use of psilocybin products and psilocybin services for other purposes as

deemed necessary or appropriate by the authority.

(¢) To adopt, amend or repeal rules as necessary to carry out the intent and provisions of sections
3 to 129 of this 2020 Act, including rules that the authority considers necessary to protect the
public health and safety.

(d) To exercise all powers incidental, convenient or necessary to enable the authority to
administer or carry out the provisions of sections 3 to 129 of this 2020 Act or any other law of this
state that charges the authority with a duty, function or power related to psilocybin products and
psilocybin services. Powers described in this paragraph include, but are not limited to:

(A) Issuing subpoenas;

(B) Compelling the attendance of witnesses;
(C) Administering oaths;

(D)} Certitying official acts;

(E) Taking depositions as provided by law;

(F) Compelling the production of books, payrolls, accounts, papers, records, documents and
testimony; and

(G) Establishing fees in addition to the application, licensing and renewal fees described in
sections 23, 26, 30 and 97 of this 2020 Act, provided that any fee established by the authority is
reasonably calculated not to exceed the cost of the activity for which the fee is charged.

{e) To adopt rules prohibiting advertising psilocybin products to the public.

(f) To adopt rules regulating and prohibiting advertising psilocybin services in a manner:
(A} That is appealing to minors;

(B) That promotes excessive use;

(C) That promotes illegal activity;



(D) That violates the code of professional conduct for psilocybin service facilitators formulated

by the authority; or
(E) That otherwise presents a significant risk to public health and safety.

(3) The authority may not require that a psilocybin product be manufactured by means of
chemical synthesis.

(4) The authority may not require a client to be diagnosed with or have any particular medical
condition as a condition to being provided psilocybin services.

(5) Fees collected pursuant to subsection (2}(d)(G) of this section shall be deposited in the
Psilocybin Control and Regulation Fund established under section 69 of this 2020 Act.

SECTION 9. Authority to purchase, possess, seize, transfer fo licensee or dispose of

psilocybin products.

Subject to any applicable provision of ORS chapter 183, the Oregon Health Authority may
purchase, possess, seize, transfer to a licensee or dispose of psilocybin products as is necessary
for the authority to ensure compliance with and enforce the provisions of sections 3 to 129 of this
2020 Act and any rule adopted under sections 3 to 129 of this 2020 Act.

TWO-YEAR PROGRAM DEVELOPMENT PERIOD

SECTION 10. No licenses.

Unless the Legislative Assembly provides otherwise, the Oregon Health Authority may not issue
any licenses under sections 3 to 129 of this 2020 Act during the two-year program development
period.

SECTION 11. Oregon Psilocybin Advisory Board; dates.

(1) On or before February 28, 2021, the Governor shall appoint the individuals specified in
subsection (1){b) of section 6 of this 2020 Act to the Oregon Psilocybin Board.

(2) On or before March 31, 2021, the board shall hold its first meeting at a time and place specified
by the Governor.

(3) On or before June 30, 2021, and from time to time after such date, the board shall submit its
findings and recommendations to the Oregon Iealth Authority on available medical,
psychological, and scientific studies, research, and other information relating to the safety and




efficacy of psilocybin in treating mental health conditions, including but not limited to addiction,

depression, anxiety disorders, and end-of-life psychological distress.
{(4) On or before June 30, 2022, the board shall submit its findings and recommendations:
{a) For rules and regulations for the implementation of sections 3 to 129 of this 2020 Act;

(b) For a long-term strategic plan for ensuring that psilocybin services will become and remain a
safe, accessible and affordable therapeutic option for all persons 21 years of age and older in this
state for whom psilocybin may be appropriate; and

(¢) With respect to federal laws, regulations and policies regarding psilocybin.

SECTION 12. Oregon Health Authority: dates.

(1) On or before July 31, 2021, and from time to time after such date, the Oregon Health Authority
shall publish and distribute to the public available medical, psychological, and scientific studies,
research, and other information relating to the safety and efficacy of psilocybin in treating mental
health conditions, including but not limited to addiction, depression, anxiety disorders, and end-
of-life psychological distress.

(2) On or before December 31, 2022, the authority shall prescribe forms and adopt such rules and
regulations as the authority deems necessary for the implementation of sections 3 to 129 of this
2020 Act.

APPLICATION PROCESS AND LICENSES

SECTION 13. Date,

On or before January 2, 2023, the Oregon Health Authority shall begin receiving applications for
the licensing of persons to:

(1) Manufacture psilocybin products;
(2) Operate a psilocybin service center;
(3) Facilitate psilocybin services; and

(4) Test psilocybin products.

SECTION 14. Application process for all licensees; rules,




(1) Except as provided in subsection (2) of this section, an applicant for a license or renewal of a
license issued under sections 3 to 129 of this 2020 Act shall apply to the Oregon Health Authority
in the form required by the authority by rule, showing the name and address of the applicant,
location of the premises that is to be operated under the license and other pertinent information
required by the authority. The authority may not issue or renew a license until the applicant has
complied with the provisions of sections 3 to 129 of this 2020 Act and rules adopted under sections
3 to 129 of this 2020 Act.

(2) The authority may reject any application that is not submitted in the form required by the
authority by rule. The authority shall give applicants an opportunity to be heard if an application
is rejected. A hearing under this subsection is not subject to the requirements for contested case

proceedings under ORS chapter 183.

(3) Except as provided in subsection (2) of this section, a revocation of, or a refusal to issue or
renew, a license issued under sections 3 to 129 of this 2020 Act is subject to the requirements for

contested case proceedings under ORS chapter 183.

(4) An applicant for a facilitator license or renewal of a facilitator license issued under section 30

of this 2020 Act need not show the location of any premises.

SECTION 15. Grounds for refusing to issue license or issuing restricted license.

(1) The Oregon Health Authority may not license an applicant under the provisions of sections 3
to 129 of this 2020 Act if the applicant is under 21 years of age.

(2) The authority may refuse to issue a license or may issue a restricted license to an applicant
under the provisions of sections 3 to 129 of this 2020 Act if the authority makes a finding that the

applicant:

(a) Has not completed any education or training required by the provisions of sections 3 to 129 of
this 2020 Act or rules adopted under sections 3 to 129 of this 2020 Act.

(b} Has not passed any examination required by the provisions of sections 3 to 129 of this 2020
Act or rules adopted under sections 3 to 129 of this 2020 Act.

(c) Is in the habit of using alcoholic beverages, habit-forming drugs, or controlled substances to

excess.
(d) Has made false statements to the authority.

{e) Is incompetent or physically unable to carry on the management of the establishment

proposed to be licensed.




(f) Has been convicted of violating a federal law, state law or local ordinance if the conviction is
substantially related to the fitness and ability of the applicant to lawfully carry out activities under

the license.
(%) Is not of good repute and moral character.

(h) Does not have a good record of compliance with sections 3 to 129 of this 2020 Act or any rule
adopted under sections 3 to 129 of this 2020 Act.

(i) Is not the legitimate owner of the premises proposed to be licensed, or has not disclosed that
other persons have ownership interests in the premises proposed to be licensed.

(j) Has not demonstrated financial responsibility sufficient to adequately meet the requirements

of the premises proposed to be licensed.

(k) Is unable to understand the laws of this state relating to psilocybin products, psilocybin
services, or the rules adopted under sections 3 to 129 of this 2020 Act.

(3) Notwithstanding subsection (2)(f) of this section, in determining whether to issue a license or
a restricted license to an applicant, the authority may not consider the prior conviction of the
applicant or any owner, director, officer, managet, employee, agent or other representative of the

applicant for:

(a) The manufacture of psilocybin or the manufacture of a marijuana item, as defined in ORS
475B.015, if:

(A) The date of the conviction is two or more years before the date of the application; and

(B) The person has not been convicted more than once for the manufacture of psilocybin or a

marijuana item; or

{(b) The possession of a controlled substance, as defined in ORS 475.005, or a marijuana item, as
defined in ORS 475B.015, if:

(A) The date of the conviction is two or more years before the date of the application; or

(B) The person has not been convicted more than once for the possession of a controlled substance

or a marijuana item.

SECTION 16, Authority to require fingerprints of applicants and other individuals.

For the purpose of requesting a state or nationwide criminal records check under ORS 181A.195,
the Oregon Health Authority may require the fingerprints of any individual listed on an
application submitted under section 14 of this 2020 Act. The powers conferred on the authority
under this section include the power to require the fingerprints of:



(1) If the applicant is a limited partnership, each general partner of the limited partnership;

(2) If the applicant is a manager-managed limited liability company, each manager of the limited
liability company;

(3} If the applicant is a member-managed limited liability company, each voting member of the

limited liability company;
(4) If the applicant is a corporation, each director and officer of the corporation; and

(5) Any individual who holds a financial interest of 10 percent or more in the person applying for
the license,

SECTION 17. Properties of license,

A license issued under sections 3 to 129 of this 2020 Act:
(1} Is a personal privilege.

(2) Is renewable in the manner provided in section 14 of this 2020 Act, except for a cause that
would be grounds for refusal to issue the license under section 15 of this 2020 Act.

(3) Is revocable or suspendible as provided in section 64 of this 2020 Act.

(4) Except for a license issued to a psilocybin service facilitator under section 30 of this 2020 Act,
is transferable from the premises for which the license was originally issued to another premises
subject to the provisions of sections 3 to 129 of this 2020 Act, applicable rules adopted under
sections 3 to 129 of this 2020 Act and applicable local ordinances.

(5) If the license was issued to an individual, expires upon the death of the licensee, except as
provided in section 51 of this 2020 Act.

{6) Does not constitute property.
{7) Is not alienable.
{8) Is not subject to attachment or execution.

(9) Does not descend by the laws of testate or intestate devolution.

SECTION 18. Duties of Oregon Health Authority with respect to issuing licenses.

(1) The Oregon Health Authority shall approve or deny an application to be licensed under
sections 3 to 129 of this 2020 Act. Upon receiving an application under section 14 of this 2020 Act,
the authority may not unreasonably delay processing, approving or denying the application or,
if the application is approved, issuing the license.




(2) The licenses described in sections 3 to 129 of this 2020 Act must be issued by the authority,
subject to the provisions of sections 3 to 129 of this 2020 Act and rules adopted under sections 3
to 129 of this 2020 Act.

(3) The authority may not license a premises that does not have defined boundaries. A premises
does not need to be enclosed by a wall, fence or other structure, but the authority may require a
premises to be enclosed as a condition of issuing or renewing a license. The authority may not

license a mobile premises.

SECTION 19. Duty to request land use compatibility statement.

(1) Prior to receiving a license under section 23 or 26 of this 2020 Act, an applicant shall request a
land use compatibility statement from the city or county that authorizes the land use. The land
use compatibility statement must demonstrate that the requested license is for a land use that is
allowable as a permitted or conditional use within the given zoning designation where the land
is located. The Oregon Health Authority may not issue a license if the land use compatibility
statement shows that the proposed land use is prohibited in the applicable zone.

{2} Except as provided in subsection (3) of this section, a city or county that receives a request for
a land use compatibility statement under this section must act on that request within 21 days of:

(a) Receipt of the request, if the land use is allowable as an outright permitted use; or
(b) Final local permit approval, if the land use is allowable as a conditional use.

(3) A city or county that receives a request for a land use compatibility statement under this
section is not required to act on that request during the period that the authority discontinues
licensing those premises pursuant to section 128(4) of this 2020 Act.

(4) A city or county action concerning a land use compatibility statement under this section is not
a land use decision for purposes of ORS chapter 195, 196, 197, 215 or 227.

LICENSEES IN GENERAL

SECTION 20. Lawful manufacture, delivery, and possession of psilocybin products.

Licensees and licensee representatives may manufacture, deliver and possess psilocybin products
subject to the provisions of sections 3 to 129 of this 2020 Act and rules adopted under sections 3
to 129 of this 2020 Act. The manufacture, delivery or possession of psilocybin products by a
licensee or a licensee representative in compliance with sections 3 to 129 of this 2020 Act and rules



adopted under sections 3 to 129 of this 2020 Act does not constitute a criminal or civil offense
under the laws of this state.

SECTION 21. Restriction on financial interests in multiple licensees.

An individual may not have a financial interest in:
(1) More than one psilocybin product manufacturer; or

(2) More than five psilocybin service center operators.

SECTION 22, Authority to hold multiple licenses.

Subiject to section 21 of this 2020 Act:

(1) A person may hold multiple service center operator licenses under section 26 this 2020 Act;

and

(2) A person may hold both a manufacturer license under section 23 this 2020 Act and a service
center operator license under section 26 this 2020 Act at the same or different premises.

LICENSE TO MANUFACTURE PSILOCYBIN PRODUCTS

SECTION 23. Manufacturer license; fees; rules.

(1) The manufacture of psilocybin products is subject to regulation by the Oregon Health
Authority.

(2) A psilocybin product manufacturer must have a manufacturer license issued by the authority
for the premises at which the psilocybin products are manufactured. To hold a manufacturer
license issued under this section, a psilocybin product manufacturer:

{a) Must apply for a license in the manner described in section 14 of this 2020 Act;
(b) Must provide proof that the applicant is 21 years of age or older;
(c) Must, until January 1, 2025:

(A) If the direct owner of the business operating or to be operated under the license is a legal
entity, provide proof that more than 50 percent of the shares, membership interests, partmership
interests, or other ownership interests of the legal entity are held, directly or indirectly, by one or
more individuals who have been residents of this state for two or more years;




(B) If the direct owner of the business operating or to be operated under the license is a
partnership that is not a legal entity, provide proof that more than 50 percent of the partnership
interests of the partnership are held, directly or indirectly, by one or more individuals who have
been residents of this state for two or more years; and

(C) If the direct owner of the business operating or to be operated under the license is an
individual, provide proof that the individual has been a resident of this state for two or more

years; and

(d) Must meet the requirements of any rule adopted by the authority under subsections (3) and
(4) of this section.

(3)(a) If the applicant is not the owner of the premises at which the psilocybin is to be
manufactured, the applicant shall submit to the authority signed informed consent from the
owner of the premises o manufacture psilocybin at the premises.

(b) The authority may adopt rules regarding the informed consent described in this subsection.
(4) The authority shall adopt rules that:

(a) Require a psilocybin product manufacturer to annually renew a license issued under this

section;

(b} Establish application, licensure and renewal of licensure fees for psilocybin product

manufacturers; and

{¢) Require psilocybin products manufactured by psilocybin product manufacturers to be tested
in accordance with section 96 of this 2020 Act.

(5) Fees adopted under subsection (4)(b) of this section:

(a) May not exceed, together with other fees collected under sections 3 to 129 of this 2020 Act, the
cost of administering sections 3 to 129 of this 2020 Act; and

{(b) Shall be deposited in the Psilocybin Control and Regulation Fund established under section
69 of this 2020 Act.

SECTION 24, Psilocybin product manufacturers; endorsements,

(1) The Oregon Health Authority shall adopt rules that designate different types of
manufacturing activities. A psilocybin product manufacturer may only engage in a type of
manufacturing activity if the psilocybin product manufacturer has received an endorsement from

the authority for that type of manufacturing activity.

(2) An applicant must request an endorsement upon submission of an initial application but may
also request an endorsement at any time following licensure.



{3) Only one application and license fee is required regardless of how many endorsements an

applicant or licensee requests or at what time the request is made.
(4) A psilocybin product manufacturer licensee may hold multiple endorsements.

(5) The authority may deny a psilocybin product manufacturer’s request for an endorsement or
revoke an existing endorsement if the psilocybin product manufacturer cannot or does not meet
the requirements for the endorsement that is requested. If the authority denies or revokes
approval the psilocybin product manufacturer has a right to a hearing under the procedures of
ORS chapter 183.

SECTION 25. Psiloeybin product guantities; rules.

The Oregon Health Authority shall adopt rules restricting the quantities of psilocybin products
at premises for which a license has been issued under section 23 of this 2020 Act. In adopting
rules under this section, the authority shall take into consideration the demand for psilocybin
services in this state, the number of psilocybin product manufacturers applying for a license
under section 23 of this 2020 Act, the mumber of psilocybin product manufacturers that hold a
license issued under section 23 of this 2020 Act and whether the availability of psilocybin
products in this state is commensurate with the demand for psilocybin services.

LICENSE TO OPERATE PSILOCYBIN SERVICE CENTER

SECTION 26. Service center operator license; fees; rules.

(1)(a) The operation of a psilocybin service center is subject to regulation by the Oregon Health
Authority.

(b) A psilocybin service center is not a health care facility subject to ORS chapter 441.

(2) A psilocybin service center operator must have a service center operator license issued by the
authority for the premises at which psilocybin services are provided. To hold a service center
operator license under this section, a psilocybin service center operator:

(a) Must apply for a license in the manner described in section 14 of this 2020 Act;
{(b) Must provide proof that the applicant is 21 years of age or older;
{c) Must, until January 1, 2025:

(A} If the direct owner of the business operating or to be operated under the license is a legal
entity, provide proof that more than 50 percent of the shares, membership interests, parinership




interests, or other ownership interests of the legal entity are held, directly or indirectly, by one or
more individuals who have been residents of this state for two or more years;

(B) If the direct owner of the business operating or to be operated under the license is a
partnership that is not a legal entity, provide proof that more than 50 percent of the partnership
interests of the partnership are held, directly or indirectly, by one or more individuals who have
been residents of this state for two or more years; and

(C) If the direct owner of the business operating or to be operated under the license is an
individual, provide proof that the individual has been a resident of this state for two or more

years;
(d) Must ensure that the psilocybin service center is located in an area that is not:
(A) Within the limits of an incorporated city or town; and

(B) Zoned exclusively for residential use;

{e) Except as provided in section 27 of this 2020 Act, must ensure that the psilocybin service center
is not located within 1,000 feet of;

(A) A public elementary or secondary school for which attendance is compulsory under ORS
339.020; or

(B) A private or parochial elementary or secondary school, teaching children as described in ORS
339.030 (1)(a); and

(f) Must meet the requirements of any rule adopted by the authority under subsection (3) of this

section.
(3) The authority shall adopt rules that:

(a) Require a psilocybin service center operator to annually renew a license issued under this

section;

(b) Establish application, licensure and renewal of licensure fees for psilocybin service center

operators;

{c) Require psilocybin products sold by a psilocybin service center operator to be tested in
accordance with section 96 of this 2020 Act; and

(d) Require a psilocybin service center operator to meet any public health and safety standards
and industry best practices established by the authority by rule.

(4) Fees adopted under subsection (3)(b) of this section:

(a) May not exceed, together with other fees collected under sections 3 to 129 of this 2020 Act, the
cost of administering sections 3 to 129 of this 2020 Act; and



(b) Shall be deposited in the Psilocybin Control and Regulation Fund established under section
69 of this 2020 Act.

SECTION 27. Proximity of psilocybin service center fo school.

Notwithstanding subsection 2(e) of section 26 of this 2020 Act, a psilocybin service center may be
located within 1,000 feet of a school if:

{1) The psilocybin service center is not located within 500 feet of:

(a) A public elementary or secondary school for which attendance is compulsory under ORS
339.020; or

(b) A private or parochial elementary or secondary school, teaching children as described in ORS
339.030 (1}a); and

(2) The Oregon Health Authority determines that there is a physical or geographic barrier capable
of preventing children from traversing to the premises of the psilocybin service center.

SECTION 28. Establishiment of school after issuance of license,

If a school described in subsection 2{e) of section 26 of this 2020 Act that has not previously been
attended by children is established within 1,000 feet of a premises for which a license has been
issued under section 26 of this 2020 Act, the psilocybin service center operator located at that
premises may remain at that location unless the Oregon Health Authority revokes the license of
the psilocybin service center operator under section 64 of this 2020 Act.

SECTION 29, Recquirement to verify person’s age: rules.

The Oregon Health Authority may adopt rules establishing the circumstances under which the
authority may require a psilocybin service center operator that holds a license issued under
section 26 of this 2020 Act to use an age verification scanner or any other equipment used to verify
a person’s age for the purpose of ensuring that the psilocybin service center operator does not seli
psilocybin products to a person under 21 years of age. Information obtained under this section
may not be retained after verifying a person’s age and may not be used for any purpose other

than verifying a person’s age.

LICENSE TO FACILITATE PSILOCYBIN SERVICES




SECTION 30. Facilitator license; fees; rules.

(1) The facilitation of psilocybin services is subject to regulation by the Oregon Health Authority.

(2) A psilocybin service facilitator must have a facilitator license issued by the authority. To hold

a facilitator license issued under this section, a psilocybin service facilitator:
{a) Must apply for a license in the manner described in section 14 of this 2020 Act;
(b) Must provide proof that the applicant is 21 years of age or older;

(c) Must, until January 1, 2025, provide proof that the applicant has been a resident of this state
for two or more years;

(d) Must have a high school diploma or equivalent education;

(e) Must submit evidence of completion of education and training prescribed and approved by
the authority;

(f) Must have passed an examination approved, administered or recognized by the authority; and

(g) Must meet the requirements of any rule adopted by the authority under subsection (4) of this
section.

{(3) The authority may not require a psilocybin service facilitator to have a degree from a

university, college, post-secondary institution, or other institution of higher education.
{(4) The authority shall adopt rules that:
(a) Require a psilocybin service facilitator to annually renew a license issued under this section;

(b) Establish application, licensure and renewal of licensure fees for psilocybin service facilitators;

and

{c) Require a psilocybin service facilitator to meet any public health and safety standards and
industry best practices established by the authority by rule.

(5) Fees adopted under subsection (4)(b) of this section:

(a) May not exceed, together with other fees collected under sections 3 to 129 of this 2020 Act, the
cost of administering sections 3 to 129 of this 2020 Act; and

(b) Shall be deposited in the Psilocybin Control and Regulation Fund established under section
69 of this 2020 Act.

(6} A psilocybin service facilitator may be, but need not be, an employee, manager, director,
officer, partner, member, shareholder, or direct or indirect owner of one or more psilocybin

service center operators.



(7) A license issued to a psilocybin service facilitator under this section is not limited to any one

Or 1more pIEIl'liSES.

SECTION 31. Examinations; rules.

The Cregon Health Authority shall offer an examination for applicants for licenses to facilitate
psilocybin services at least twice a year. An applicant who fails any part of the examination may
retake the failed section in accordance with rules adopted by the authority.

SECTION 32. Requirement to verify person’s age: rules.

The Oregon Health Authority may adopt rules establishing the circumstances under which the
authority may require a psilocybin service facilitator that holds a license issued under section 30
of this 2020 Act to use an age verification scanner or any other equipment used to verify a person’s
age for the purpose of ensuring that the psilocybin service facilitator does not provide psilocybin
services to a person under 21 years of age. Information obtained under this section may not be
retained after verifying a person’s age and may not be used for any purpose other than verifying

a person’s age.

PSILOCYBIN SERVICES

SECTION 33. Psilocybin services.

The Oregon Health Authority shall adopt by rule the requirements, specifications and guidelines
for:

(1) Providing psilocybin services to a client;
(2) Holding and verifying the completion of a preparation session;

(3) Having a client complete, sign, and deliver a client information form to a psilocybin service

center operator and a psilocybin service facilitator;
(4) Holding and verifying the completion of an administration session; and

(5) Holding and verifying the completion of an integration session.

SECTION 34. Preparation session.




(1) Before a client participates in an administration session, the client must attend a preparation

session with a psilocybin service facilitator.
(2) A preparation session may be, but need not be, held at a psilocybin service center.

(3) If a preparation session is completed in accordance with all applicable requirements,
specifications and guidelines, as determined by the Oregon Health Authority, the psilocybin
service facilitator must certify, in a form and manner prescribed by the authority, that the client
completed the preparation session.

SECTION 35. Client information form.

(1) Before a client participates in an administration session:

(a) The client must complete and sign a client information form, in a form and manner prescribed
by the Oregon Health Authority; and

(b) A copy of the completed and signed client information form must be delivered to:

(A) The psilocybin service center operator that operates the psilocybin service center at which the

administration session is to be held; and

(B) The psilocybin service facilitator that will supervise the administration session.
(2) The client information form:

(a) Will solicit from the client such information as may be necessary:

(A) To enable a psilocybin service center operator and a psilocybin service facilitator to determine
whether the client should participate in an administration session, including information that

may identify risk factors and contraindications; and

(B) If s0, to assist the psilocybin service center operator and the psilocybin service facilitator in
meeting any public health and safety standards and industry best practices during the

administration session; and

(b) Will contain such health and safety warnings and other disclosures to the client as the

authority may prescribe.

SECTION 36. Administration session,

(1) After a client completes a preparation session and completes and signs a client information

form, the client may participate in an administration session.

(2) An administration session must be held at a psilocybin service center.



(3) If an administration session is completed in accordance with all applicable requirements,
specifications and guidelines, as determined by the Oregon Health Authority, the psilocybin
service facilitator must certify, in a form and manner prescribed by the authority, that the client

completed the administration session.

SECTION 37. Integration session.

(1) After a client completes an administration session, the psilocybin service facilitator who
supervised the administration session must offer the client an opportunity to participate in an

integration session. The client may, but need not, participate in an integration session.
(2) An integration session may be, but need not be, held at a psilocybin service center.

(3) If an integration session is completed in accordance with all applicable requirements,
specifications and guidelines, as determined by the Oregon Health Authority, the psilocybin
service facilitator must certify, in a form and manner prescribed by the authority, that the client

completed the integration session.

SECTION 38. Protections on reliance on client information form.

(1) If a client information form is offered as evidence in any administrative or criminal
prosecution of a licensee or licensee representative for sale or service of a psilocybin product to a
client, the Heensee or licensee representative is not guilty of any offense prohibiting a person from
selling or serving a psilocybin product to a client unless it is demonstrated that a reasonable
person would have determined that the responses provided by the client on the client information

form were incorrect or altered.

(2) A Licensee or licensee representative shall be entitled to rely upon all statements, declarations,
and representations made by a client in a client information form unless it is demonstrated that:

(a) A reasonable person would have determined that one or more of the statements, declarations,
and representations made by the client in the client information form were incorrect or altered;

ar

(b) The licensee or licensee representative violated a provision of sections 3 to 129 of this 2020 Act
or a rule adopted under sections 3 to 129 of this 2020 Act relative to the client information form.

(3) Except as provided in subsection (2) of this section, no licensee or licensee representative shall
incur legal Hability by virtue of any untrue statements, declarations, or representations so relied
upon in good faith by the licensee or licensee representative.




SECTIOQN 39. Protections on refusal to provide psilocybin services to a clienf.

(1) Subject to other applicable law, a licensee or licensee representative may refuse to provide

psilocybin services to a potential client for any or no reason.

(2)(a) Except as provided in paragraph (b} of this subsection, and subject to other applicable law,
a licensee or licensee representative may cease providing psilocybin services to a client for any or

o reason.

(b) A psilocybin service center operator and a psilocybin service facilitator may not cease
providing psilocybin services to a client during an administration session after the client has
consumed a psilocybin product, except as authorized by the Oregon Health Authority by rule, or

as necessary in an emergency.

POWERS AND DUTIES OF OREGON HEALTH AUTHORITY WITH RESPECT TO
LICENSEES

SECTION 40. Powers and duties relating to psilocybin service facilitators.

The Oregon Health Authority shall:

(1) Determine the qualifications, training, education and fitness of applicants for licenses to
facilitate psilocybin services, giving particular consideration to:

(a) Facilitation skills that are affirming, non-judgmental, and non-directive;

(b) Support skills for clients during an administration session, including specialized skills for:
(A) Client safety; and

(B) Clients who may have a mental health condition;

(c) The environment in which psilocybin services should occur; and

(d) Social and cultural considerations.

(2) Formulate a code of professional conduct for psilocybin service facilitators, giving particular
consideration to a code of ethics;

(3) Establish standards of practice and professional responsibility for individuals licensed by the
authority to facilitate psilocybin services;

(4) Select Heensing examinations for licenses to facilitate psilocybin services;

(5) Provide for waivers of examinations as appropriate; and



(6) Appoint representatives to conduct or supervise examinations of applicants for licenses to

facilitate psilocybin services.

SECTION 41. Minimum standards of education and training for psilocybin service

facilitatous; rules.

(1) The Oregon Health Authority shall adopt by rule minimum standards of education and
training requirements for psilocybin service facilitators.

(2) The authority shall approve courses for psilocybin service facilitators. To obtain approval of a
course, the provider of a course must submit an outline of instruction to the office and the
Department of Education. The outline must include the approved courses, total hours of
instruction, hours of lectures in theory and the hours of instruction in application of practical
skills.

SECTION 42. Authority to inspect books and premises; notice.

(1) The Oregon Health Authority may, after 72 hours” notice, make an examination of the books
of a licensee for the purpose of determining compliance with sections 3 to 129 of this 2020 Act
and rules adopted under sections 3 to 129 of this 2020 Act.

(2) The authority may at any time make an examination of a premises for which a license has been
issued under sections 3 to 129 of this 2020 Act for the purpose of determining compliance with
sections 3 to 129 of this 2020 Act and rules adopted under sections 3 to 129 of this 2020 Act.

(3) The authority may not require the books of a licensee to be maintained on a premises of the

licensee.

SECTION 43. Authority to require segregation of premises.

If a licensee holds more than one license issued under sections 3 to 129 of this 2020 Act for the
same premises, the Oregon Health Authority may require the premises to be segregated into
separate areas for conducting the activities permitted under each license as is necessary to protect
the public health and safety.

SECTION 44, Authority to require general liability insurance.

As is necessary to protect the public health and safety, the Oregon Health Authority may require
a licensee to maintain general liability insurance in an amount that the authority determines is
reasonably affordable and available for the purpose of protecting the licensee against damages




resulting from a cause of action related to activities undertaken pursuant to the license held by

the Heensee.

SECTION 45. Use of Oregon Liquor Contro]l Commission tracking system for psilocybin

products; exemptions: rules.

(1} The Oregon Health Authority shall:

(a) Develop and maintain a system for tracking the transfer of psilocybin products between
premises for which licenses have been issued under sections 3 to 129 of this 2020 Act; or

(b) Enter into an agreement with the Oregon Liquor Control Commission under which the
commission shall permit the authority to use the system developed and maintained under ORS
475B.177 to track the transfer of psilocybin products between premises for which licenses have
been issued under sections 3 to 129 of this 2020 Act.

(2) The purposes of the system include, but are not limited to:
(a) Preventing the diversion of psilocybin products to other states;
(b) Preventing persons from substituting or tampering with psilocybin products;

(c) Ensuring an accurate accounting of the production, processing and sale of psilocybin
products; '

(d) Ensuring that laboratory testing results are accurately reported; and

(e} Ensuring compliance with sections 3 to 129 of this 2020 Act, rules adopted under sections 3
to 129 of this 2020 Act and any other law of this state that charges the authority or commission
with a duty, function or power related to psilocybin.

(3) The system must be capable of tracking, at a minimum:
(a) The manufacturing of psilocybin products;
(b) The sale of psilocybin products by a psilocybin service center operator to a client;

(c) The sale and purchase of psilocybin products between licensees, as permitted by sections 3 to
129 of this 2020 Act;

(d) The transfer of psilocybin products between premises for which licenses have been issued
under sections 3 to 129 of this 2020 Act; and

(e} Any other information that the authority determines is reasonably necessary to accomplish
the duties, functions and powers of the authority under sections 3 to 129 of this 2020 Act.



{4) Notwithstanding section 126 of this 2020 Act, before making any other distribution from the
Oregon Psilocybin Account established under section 126 of this 2020 Act, the Department of
Revenue shall first distribute moneys quarterly from the account to the commission for deposit
in the Marijuana Control and Regulation Fund established under ORS 475B.296 for purposes of
paying any costs incurred by the commission under subsection (1}{b) of this section. For
purposes of estimating the amount of moneys necessary to pay any costs incurred under this
section, the commission shall establish a formulary based on expected costs for each licensee
that is tracked under this section. The commission shall provide to the Department of Revenue
and the Legislative Fiscal Officer before each quarter the estimated amount of moneys necessary
to pay costs expected to be incurred under this section and the formulary.

SECTION 46. Authority to prevent diversion of psilocybin products.

Except as otherwise provided by law, the Oregon Health Authority has any power, and may
perform any function, necessary for the authority to prevent the diversion of psilocybin
products from licensees to a source that is not operating legally under the laws of this state.

SECTION 47. Authority te discipline for unregulated commerce,

In addition to any other disciplinary action available to the Oregon Health Authority under
sections 3 to 129 of this 2020 Act, the authority may immediately restrict, suspend or refuse to
renew a license issued under sections 3 to 129 of this 2020 Act if circumstances create probable
cause for the authority to conclude that a licensee has purchased or received a psilocybin
product from an unlicensed source or that a licensee has sold, stored or transterred a psilocybin

product in a manner that is not permitted by the licensee’s license.

SECTION 48. Authority to require financial disclosure from licensee.

(1) The Oregon Health Authority may require a licensee or applicant for a license under sections
3 to 129 of this 2020 Act to submit, in a form and manner prescribed by the authority, to the

authority a sworn statement showing;:

(a) The name and address of each person that has a financial interest in the business operating
or to be operated under the license; and

(b) The nature and extent of the financial interest of each person that has a financial interest in

the business operating or to be operated under the license.

(2) The authority may refuse to issue, or may suspend, revoke or refuse to renew, a license
issued under sections 3 to 129 of this 2020 Act if the authority determines that a person that has




a financial interest in the business operating or to be operated under the license committed or

failed to commit an acf that would constitute grounds for the authority to refuse to issue, or to
suspend, revoke or refuse to renew, the license if the person were the licensee or applicant for
the license.

SECTION 49. Authority to investigate, discipline licensees.

(1) Notwithstanding the lapse, suspension or revocation of a license issued under sections 3 to
129 of this 2020 Act, the Oregon Health Authority may:

(a} Proceed with any investigation of, or any action or disciplinary proceeding against, the

person who held the license; or
{b) Revise or render void an order suspending or revoking the license.

(2) In cases involving the proposed denial of a license issued under sections 3 to 129 of this 2020
Act, the applicant for licensure may not withdraw the applicant’s application.

SECTION 50. Authority to investigate, discipline permit holder.

(1) Notwithstanding the lapse, suspension or revocation of a permit issued under section 66 of
this 2020 Act, the Oregon Health Authority may:

(a) Proceed with any investigation of, or any action or disciplinary proceeding against, the
person who held the permit; or

(b) Revise or render void an order suspending or revoking the permit.

(2) In cases involving the proposed denial of a permit issued under section 66 of this 2020 Act,
the applicant may not withdraw the applicant’s application.

SECTION 51, Powers related to decedents and insolvent or bankrupt persons.

The Oregon Health Authority may, by rule or order, provide for the manner and conditions under
which:

(1) Psilocybin products left by a deceased, insolvent or bankrupt person or licensee, or subject to
a security interest, may be foreclosed, sold under execution or otherwise disposed.

(2} The business of a deceased, insolvent or bankrupt licensee may be operated for a reasonable

period following the death, insolvency or bankruptcy.



(3) A secured party, as defined in ORS 79.0102, may continue to operate at a premises for which
a license has been issued under sections 3 to 129 of this 2020 Act for a reasonable period after
default on the indebtedness by the debtor.

CONDUCT OF LICENSEES

SECTION 52, Prohibition against manufacturing psilocybin products outdoors.

A psilocybin product manufacturer that holds a license under section 23 of this 2020 Act may not
manufacture psilocybin products outdoors.

SECTION 53. Restrictions on delivery or receipt; waiver by authority,

(1) A psilocybin product manufacturer that holds a license under section 23 of this 2020 Act:

(a) May deliver psilocybin products only to or on a premises for which a license has been issued
under section 23 or section 26 of this 2020 Act; and

(b) May receive psilocybin products only from a psilocybin product manufacturer that holds a
license under section 23 of this 2020 Act.

(2} A psilocybin service center operator that holds a license under section 26 of this 2020 Act:

(a) May deliver psilocybin products only to or on a premises for which a license has been issued
under section 26 of this 2020 Act.; and

(b) May receive psilocybin products only from a psilocybin product manufacturer that holds a
license under section 23 of this 2020 Act or a psilocybin service center operator that holds a license
under section 26 of this 2020 Act.

(3) The sale of psilocybin products to a client by a psilocybin service center operator that holds a
license issued under section 26 of this 2020 Act must be restricted to the premises for which the

license has been issued.

(4) The Oregon Health Authority may by order waive the requirements of subsections (1) and (2)
of this section to ensure compliance with sections 3 to 129 of this 2020 Act or a rule adopted under
sections 3 to 129 of this 2020 Act. An order issued under this subsection does not constitute a
waiver of any other requirement of sections 3 to 129 of this 2020 Act or any other rule adopted
under sections 3 to 129 of this 2020 Act.




SECTION 54. Prohibition against selling or delivering psilocybin products to persons under

21 vears of age.

A licensee or licensee representative may not sell or deliver a psilocybin product to a person

under 21 years of age.

SECTION 55. Identification requirement; rules,

(1) Subject to subsection (2} of this section, a lcensee or licensee representative, before selling or
providing a psilocybin product to another person, must require the person to produce one of the
following pieces of identification:

(a) The person’s passport.

(b) The person’s driver license, issued by the State of Oregon or another state of the United States.
(¢) An identification card issued under ORS 807.400.

(d) A United States military identification card.

(e) An identification card issued by a federally recognized Indian tribe.

(f) Any other identification card issued by a state or territory of the United States that bears a
picture of the person, the name of the person, the person’s date of birth and a physical description
of the person.

(2) The Oregon Health Authority may adopt rules exempting a licensee or licensee representative
from this section.

(3) A client may not be required to procure for the purpose of acquiring or purchasing a psilocybin
product a piece of identification other than a piece of identification described in subsection (1) of
this section. )

SECTION 56. Confidentiality of information and communications by clients; excepiions.

A psilocybin service center operator, a psilocybin service facilitator, or any employee of a
psilocybin service center operator or psilocybin service facilitator may not disclose any
information that may be used to identify a client, or any communication made by a client during
the course of providing psilocybin services or selling psilocybin products to the client, except:

(1) When the client or a person authorized to act on behalf of the client gives consent to the
disclosure;

(2) When the client initiates legal action or makes a complaint against the psilocybin service center

operator, the psilocybin service facilitator, or the employee;



(3) When the communication reveals the intent to commit a crime harmful to the client or others;

(4) When the communication reveals that a minor may have been a victim of a crime or physical,

sexual or emotional abuse or neglect; or

(5) When responding to an inquiry by the Oregon Health Authority made during the course of
an investigation into the conduct of the psilocybin service center operator, the psilocybin service

facilitator, or the employee under sections 3 to 129 of this 2020 Act.

SECTION 57. Prohibition against purchasing, possessing, and consuming a psilocybin

product outside a psilocybin service center.

A client may purchase, possess, and consume a psilocybin product:
(1) Only at a psilocybin service center; and

(2) Only under the supervision of a psilocybin service facilitator.

SECTION 58. Prohibition against psilocybin service facilitator consuming a psilocybin
product during an administration session.

A psiloeybin service facilitator may not consume a psilocybin product during an administration
session that the psilocybin service facilitator is supervising,.

SECTION 59. Prohibition against employing persons under 21 years of age.

(1) A licensee may not employ a person under 21 years of age at a premises for which a license
has been issued under sections 3 to 129 of this 2020 Act.

(2) During an inspection of a premises for which a license has been issued under sections 3 to 129
of this 2020 Act, the Oregon Health Authority may require proof that a person perfornting work
at the premises is 21 years of age or older. If the person does not provide the authority with
acceptable proof of age upon request, the authority may require the person to immediately cease
any activity and leave the premises until the authority receives acceptable proof of age. This
subsection does not apply to a person temporarily at the premises to make a service, maintenance
or repair call or for other purposes independent of the premises operations.

(3) If a person performing work has not provided proof of age requested by the authority under
subsection (2) of this section, the authority may request that the licensee provide proof that the
person is 21 years of age or older. Failure of the licensee to respond to a request made under this
subsection by providing acceptable proof of age for a person is prima facie evidence that the




licensee has allowed the person to perform work at the premises for which a license has been
issued under sections 3 to 129 of this 2020 Act in violation of the minimum age requirement.

SECTION 60. Prohibition against obfuscating mark or label or using mark or label to

deceive,

(1) A licensee may not use or allow the use of a mark or label on the container of a psilocybin
product that is kept for sale if the mark or label does not precisely and clearly indicate the nature
of the container’s contents or if the mark or label in any way might deceive a person about the

nature, composition, quantity, age or quality of the container’s contents.

(2) The Oregon Health Authority may prohibit a licensee from selling any psilocybin product that
in the authority’s judgment is deceptively labeled or contains injurious or adulterated

ingredients.

SECTION 61. Requirement that psilocybin products comply with minimum standards.

(1) A psilocybin product may not be sold or offered for sale within this state unless the psilocybin

product complies with the minimum standards prescribed by the statutory laws of this state.

(2) The Oregon Health Authority may prohibit the sale of a psilocybin product by a psilocybin
service center operator for a reasonable period of time for the purpose of determining whether
the psilocybin product complies with the minimum standards prescribed by the statutory laws
of this state.

SECTION 62. Other prohibitions.

(1) A person may not make false representations or statements to the Oregon Health Authority

in order to induce or prevent action by the authority.

(2) A licensee may not maintain a noisy, lewd, disorderly or insanitary establishment or supply
impure or otherwise deleterious psilocybin products.

(3) A licensee may not misrepresent to a person or to the public any psilocybin products.

SECTION 63. Purpose of license issued under sections 3 to 129 of this 2020 Act.

A Hcense issued under sections 3 to 129 of this 2020 Act serves the purpose of exempting the
person that holds the license from the criminal laws of this state for possession, delivery or



manufacture of psilocybin products, provided that the person complies with all state laws and

rules applicable to licensees.

DISCIPLINING LICENSEES

SECTION 64. Grounds for revocation, suspension or restriction of license.,

The Oregon Health Authority may revoke, suspend or restrict a license issued under sections 3
to 129 of this 2020 Act or require a licensee or licensee representative to undergo training if the
authority finds or has reasonable ground to believe any of the following to be true:

(1) That the licensee or licensee representative:

(a) Has violated a provision of sections 3 to 129 of this 2020 Act or a rule adopted under ORS
sections 3 to 129 of this 2020 Act, including any code of professional conduct or code of ethics.

(b) Has made any false representation or statement to the authority in order to induce or prevent

action by the authority.

{(c) Is insolvent or incompetent or physically unable to carry on the management of the
establishment of the licensee.

(d) Is in the habit of using alcoholic liquor, habit-forming drugs, marijuana, psilocybin products

or controlled substances to excess.

(e) Has misrepresented to a person or the public any psilocybin products sold by the licensee or
licensee representative.

(f) Since the issuance of the license, has been convicted of a felony, of violating any of the
psilocybin products laws of this state, general or local, or of any misdemeanor or violation of any
municipal ordinance committed on the premises for which the license has been issued.

(2) That there is any other reason that, in the opinion of the authority, based on public convenience
or necessity, warrants revoking, suspending or restricting the license.

EMPLOYEES AND OTHER WORKERS

SECTION 65. Permit required to perform work for or on behalf of a licensee,




{1} An individual who performs work for or on behalf of a licensee must have a valid permit
issued by the Oregon Health Authority under section 66 of this 2020 Act if the individual

participates in:
(a) The provision of psilocybin services at the premises for which the license has been issued;

(b) The possession, manufacturing, securing or selling of psilocybin products at the premises for

which the license has been issued;

(c) The recording of the possession, manufacturing, securing or selling of psilocybin products at
the premises for which the license has been isstied; or

{(d) The verification of any document described in section 55 of this 2020 Act.

(2) A licensee must verify that an individual has a valid permit issued under section 66 of this
2020 Act before allowing the individual to perform any work described in subsection (1) of this
section at the premises for which the license has been issued.

SECTION 66. Issuing, renewing permits; fees; rules.

(1) The Oregon Health Authority shall issue permits to qualified applicants to perform work
described in section 65 of this 2020 Act. The authority shall adopt rules establishing:

(a) The qualifications for performing work described in section 65 of this 2020 Act;

(b) The term of a permit issued under this section;

(c) Procedures for applying for and renewing a permit issued under this section; and

(d) Reasonable application, issuance and renewal fees for a permit issued under this section.

(2)(a) The authority may require an individual applying for a permit under this section to
successfully complete a course, made available by or through the authority, through which the

individual receives training on:

(A) Checking identification;

(B) Detecting intoxication;

(C) Handling psilocybin products;

(D) If applicable, the manufacturing of psilocybin products;

(E) The content of sections 3 to 129 of this 2020 Act and rules adopted under sections 3 to 129 of
this 2020 Act; or

(F) Any matter deemed necessary by the authority to protect the public health and safety.



(b} The authority or other provider of a course may charge a reasonable fee for the course.

(¢) The authority may not require an individual to successfully complete a course more than once,

except that:

(A) As part of a final order suspending a permit issued under this section, the authority may
require a permit holder to successfully complete the course as a condition of lifting the

suspension; and

(B) As part of a final order revoking a permit issued under this section, the authority shall require
an individual to successfully complete the course prior to applying for a new permit.

{3) The authority shall conduct a criminal records check under ORS 181A.195 on an individual
applying for a permit under this section.

(4) Subject to the applicable provisions of ORS chapter 183, the authority may suspend, revoke or
refuse to issue or renew a permit if the individual who is applying for or who holds the permit:

(a) Is convicted of a felony or is convicted of an offense under sections 3 to 129 of this 2020 Act,
except that the authority may not consider a conviction for an offense under sections 3 to 129 of
this 2020 Act if the date of the conviction is two or more years before the date of the application

or renewal;

{b) Violates any proﬁision of sections 3 to 129 of this 2020 Act or any rule adopted under sections
3 to 129 of this 2020 Act; or

(c) Makes a false statement to the authority.

(5) A permit issued under this section is a personal privilege and permits work described under
section 65 of this 2020 Act only for the individual who holds the permit.

SECTION 67. Authority to require fingerprints of individuals listed on application.

For the purpose of requesting a state or nationwide criminal records check under ORS 181A.195,
the Oregon Health Authority may require the fingerprints of any individual listed on an
application submitted under section 66 of this 2020 Act.

SECTION 68. Whistleblower protection for employees.

(1) It is an unlawful employment practice for a licensee to discharge, demote, suspend or in any
manner discriminate or retaliate against an employee of the licensee with regard to promotion,
compensation or other terms, conditions or privileges of employment on the basis that the
employee has in good faith reported information to the Oregon Health Authority that the




employee believes is evidence of a violation of sections 3 to 129 of this 2020 Act or a rule adopted
under sections 3 to 129 of this 2020 Act.

(2) This section is subject to enforcement under ORS chapter 659A.
PSILOCYBIN CONTROL AND REGULATION FUND

SECTION 69. Psilocybin Control and Regulation Fund.

The Psilocybin Control and Regulation Fund is established in the State Treasury, separate and
distinct from the General Fund. Interest earned by the Psilocybin Control and Regulation Fund
shall be credited to the fund. Moneys in the fund are