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This is a readoption of emergency rulemaking action no. 2017-1127-05E, which
provides licensing and enforcement criteria for commercial cannabis businesses in
California, including distributors, retailers, microbusinesses, temporary cannabis events,
and testing laboratories. These regulations inform applicants for licensure of the
applicable meaning of key statutory terms, identify the documents and supplemental
information required in an application, and provide specific clarification of terms,
prohibitions, and conditions for compliance with the Medicinal and Adult-Use Cannabis
Regulation and Safety Act (MAUCRSA), found in Business & Professions Code, section
26000 et seq. This is a deemed emergency action pursuant to section 26013,
subdivision (b)(3), of the Business & Professions Code.

OAL approves this emergency regulatory action pursuant to sections 11346.1 and
11349.6 of the Government Code.

This emergency regulatory action is effective on 6/6/2018 and will expire on 12/4/2018.
The Certificate of Compliance for this action is due no later than 12/3/2018.

Date: June 4, 2018 ' - _}Q 4& * ?
| Eric Partington

Senior Attorney

~For: - DebraM. Comnez - -
Director

Original: Lori Ajax, Bureau Chief B

Copy:  Ashlynn Blackshire
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PROPOSED EMERGENCY REGULATIONS LEGEND

The proposed emergency regulation text is all being adopted and the public may provide
comments on all of the language contained in the text document, even if it is not underlined or
stricken through.

The proposed emergency regulation text contains some proposed amendments to the emergency
regulations currently in place, which went into effect on December 7, 2017. The proposed
amendments are shown through strikethrough and underlined text. The text that contains a
strikethrough is text that the Bureau intends to remove. The underlined text is new language that
the Bureau proposes to add. '



BUREAU OF CANNABIS CONTROL
| TEXT OF REGULATION S |

CALIFORNIA CODE OF REGULATIONS '
' - . _TITLE 16 o
DIVISION 42. BUREAU OF CANNABIS CONTROL

Chapter 1. ALL BUREAU LICENSEES

Article 1. Division Definitions |

§ 5000. Definitions o | | |

For the purposes of this division, ‘the deﬁmtlons in thlS sectzon shall govern the constructlon of
thls d1v131on unless othermse 1nd1eated ' : S S

(a) “Act” means the Medmmal and Adult Use Cannabls Regulatlon and Safety Aet

{b) “Bureau” means the Bureau- of Cannabis Control, prevaously named the Bureauy of Manjuana
Controi Bureau of Medzcai Cannabls Regulauon and Bureau of Medleal Manjuana Regulatlon

(c) “Cannabls goods means eannabls mcludmg dned ﬂower and products contammg cannabls

Code section 40141, and 18 orgamc waste, as deﬁned in Pubhc Resources Code section 42649, 8,
subdivision {c), that contains cannabis and that has been made unusable and unrecogmzab}e in
the manner presenbed in seetlons 5054 and 5055 of this d1v1810n

(e° Canopy means the deSIgnated area(s) at a licensed prefmse Qre ises that wﬂl contam
mature plants at any point in time.

() “Delivery employee” means an individual employed by a retailer who dehvers cannab;s
goods from the retailer premises to a customer at a physical address.. . SR

(g) “Free cannabis goods means any amount of cannabis goods provaded to any person w1thout
cost or payment ot exchange of any other thing of value.

(h) “Limited-access area” means an area in‘which cannabls goods are stored or held and is only
accessible to a licensee and its employees and contractors. : :

(1) “Lot number” or “batch number” means a distinctive group of numbers, letters, or symbols or
any eombmanon of these that is unique toa group of cannabis goods

)] “Medlcznal cannabis patlent” includes a qualified patient as deﬁned in I—Iealth and Safety
Code section 11362.7 and a person in possession of a valid 1dent1ﬁea’ez0n card issued under
Health and Safety Code section 11362.71. :
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(k) “Nonvolatile solvent” means any solvent used in the extraction process that is not a volatile
solvent. For purposes of this division, a nonvolatile solvent includes carbon dioxide (CO») used
for extraction and ethanol used for extraction or post-extraction processing.

(1) “Package” and “Packaging” means any container or wrapper that may be used for enclosing
or containing any cannabis goods for final retail sale. “Package” and “packaging” does not
include a shipping container or outer wrappmg used solely for the transport of cannabis goods in
bulk quantity fo a licensee. -

(m) “Publicly owned land” means any building or real property that is owned by a city, county,
state, federal, or other government entity.

(n) “Residential area” is an area that is within 600 feet of any single-family or multifamily
residence, other than commercial hotels, motels, and similar establishments for temporary
lodging. :

(0) “Retail area” means a building, room, or other area that is open to the public, upon the
retailer premises in which cannabis goods are sold or displayed.

(p) “Sécimty monitoring” means the continuous and uninterrupted attention to pdtential alarm
signals that can be transmitted from a security alarm system for the purpose of summoning law
enforcement

(q) “Sublet” means to lease or rent all or part of a leased or rented property.

'(r') “Tranépoft” means the physical movement of cannabis goods from one licensed prémisés to
another licensed premises.

(s) “Vehicle alarm system” is a device or series of devices installed to discourage theft of the
vehicle or its contents and is intended to summon general attention or to summon law
enforcement as a result of an indication of an attempted breach of the vehicle.

Authority: Section 26013, Business and Professions Code. Reference: Section 26013, Business
and Professions Code.

Article 2. Applications

§ 5001. Temporary License Application Requirements

(a) Temporary license applications may be completed and submitted online at www.bce.ca.gov
or completed in hard copy and submitted by delivering a printed copy to the Bureau’s office(s).

(b) Applicants who submit their applications online shall first register for a user account. To
register for a user account, the applicant shall do all of the following:

(1) Create a user name, password, and security question and answer;

(2) Provide an email address; and
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(3) Provide the owner’s first and last name, primary phone number social’ securlty number or
1nd1v1dua1 taxpayer 1dent1ﬁcat1on nurnber, date of blrth and maﬂmg address S

(c) An appheatlon must be compieted by an owner as deﬁned by sectron 5003 of thls d1v1s1on.
An application must be submitted to the Bureau for each temporary hcense apphed for An
apphcatmn for a ternporary hcense mcludes Lo : o

(1} The legal busmess name of the apphcant
(2) The emazl address of the appheant s busmess and the telephone number for the prerruses

(3) The busmess federa} employer 1dent1ﬁcat10n number

(4) A description of the busmess orgamzatlonai structure of the apphcant such as partnershlp or
corporatmn L P S S _ _ .

(5) The commereral cannabis license that the applicant i 1s applying for, and whether the applicant
is requesting that the license be designated as medicinal, adult-use, or both. Testing laboratory
applicants do not have to des1gr_1ate medicinal or adult-use, as testzn}z laboratow llcenses allow
the holder to test both medicinal and aduit-use cannabls .

(#6) The contact information for the applicant’s. de31gnated pnrna:ry contact person 1ncludmg the
__name, trtle, phone number ar;d emarl address of the mdmdual T

{87) For each owner who meets the criteria of Business and Professions Code section 26001(al),
the owner’s name, title, percentage of ownershrp, marilng address telephone number, and email
address if applicable.

(98) The physical address of the prér.rﬁ.ses te.l.)e'li.cerised

(+89) Evidence that the applicant has the legal right to Occupy and use the proposed 1ocat10n that
complies with section 5007 of this dmsron ' e

(410 O) A premzses dlagram pursuant te sectlon 5006

(»}2__) A copy of a vahd hcense per;mt or other authonzatlon 1ssued by a Iocal Jlll‘lSdICthIl that
enables the. apphcant to conduct commercial cannabis activity at the location requested for the
temporary license. For purposes of this section, “other authorization” shall include, at a
minimum, a written statement or reference that clearly indicates the local jurisdiction intended to
grant permission for the commercial cannabis activity or to the person to conduct commercial
cannabis activity at the premises. Upon receipt-of the application; the Bureau shall contact the _
applicable local jurisdiction to confirm the wvalidity of the authorization. If the local jurisdiction - -
does not respond within 10 calendar days, the Bureau shall consider the authorization valid,
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(132) Attestation to the following statement: Under penalty of perjury, I hereby declare that the
information contained within and submitted with the application is complete, true, and accurate. [
understand that a misrepresentation of fact is cause for rejection of this application, denial of the
license, or revocation of a license issued.

(d) A temporary license is a conditional license that anthorizes the licensee to engage in -
commercial cannabis activity as would be permitted under the privileges of a non-temporary
license of the same type. A temporary licensee shall follow all applicable rules and regulations as
would be required if the licensee held a non-temporary license of the same type.

(e) A temporary license does not obligate the Bureau to issue a non-temporary license nor does
the temporary license create a vested right in the holder to either an extension of the temporary
license or to the granting of a subsequent non-temporary license.

HA temporery license issued under this section shall be valid for 120 days from the effective
date. No temporary license shall be effective prior to January 1, 2018.

(g) A temporary license may be extended by the Bureau for addmonal 90-day periods if a
complete application for an annual license has been submitted to the Bureau pursuant to section
5002 of this division prior to the initial expiration date of the temporary license.

Authority: Section 26013, Busmess and Professxons Code Reference Section 26050 1, Business
and Professions Code.

§ 5002. Annual License Apphcatlon Requlrements

(a) Applications may be completed and submitted online at www,bee.ca.gov or completed in hard
copy and submitted by delivering a printed copy to the Bureau’s office(s). '

(b) Applicants who submit their applications online shall first register for a user account. To
register for a user account, the applicant shall do all of the following:

(1) Create a user name, password; and security question and answer;
(2) Provide an email address; and

(3) Provide the owner’s first and last name, primary phone number, social security number or
individual taxpayer identification number, date of birth and mailing address.

(c) An application must be completed by an owner as defined by section 5003 of this dwismn
An application must be submitted to the Bureau for each eannabislicense-apphied-forlocation and
each license type. An application for an annual cannabis license includes the following:

(1) The name of the applicant. For applicants who are individuals, the applicant shall provide
both the first and last name of the individual. For applicants who are business entities, the
applicant shall provide the legal business name of the applicant. :

(2) If applicable, the business trade name (“DBA™) of the applicant. |
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()

' - The commercxal cannab1s hcense that the
applicant is applying for, and whether the apnhcant is requesting that the license be designated as
medicinal, adult-use, or both. Testing laboratory applicants do not have to designate medicinal or
adult-use. as testing laboratorv llcenses allow the holder to test both medicinal and adult-use .
_Cannabls : . Lo . . . .

(4) Payment of an apphcatlon fee pursuant to sectmn 5014 of th:s d1v131011 |

5) Whether the owner is servmg or has previously served in the m111tary Disclosure of military
service is voluntary An applicant who has served as an active duty member of the Armed Forces
of the United States and was honorably discharged and who can prov1de evidence of such '
honorable discharge shall have his or her application expedited pursuant fo Busmess and '
Professmns Code sectxon 115 4. T :

- (6) A list of the hcense types and the license numbers 1ssued from the Bureau and all other state
cannabis licensing authorities that the applicant hoids mcludlng the date the license was issued
and the hcensmg authonty that issued the license. : - % -

(7 Whether the apphcant has been demed a license or has had a hcense suspended or revoked by
the Bureau or any other state cannabis licensing authonty The applicant shall provide the type of
license applied for, the name of the heeusmg authonty that demed the apphcatlon and the date
ofdemal o -~ : Ci S :

(8) The physical address of the premises. _

E (9) The maﬂmg address for the appheant if dxfferent from the prernzses address R
(10) 1 The teiephone number for the premlses | -

(11) The webs1te address and emaﬂ address of the apphcant s busmess o |

{12) The busmess federal employer 1dent1ﬁcat10n nurnber

(13) Contact information for the applicant’s de31gnated prlmary contact person mcludmg the
name, t1t1e phone number, and email address of the individual. : -

(149 A descnptlon of the business orgamzatmnal structure of the applicant, such as partnership or
corperatlon

(15) The busmess formatlon documents whlch may mclude but are not lxm1ted 10, articles of
incorporation, operating agreements, partnership agreements, and fictitious business name

statements. The applicant shall also provide all documents filed with the California Secretary of

State, which may include, but are not limited to, articles of i incorporation, certificates of stock,
articles of organization, certificates of limited partnership, and statements of partnership
authority. If the commercial cannabis business is held in trust, the applicant shall provide a copy
of the trust.

(1 6) A hst of every ﬁctltlous business name the apphcant is operatmg under 1nclud1ng the
address where the business is located. :
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(17) A commercial cannabis business that is a foreign corporation shall include in its application
the certificate of qualification issued by the Secretary of State of California. :

(1 8) The apphcant shall Supply the following ﬁnan01a1 information:

(A) A list of funds belonging to the applicant held i in savmgs checklng, or other accoutits
maintained by a financial institution. The applicant shall provide, for each account, the financial
institution’s name, the financial institution’s address, account type, account number, and the
amount of money in the account. ' ' :

(B) A list of loans made to the applicant. For each loan, the applicant shall provide the amount of
the loan, the date of the loan, term(s) of the loan, secunty provided for the loan, and the name,
address, and phone number of the lender.

(C) A list of investments made into the applicant’s commercial cannabis business. For each
investment, the applicant shall provide the amount of the investment, the date of the investment,
term(s) of the investment, and the name, address, and phone number of the investor.

(D) A list of all gifts of any kind given to the applicant for its use in conducting commercial
cannabis activity. For each gift, the applicant shall provide the value of the gift or descrlptxon of
the gift, and the name, address, and phone number of the provider of the gift.

(19) A complete list of every individual who has a financial interest in the commercial cannabis
business as defined in section 5004 of this division, who is not an owner as defined in Business
and Professions Code section 26001 (al).

(20) A complete list of every owner of the applicant as defined in Business and Professions Code
section 26001(al). Each individual named on this list shall submit the following information:

(A) The full name of the owner.

(B) The owner’s title within the applicant entity. |

(C) The owner’s date of birth and place of birth. |

(D) The owner’s socialisecu'rity number or individual téxpayer idenﬁﬁcation number.
(E) The owner’s mailing address.

(F) The owner’s telephone number. This may include a number for the owner’s homé, business,
or mobile telephone.

~(G) The owner’s email address. o
(H) The owner’s current employer
() The percentage of the ownership interest held in the applicant entity by the owner.

(J) Whether the owner has an ownership or a financial interest as defined in sections 5003 and
5004, respecnve]y, of this division in any other commercial cannabxs business licensed under the
Act.
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(K) A copy of the owner’s govemment—1ssued identification. Acceptable forms of 1dent1ﬁcatlon
are a document issued by a federal, state, county, or municipal government that includes the -
name, date of birth, physical desonptton and picture of the ] person, such as a driver hcense

(LA detailed description of the owner’s conv1ct10ns A conviction w1th1n the mea.mng of ﬂfllS
section'means a plea or verdict of guilty or a conviction foliowmg a ptea of nolo contendere.
Convictions dismissed under Penal Code seétion 1203.4 or equivalent non-California law must
be disclosed. Convictions dismissed under Health and Safety Code section 11361.8 or equivalent
non-California law must be disclosed. Juvenile adjudications and traffic infractions under $300
that did not involve alcohol, dangerous drugs, or controlled substances do not need to be
mcluded For each conviction, the owner shall provxde the followmg

(1) The date of COHVIC’(EOII
(i) D_ates of inéarceration, if _appiieable;
(iii) Dates of probation if applioable_. o
(w) Dates of parole, 1f apphcabie o o _ -
(v) A detaﬂed descnption of the offense for whtch the owner was conw.cted

(vi) A statement of rehabilitation for each conviction. The statement of rehabilitation is to be
written by the owner and may contain evidence that the owner would like the Bureau to consider
that demonstrates the owner’s fitness for licensure. Supporting evidence may be attached to the -
statement of rehabilitation and may include, but is not limited to, a‘certificate of rehabilitation:
under Penal Code section 4852.01, and dated letters of reference from employers, instructors, or
professmnai counselors that contam vahd contact mformatton for the 1nd1v1dual prov1dmg the
reference. : : o :

(M) If applicable, a detailed description of-any suspensmn ofa commeraa} cannabis hcense,
revocation of a commercial cannabis license, or sanctions for unlicensed commercial cannabis
activity by a licensing authority or local agency against the applicant or a business entity in .
which the applicant was an owner or ofﬁcer Withm the three yea_rs 1mmed1ately precedmg the
date of the apphoatlon T TR s SR

(N) Attestation to the following statement: Under penalty of pexjury, I hereby deciare that the
information contained within and submitted with the application is complete, true, and accurate. [
understand that a misrepresentation of fact is cause for rej ectlon of this apphcauon, dema} of the
license, or revocation of a license issued. :

2 Evzdonce that the apphcant has the Iegal ri ght to oooupy and use the proposed locatlon that

......

(22) Evidence that the proposed premlses is m comphance w1th Busmess and Professmns Code
sectlon 26054(h) ' : : : P

(23) For an applicant with 20 or more employees, the apphcant shall attest that the apphcant has
entered into a labor peace agreement and wﬂl abide by the terms of the agreement.;and-the
: : eawt: For apphcants who have not yet
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entered into a labor peace agreement, the applicant shall pro_vi'de a notarized statement indicating
that the applicant will enter into and abide by the terms of a labor peace agreement as soon as .

reasonably practicable after licensure. '

(24) The applicant shall provide a valid seller’s permit number issued by the California
Department of Tax and Fee Administration, if applicable, If the applicant has not yet received a
~ seller’s permit, the applicant shall attest that the applicant is currently applying for a seller’s
permit. _ _

(25) A diagrain of the préﬁiiéeé as i_‘equiféd By section 5006 of this 'division_.'
(26) Proof of a bond as required by section 5008 of this division.

(27) For testing laboratory applications, the certificate(s) of accreditation as required by section
5702 of this division, or the information required for a provisional license as required by section
5703 of this division. ' '

(28) When an applicant provides a license, permit, or other authorization from the local
jurisdiction where the licensed premises will be or is located, the Burcau will notify the
applicable local jurisdiction to confirm the validity of the authorization. If the local jurisdiction
does not respond within 10 calendar days, the Bureau shall consider the authorization valid. *

(29) All licensee applications shall include a detailed description of the applicant’s operating
procedures including the following (if applicable): _ :

(A) Trénspbrtation Procedures En

(i) A description of the apéliéant’s"prOCeduré for transportation of cannabis goods, iﬁciﬁdiﬁg
whether or not the applicant will be transporting cannabis goods or contracting for transportation
services.

(B) Inventory Procedures

(1) A description of the applicaht’s procedure for receiving shipments of inventory. = -

(ii) Where the épplicant’s inventory will be stored on the premises and how records of the
inventory will be maintained.

-~ (iii) The applicant’s procedure for performing inventory reconciliation and for ensuring that
inventory records are accurate. :

(C) Non-Laboratory Quality Control Procedures

(i) The applicant’s proc'edur'es' for preventing the deterioration of cannabis gooés héld by the
applicant.

(i) The applicant’s procedurés for ensuring that cannabis goods are jjrop.ér'ly packéged and
labeled prior to retail sale.

(iii) The applic_an_t’s prb'ce_durés' for ensuring that a licensed testing laboratory samples and
analyzes cannabis goods held by the applicant. .~
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(D) Security Procedures |
" (i) The applicant’s procedure for allowing individuals access to the prerhises

(i) A description of the applicant’s video surveillance system, mcludmg camera placement and
' procedures for the marntenance of vrdeo surverllance equlpment RREE x

(nl) How the applrcant wrll ensure that ali access pomts to the premlses wﬂl be secured
_ 1nc1udmg the use of securrty personnel,

(w) A descrzptlon of the applrcant’s securlty aiarm system

{ E) Cannabrs Waste Procedures

(1) The applicant’s orocedure for disposing of cannabrs waste, including whether the applicant
will be using a local agency or waste hauler permitted by a local agency or self-hauling the waste
to a solid waste facility. If the applicant will be using a local agency or waste hauler permitted by
a 1ocal agency. _the amahcant shali rnclude the mformatlon requrred under sectron 505 5( e)( 1)

(1) The aoolrcant s procedure for comoostmg cannabls waste on the llcensed Qremrses, rf
pphcable L

{(ii1) How the am)hcant er ensure that ali access to cannabls waste is restncted to the hcensee
and'its’ emolovees‘ and the local agencv or waste. hauler franchrsed contracted or penmtted bv a

local agency.

(F) Deliverv'Pro'cedures

() The aoohcant’s procedures for acceotmg orders and orocessrng_ crders

(u} The apphcant’s grccedures for conﬁrmmg the age and 1den'ertv of the customer reeelvmg the

delivery and venfvlng that the address for dehverv meets the requlrements of section 5416 of -
thrs dlvrsron : - : :

iii The applicant’s procedure for dehverrn. cannabrs oods 1ﬁc_lu__di_n the vehi_c_ies’ _and_ _C_ilobal

Pcsrtlomng Svstem dev1ces that wrli be used

3 0) F or apphcants appiymg for a mlcrobusmess lrcense the apphcatron shall mclude a detalled
description of the applicant’s operating. procedures requrred by thrs sectlon for each cannabls
act1v1ty the applrcant 1ntends to engage in. .

(31) For apphcants applying for a testing iaboratory llcense in additrcn to the operatmg _
procedures required under subsection (¢)(29) of this section, the standard apphcatron shall
1nc1ude the operatmg procedures requlred by chapter 6 of thrs d1v1sron

(32) The llmlted walver of soverergn 1mmun1ty requlred by sectlon 5009 of thrs d1v1sron 1f
apphcable o

(33) Evrdence of exemptlon from or cornphance wrth the Cahforma Envrronmental Quahty Act
as required by sectron 5010.
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Authority: Sections 115.4 and 26013, Business and Professions Code. Reference: Sections 115.4,
144 and 26051.5, Business and Professmns Code.

§ 5003. Desngnatmn of Owner

(a) All apphcants for a commermal cannabis 11cense shall have at a minimum one 1nd1v1dual who
meets the definition of “owner” under Business and Professions Code section 26001 (al) and who
~ will submit the information required of owners under section 5002.

(b) “Owner” means any of the following:

(1) A person with an aggregate ownership interest of 20 pércent or more in the person applying
for a license or a licensee, unless the interest is solely a security, lien, or encumbrance.

(2) The chief executive officer of a nonproﬁt or other enttty
| (3) A member of the board of directors of a nonprofit..

{(4) The t'rustee( $) and all DérSo‘ns who have control of thé trust and/or the commercial cannabis
business that is held in trust

{(45) An mdmdual who will be pammpa‘nng m the d1rect10n control or management of the

the foIlowmg:
(A) A general partner of a commercial cannabis business that is organized as a partnership.

(B) A non-member manager or managing member of a limited-liabili .

commercial cannabis business that is organized as a limited liability company.
(C) An officer or director of a commercial cannabis business that is organized as a corporation.

(D) Any individual who assumes responsibility for the license.

(c) When an entity has an agerepate ownership interest of 20 percent or more in the commercial
cannabis business, then the chief executive officer and/or members of the board of directors of

the entity shall be considered owners.

Authority: Section 26013, Business and Professions Code. Réference: Sections 26001, 26012
and 26013, Business and Professions Code. '

§ 5004. Financial Interest in a Commercial Cannabis Business

(a) A financial interest means an agreement to receive a portion of the profits of a commercial
cannabis business, an investment into a commercial cannabis business, a loan provided to a
commercial cannabis business, or any other equity interest in a commercial cannabis business
except as provided in subsection (c). For the purpose of this section, an interest in a diversified
mutual fund, blind trust or similar instrument is not a financial interest.
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(b) The license application shall include the name, birthdate, and government-issued. = -
identification type and number for all individuals who have a financial interest in a commercial
cannabls business but are not owners as defined in Business and Professions Code section
26001(a1) These mdwrduals shall not be requlred to submrt the mformatron reqrnred of owners
under sectlon 5002(0)(20) N :

{c) Notwathstandmg subsectlon (b) the followmg persons are not requrred fo be lxsted onan
_ applrcatlon for lrcensure under sectlon 5002(c)(19) ' -

: "'(1) A bank or ﬁnancml mst1tutron whose mterest oonstrtutes a 1oa.n

(2) Persons whose only ﬁnanaal 1nterest in the eommercral oannabrs busrness is through an
interest in a dlver51ﬁed mutual fund, blind trust, or similar 1nstrument DA L

3y Persons whose only financial interest is a securlty interest, lien, or encumbrance on property
that will be used by the commermai cannabis business; and . R

(4) Persons who hold a share of stock that is less than 5 percent of the total shares in a publicly
' traded company.

Authonty Sectlon 26013 Busmess and Professrons Code Referenoe Sectlons 26012 and
__26051 5, Busmess and Professrons Code . : :

§ 5905 I’ersonnel Prohiblted from Holdmg Llcenses

(a) A lrcense authorlzed by the Act and rssued by the Bureau may not be held by, or 1ssued to
~any.person holding office in, or employed by, any ageney of the State of Californja or. any ofits

pohtrcal subdivisions when the duties of such person have to do with the enforeement of the. Act e

ot any other. penal provisions of law of this State prohlbrtmg or: regulatmg the sale, use;"
possessron transportatlon dlstnbutron testrng, manufactunng, ot cu}trvat:on of cannabxs goods

(b) This section apphes to but is not Ilnnted to any person employed in the State of Cahforma
Department of Justice as a peace officer, in any district attorney’ s office, in any erty attorney $:
office, in any sherrﬂ‘s ofﬁce or in any 1oca1 pohce department R =

(c) No person hsted in subsectlon (a) or (b) may have any ownershlp mterest dlrectly or -
1nd1rectly, in any busmess to be operated or conducted under a cannabis heense

- (d) This sectron does not apply to any person who holds a heense in the capacrty of executor
adrnrnlstrator or guardran '

Authority Section 26013, Busmess and Professmns Code Reference Sectlon 26012 Busmess
and Professions Code.

§ 5006. Premises Diagram

(a) An applicant shall submit to the Bureau, Wlth the apphcatzon a complete and detailed
: -dragram of the proposed premises. The diagram shall be used bv the Bureay to determine _
whether the prermses meets the requrrements under thrs d1v1s1on and the Act The Bureau shali
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deny an application if the premises does not gualify for licensure pursuant to Business and
Professions Code section 26057. '

(b) The diagram shall show the boundaries of the property and the proposed premlses to be '
licensed, showing all boundaries, dimensions, entrances and exits, interior partitions, walls,

rooms, windows, and doorways;-and-commen-or-shared-entryways; and shall include a brief

statement or description of the principal activity to be conducted therein.

(¢) The diagram shall show and identify commercial cannabis activities that will take place in
each area of the premises, and identify limited-access areas. Commercial cannabis activities that
shall be identified on the diagram include the following, if applicable to the business operations:

storage, batch sampling. loading or unloading of shipments, packaging and labeling, customer
sales, loading for deliveries, extraction, cultivation, and processing, |

(d) The diagram shall show where all cameras are located and assign a number to each camera
for identification purposes.

{e) The diagram shall be to scale.

(f) The diagram shall not contain any hi ghhghtmg and the markings on the diagram shall be in
black-and-white print.

(g) If the proposed premises consists of only a portion of a property, the dlagram must be labeled
indicating which part of the property is the proposed premises and what the remaining property
is used for.

(h) If the proposed premises consists of only a portion of a property that will contain two or more
licensed premises, the diagram shall clearly show the designated entrances and walls under the
exclusive control of the applicant for the premises, as well as the designated entrances and walls
for each additional premises. The diagram shall also show all proposed common or shared areas
of the propertv Such areas may include lobbies, bathrooms hallways, and breakrooms.

(1) If the pronosed premises will be a mlcrobusmess that includes cultivation activities, in
addition to the requirements of subsections (b) through (g), the premises diagram shall also
include all the required information for a premises diagram under section 5501(d) of this
division.

(1) If a proposed premises is located 'o.n only a portion of a nroperty that also includes a
residence, the diagram shall clearly show the designated buildings for the premlses and the
residence,

Authority: Section 26013, Business and Profess;ons Code. Refererice: Section 26051.5, Business
and Professions Code.

§ 5007. Landowner Approval

(a) If the applicant is not the landowner of the real property upon ‘which the premzses is located,
the applicant shall provide to the Bureau a document from the landowner or the landowner’s
agent that states that the applicant has the right to occupy the property and acknowledges that the
applicant may use the property for the commercial cannabis activity for which the applicant is
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applying for hcensure An applleant shall also prowde a copy of the rental agreement as
applicable. L

(b) If the applicant is the landowner of the real property upon which the prermses is located, the
appllcant shall provrde to the Bureau a copy of the title or deed to the property. :

Authonty Sectlon 26013, Busmess and Professrons Code Reference Sectzon 26051 .5, Busmess
and Professmns Code Lehn SRR D o .

§ 5008. Bond

An applicant shall provide proof of having obtained a surety bond of at least $5,000 payable to
the State of California to ensure payment of the cost incurred for the destruction of cannabis -
goods necessitated by a violation of the Act or the regulations adopted thereunder. All bonds ;
required under this regulation must be issued. bya corporate surety hcensed to transact surety -
business in the State of California and shall be issued on the Commercial Cannabis Licensee
Bond form under Title 1 1, Cahforma Code of Regulations, Art1cle 56, sectlon 118.1.

Authorrty Sectlon 26013 Busmess and Professrons Code Reference Seetlon 26051 5, Busmess
and Professrons Code e . - o

§ 5009. Lmuted Waiver of Soverelgn Immumty

(a). Any apphcant or: hcensee that may fall within the scope of sovereign nnmunlty that may be.
asserted by a federally recogmzed tribe or other sovereign entity must waive any sovereign -
immunity defense that the applicant or licensee may have, may be asserted on its behalf, or may
otherwise be asserted in any state admlmstratrve or _]udlClal enforcement actions against the -
__applicant or licensee, regardless of the form of relief sought, whether monetary or otherwise,
under the state Jaws and regulatlons govemmg commercial cannabis activity. The applicant or
hcensee must submit a written waiver of soverei gn 1mmumty to the Bureau w;th any license -
application or renewal, which is valid for the period of the license. The written waiver shall
include that the applicant or licensee has the lawfil authority to enter into the waiver required by
this section, the applicant or licensee hereby waives soverergn 1mmunzty, and the apphcant or
hcensee agrees to do alI of the foliowmg i RN o

(1) Prov1de documentatlon to the Bureau that estabhshes that the apphoant or 11censee has the -
lawfuI authorlty to enter mto the wawer requlred by this section; : :

(2) Conduct all commercial cannabis act1v1ty in full comphance w1th the state laws and
regu]atlons governing commercxal cannabls ect1v1ty, mcludmg subrmssmn to ail enforcement _
provrsxons thereof : -

(3) Allow access as required by state statute or regulatlon by persons or entities charged w1th
duties under the state laws and regulations governing commercial cannabis activity to any
premises.or property at Wthh the apphcant conducts any commerma} cannabrs actiVlty, o
includmg premises or property where records of commercrai cannabls actrvrty are mamtamed by _
or for the apphcant or hcensee o R T S
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(4) Provide any and all records, reports, and other documents as may be required under the state
laws and regulations governing commercial cannabis activity; :

(5) Conduct commercial cannabis activity with other state commercial cannabis hcensees only,
unless otherwise specified by state law;

(6) Meet all of the requirements for licensure under the state laws and regulations governing the
conduct of commercial cannabis activity, and provide truthful and accurate documentation and
other information of the applicant’s qualifications and suitability for licensure as may be
requested; and o

(7) Submit to the personal and subject matter jurisdiction of the California courts to address any
matter related to the waiver or the commercial cannabis application, license, or activity, and that
all such matters and proceedings shall be governed, construed and enforced in accordance with
California substantive and procedural law, including but not limited to the Medicinal and Adult—
Use Regulation and Safety Act and the Administrative Procedure Act.

(b) The Bureau shall not approve an application for a state license 1f approval of the license -
would violate the provisions of any local ordinance or regulation adopted in accordance with
Business and Professions Code section 26200 that is issued by the county or, if within a city, the
city, within which the licensed premises is to be located.

(c) Any applicant or licensee must immediately notify the Bureau of any changes that may
materially affect the applicant or licensee’s compliance with subsection (a) of this section.

(d) Any failure by an applicant or licensee to comply with the requirements of subsections (b) or
(c) shall be a basis for denial of an application or renewal or discipline of a licensee.

Authority: Section 26013, Business and Professions Code, Referénce: Sections 26012, 26050
and 26051.5, Business and Professions Code.

§ 5010. Compliance with the California Environmental Q'ualify Act

(a) All Iapplicants shall provide evidence of exemption from, or compliance with, Division 13 of
the Public Resources Code, California Environmental Quality Act (CEQA), as required by
section 5002(c)(33) of this division.

(b) The evidence provided pursuant to subsection (a) of this section shall be one of {he'followi_ng:

(1) A copy of the applicant’s license, permit, or other authorization from the local jurisdiction if
the local jurisdiction has adopted an ordinance, rule, or regulation pursuant to Business and
Professions Code section 26055(h) that requires discretionary review and approval of perrmts,
licenses, or other authorizations to engage in commercial cannabis activity.

(2) A copy of the Notice of Determination or Notice of Exemption and a copy of the CEQA
document, or reference to where it can be located electronically, if the applicant does not wish to
provide a copy of the license, permit, or other authorization provided by the local jurisdiction or
if the local jurisdiction has not adopted an ordinance, rule, or regulation pursuant to Business and
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Professions Code section 2605 5(h) that requlres discretionary reéview and approval of penmts
llcenses, or other authorizations to engage in commercial cannabis act1v1ty :

(c) If an applicant does not have the evidence specified in subsection {b) of this sectlon, or if the
local _]unsdlctlon did not prepare a CEQA document, the applicant will be responsrble for the
preparation of an environmental document in comphance with CEQA that can be approved or
certrﬁed by the Bureau, unless the Bureau spec1ﬁes otherw1se

Authorrty Section 26013 Busmess and Professrons Code Reference Secnon 26055 Busmess
and Professmns Code. _

§ 5011. Additional Information

The Bureau may request additional information and documents from the applicant. The Bureau
will provide the applicant a deadline for submittal of additional information. The Bureau will
cons1der the complexity. of the information requested and the ease with which the information . .
can be obtalned and transrmtted to the Bureau by the apphcant in deterrnmmg the deadltme -

Authonty Sectlon 26013 Busmess and Professwns Code Reference Sectlons 26031 26050 _
and 26051.5, Business and Professmns Code : :

§5012 Incomplete Apphcatlons |

.(a) If the Bureau determmes that the application is mcomplete the Bureau may prowde notlce to
the apphcant in accordance w1th Busmess and Professrons Code sectlon 124 SR

(b) If the Bureau 1ssues a notice pursuant to Busmess and Professmns Code sectzon 124 an
applicant has one year from the date of the notice in subsection (a) to correct all deficiencies. If .

 the apphcant fails to correct the deficiencies within the one-year period and has not responded to

the Bureau’s attempts to contact the apphcant the application shali be ccnSJdered abandoned
under Business and Professions Code section 142,

() An apphcant may reapply at any time followmg an abandoned apphcation .
(d) The Bureau wﬁ} not refund apphcatlon fees for an mcomplete or abandoned appllcatlon

Authonty Sectron 26013, Business and Professrons Code Reference Sectlons 124 142 26050
and 26051.5, Busmess and Profess;ons Code : o

§ 5013 Wlthdrawai of Applrcatlon -

(a) An apphcant may mthdraw an apphcatron at any tlme pr;or to the Bureau 3 1ssuanee of a
license or denial of a license.

(b) Requests to withdraw an application must be submitted to the Bureau in writing, dated, and
signed by the applicant.

(c) In accordance with Business and Professions Code section 118, withdrawal of an application
shall not, unless the Bureau has consented in writing to such withdrawal, deprive the Bureau of
its authority to institute or continue a proceeding against the applicant for the denial of the
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license upon any ground provided by law or to enter an order denying the license upon any such
ground.

(d) The Bureau will not refund application fees for a wiih&rawn application. . . -

(e} An applicant may reapply at any time followmg the withdrawal of an apphcanon and will be
required to submit a new application and fee.

Authority: Section 26013, Business and Professwns Code. Reference Sectzons 118 and 26050
Business and Professions Code.

Article 3. Licensing

§ 5014. Fees

(a) The application fee for an annual license under section 5002 of this division, a cannabis event
organizer license under section 5600 of this division, a temporary cannabis event license under
section 5601 of this division for each event, and physical modification of the premises under
section 5027 of this division shall be paid by an applicant or licensee as provided by this
division. Applicants and licensees shall pay the appropriate fee as outlined in this subdivision.

Application Fee Schedule

License Type ' Fee Per
_ _ . Application
All Annual Licenses _ ' _ $ 1,000 .
Cannabis Event Organizer License - ' $ 1,000
Temporary Cannabis Event License : o $ 1,000
'Physical Modification of Premises _ _ _ T §500

(b) The annual licensing fee for each license shall be paid by an applicant or licensee as-pfeﬂdeé
by-this-divisien- after the Bureau has approved the application. The Bureau shall not issue the

license until the annual licensing fee has been paid.

(c) In determining the appropriate license fee to be charged, each applicant or licensee shall
estimate the maximum dollar value of its planned operation in terms of the value of the product
expected to be tested, distributed, transported, retailed, cultivated and/or manufactured as
determined in assessing the 15% excise tax pursuant to Revenue and Taxation Code section
34011. The applicant or licensee will use the maximum dollar value of its planned operation to
determine the appropriate fee as outlined in the following fee schedule.
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Annual License Fee Schedule

License Type _ Operations Fee Per
(3 Max. Per License) License
Testing Laboratory up to 50 million _ $ 12,500
greater than 50 million to 400 million $45.000
greater thaﬁ 400 million $ 90,000
Distributor up to 3 million $ 1,200
greater than 3 million to 12 million $.10.000
greater than 12 million to 60 million $ 50,000
greater than 60 million to 120 million $160,000
greater than 120 million $200,000
Distributor Transport Only up to 3 million $500
Self-Distribution greater than 3 million to 12 million $1,500
_ greater than 12 million $4.000
Distributor Transport Only _ up to 3 million $1.,000
greater than 3 million to 12 million $2.800
. greater than 12 million $6.000
Retailer _ up.to 0.75 million $ 4,000
arcater than 0.75 million to 2.5 million § 20,000
greater than 2.5 million to 7.5 million $ 64,000
greater than 7.5 million $ 120,000
Microbusiness . upto 0.75 million $10.000
greater than 0.775 million to 2.5 million $ 30,000
greater than 2.5 million to 7.5 million $ 100,000
greater than 7.5 million - $ 180,000

(d) Notwithstanding the fees identified above, cannabis event organizers shall pay the
appropriate fee as outlined in this subdivision.
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Annuai Llcense Fee Schedule for Cannabis Event Organlzers :

| Llcense Type S . Planned Operatwns ' o ~ Fee Per _

o o (Number of Operatmns) ' 3_ : Liceuse B

_ :E_Vem __O_rg_ani;_er_ — o S 10 events annually N $5,{)00 L
B NG greater than 10 events annually T $ 15,000

(ef) All fees are nonrefuudable

Authority: Section 26013, Business and Professmns Code Reference Sectzons 26051.5 and
26180, Business and Professions Code : :

§ 5015. Payment of Fees _

© (a) Any fee spemﬁed n thls dxv151on shall be made {0 the Bureau of Cannabxs Control by cash
- check, money order, debit card, or credit card. Check and money order payments may be made
out to the Bureau of Cannabis Control or the Department of Consumer Affairs. .

(b) If the fee is pald by debxt or credxt card

(1) Thep ayment shall be made through the Bureau s onlme hcensmg System and R

(2) The appllcant or llcensee may be requlred te pay any assoelated processmg or convemence
fees to the thlrd-party Vendor processmg the payment on behalf of the Bureau o

rateticensing-fee; Faﬂureto paythe
approprzate Ixcensmg fee is greunds for dﬁﬁﬁl—m&fy—a&&eﬂ d1501pl1n df the Bureau determines
that the licensee paid an amount less than the appropriate licensing fee under section 5014 of this
division, the licensee will be required to pay the balance of the annroonate fee and a nenaltv fee
of 50 nercent of the apnropnate hcensmg fee. The Bureau in its d1scretlon may waive the penaltv
fee. ' : :

Authorlty Section 26013 Busmess and Professmns Code. Reference Sections 26051 5 and
26180 Busmess and Professwns Code : :

§ 5016. Prlonty Licensing

(a) Priority licensing is available for annual licenses only, and is not appllcable to any temporary
or cannabis event orgamzer license.

(b) To. be eligible for priority hcensmg, an apphcant must be able to, demonstrate that the
applicant operated in.compliance with the Compassionate Use Act of 1996 and its implementing
laws before September 1, 2016. Ehglblhty for priority hcensmg shall be established by one of
the following methods
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(1) The applicant is included on the list provided to the Bureau by the local jurisdiction in
response to the Bureau’s request required by Business and Professions Code section 26054.2.

(2) If the local jurisdiction does not provide a list to the Bureau or the applicant’s name does not
appear on the list provided to the Bureau, the applicant shall provide to the Bureau evidence of

~ operdtion in compliance with the Compassionate Use Act of 1996. Such evidence shall be in the
form of a document issued or signed by the applicant’s local jurisdiction that contains the
following:

(A) Name of the applicant;

(B) Address of the premises tb .be iiceﬁsed;

(C) Licénse type(s) that the applicant is applying to the Bureau_ for;
(D) Name of the local jurisdiction; |

(E) Name of the local jurisdiction office that is responsible for enforcing doiﬁpliance with the
Compassionate Use Act of 1996; : : :

(F) Name and contact information for the pefs@n authorized by the local jufisdiction to sign on
its behalf; '

(G) Signature of the person authorized to sign on behalf of the local juﬁsdictioni and

(H) A statement to the effect of: “The above—named party is currently conducting commercial
cannabis activity in this jurisdiction and has been operating in compliance with the -
Compassionate Use Act of 1996 since before September 1, 2016.” SR

Authority: Section 26013, Business and Professions Code. Reference: Section 26054.2, Business
and Professions Code.. : .

§ 5017. Substantially Related Offenses and Criteria for Rehabilitation
" (a) For the purpose of license denial, convictions that are substantially related to the =
qualifications, functions, or duties of the business for which the application is made include:

(1) A violent felony conviction, as specified in subdivision (¢) of section 667.5 of the Penal
Code.

(2) A serious felony conviction, as specified in subdivisioti (c) of section 1192.7 of the Penal
Code.

(3) A felony conviction involving fraud, deceit, or embezzlement.

(4) A felony conviction for hiring, employing, or using a minor in transporting, 'Carryin.g, selling,
giving away, preparing for sale, or peddling, any controlled substance to a minor; or selling,
offering to sell, furnishing, offering to furnish, administering, or giving any controlled substance
to aminor. .~ .. . . = .
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(5) A felony conviction for drug trafficking with enhancements pursuant to Health and Safety
Code section 11370 4 or 11379.8. -

(b) Except as provzded in subseetmns (4) and (5) of subsectmn (a) and notwnhstandmg Chapter 2
(commencing with Section 480) of Division 1.5 of the Business and Professions Code, a prior
_conviction, where the sentence, including any term of probation, incatceration, or supervised
release, is completed, for possession of, possession for sale, sale, manufacture, transportation, or
cultivation of a centrolled substance is not considered substantzally related and shall not be the
sole ground for denial of a hcense Conwctlon for any controlled substance felony subsequent to
hcensure shall be grounds for revocation of a license or demai of the renewai of a license,

(c) When evaluating whether an applicant who has been convicted of a criminal offense that is
substantially related to the qualifications, functions, or duties of the business for which the -
application is made should be issued a license, the Bureau shall cons1der the following cnterxa of
rehabzhtanon : :

(1) The nature and seventy of the act or offense

' (2) Whether the person has a felony conviction based on possession or use of cannabis or
cannabis products that would - not be a felony If the person was cenv1cted of the offense onthe
date of the person s apphcatlon :

(3) The apphcant s crlrmnai record asa Whoie

(4) EV1denee of anyact committed subsequent to:the act or offense under consideration that
could be eonszdered grounds for denlal suspensmn or revocatton of a commerczal cannabzs
--'acthlty hcense SRERTIE . SRR RIS . RERER O, ; :

| (5) The tnne that has elapsed smce connmssxon of the act or offense

(6) The extent to wh1eh the appl;cant has comphed w1th any terms of parole prebatlon
restitution, or any other sanctions lawfully imposed against the apphcant

(D1 apphcable evidence of dlsmtssal under Penal Code sectlons 1203 4 1203 4(a), 1203 41 or
'another state s sunﬂar law; x :

(&) If appheable a: eertiﬁcate of rehab1htat10n obtamed under Pena] Code section 48 52 01 or
another state’s similar law; and : - - : Lo

(9) Other ev1dence of rehablhtatmn subrrntted by the apphcant

(d) If an apphcant has been demed a hcense based ona convzctlon, the apphcant may request a.
hearing pursuant to Business and Profess:ons Cede section 26058 to determine if the applicant
should be issued a license. >

‘Authority: Section 26013, Busmess and Prefessmns Code. Reference Sectlons 482 and 26057,
Business and Professmns Code. . . : o _
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§ 5018. Additiona! Grounds for Denial of a License

In addition to the reasons for denial in Business and Professions Code section 26057, a license
may be denied for the following reasons:

(a) The applicant’s premises does not fully comply with standards set in regulation,

(b) The applicant’s premises is substantially different from the diagram of the premises
submmitted by the applicant, in that the size, layout, location of common entryways, doorways, or
passage ways, means of public entry or exit, or 1dent1ﬁcat10n of limited-access areas within the
licensed premises is not the same. : -

{(¢) The applicant demed the Bureau accéss to the premlses
{d) The applicant made a material mlsrepresentatlon on the apphcatlon

(e) The applicant did not correct the deficiencies within the apphcatlon in accordance With
sections 5002 and 5012 of this division.

(f) The applicant has been denied a license, permit, or other authorization to engage m -
commercial cannabis activity by a state or local licensing authomty

(g) The applicant’s premises is not in compliance with D1v1swn 13 (commencmg with Sectlon
21000) of the Public Resources Code.

(h) The am;lzcant has falled to rermt taxes as required under the Revenue and Taxation Code.

(i) The annhcant may be denied a license for any Vlolatlons of iaw related to the operatmns of the
commercial cannabis business or for anv violations of law related fo licensure.

Authority: Section 26013, Business and Professions Code. Reference: Sections 480, 490, 26012,
26030 and 26050, Business and Professions Code. :

§ 5019. Excessive Concelitratibn

(a) Tn determining whether to grant, deny, or renew a license for a retail license or microbusiness
license, the Bureau shall consider if an excessive concentration exists in the area where the
licensee will operate. For the purposes of this section “excessive concentration” applies when
either of the following conditions exist:

(1) The ratio of licensees to population within the census tract or census division in which the
applicant premises is located exceeds the ratio of licensees to population in the county in which
the applicant premises is located, unless denial of the application would unduly limit the
development of the legal market so as to perpetuate the illegal market for cannabis or cannabis
products.

(2) The ratio of retail licenses or microbusiness licenses to the population within the census tract,
census division, or jurisdiction exceeds that allowable by local ordinance adopted under section
- 26200. '
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(b) “Population Within the Census Tract or Census Division” as used in this section means the
population as determined by the most recent United States decennial or special census. Such
population determination shall not operate to prevent an applicant from estabhshmg thatan
increase of remdent populatron has oeeurred w:thln the census tract or census dmsmn _

(c) “Populatlon in the County” as used in this section shaH be determmed by the most récent
annual population estimate for California counties pubhshed by the Demographlc Research Unit,
State Department of Fmance L S o L

(d) Beginning. July 1, 2018, the Bureau shatl calculate. the ratios described in subsectlon (a) of
this section once every six months using the most current available data. The Bureau’s
constderation of whether to grant, deny, or renew a license shall be based upon the most recent
ratio calculated by the Bureau on the date of the Bureau s decision. AR

(e) The existence of an. excesswe coneentratron shail not be oon31dered in detemnmng Whether to
grant, deny, or extend a temporary 11cense under Busmess and Professmns Code sectlon 26050 1.

(f) The apphcant may provrde rehable e\odence estabhshmg, to the satlsfactron of the Bureau
that a denial of a license would unduly limit the development of the legal market S0 as to :
perpetuate the 111ega} market for cannabls and cannabls products ' B : :

Authonty Section 26013 Busmess and Profess;ons Code Referenee Sectlon 26051 Busmess
and Professmns Code R RN . S

§5020 Renewal of Llcense B

{a) To txmely renew a hcensea a completed hcense renewal fonn and annual hcense fee pursuant
to section 5014 of this division shall be received by the Bureau from the licensee no earlier than -
60 calendar days before the' expiration of the license and no later than 5:00 p.m. Pacific Time on
the last business day before the expiration of the license if the renewal form is submitted to the
Bureau at its ofﬁce(s), or no later than 11:59 p.m. on the last business day before the expiration
of the I1cense if the renewal form is submitted to the Bureau through its electronic llcensmg
system. Failure to receive a notice for license renewal does not reheve a llcensee of the S
obligation to renew all hcenses as requared ' : o

(b) In the event the hcense is not renewed ; pnor to the exp1rat10n date, the llcensee lnust not seli
transfer, transport, manufacture, test, or dlstnbute any commerc1al cannabis goods until the
license is renewed - : o -

(¢) A licensee may submit a license renewal form up to 30 days after the license expires. Any .
late renewal form will be subject toa late fee equai to 50 percent of the apphcable hcensmg fee
required by subsectlon (a) : , - e o SR

(d) The heense renewal form shail contam the foIlowmg

: (1) The name of the licensee. For licensees who are individuals, the applicant shall provxde both
‘the first and last name of the individual. For licensees who are busmess entztres, the Izcensee shall
provrde the legal busmess name of the apphcant B :
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(2) The license number and expiration date.
(3) The 1icens'ee’s"addreéé of record and premises address.

(4) An attestation that all information provided to the Bureau in the original application under
section 5002 of this division or subsequent notification under sections 5023 and 5024 of this
division is accurate and current.

(5) A limited waiver of sovereign immunity pursuant to section 5009 of this division.

Authority: Section 26013, Business and Professions Code. Reference: Section 26050, Business
and Professions Code.

§ 5021. Denial of License

(a) The Bureau may deny an application for a new license or a renewal of a license for any
reason specified in section 26057 of the Business and Professions Code, and on any additional
grounds including grounds for denial under section 5018 of this division, and grounds for
discipline under the Act or this division.

(b) Upon denial of an application for a license or renewal of a license, the Bureau shall notify the
applicant in writing of the reasons for denial, and the right to a hearing to contest the denial.

(¢) The applicant may reqﬁeét a hearing to contest the denial by submitting a written request to
the Bureau.

(1) The written request for a heanng must be postmarked within 30 calendar days of service of
the notification of denial. -

(2) If the written request for a hearing is not received within the required timeframe,' the
applicant’s right to a hearing is waived. :

(3) Upon timely receipt of the written request for heaﬁng, the Bureau shall set a date for hearing
to be conducted in accordance with Chapter 5 (commencing with Section 11500) of Part 1 of
Division 3 of Title 2 of the Government Code.

Authority: Section 26013, Business and Professions Code, Reference Sections 26057 and
26058, Business and Professions Code

§ 5022. Surrender and Cancellation of License

(a) Bvery licensee who surrenders, abandons, or quits the licensed premises, or who closes the
licensed premises for a period exceeding 30 consecutive calendar days, shall, within 10 business
days after closing, surrendering, quitting, or abandoning the licensed premises, surrender the
license certificate to the Bureau. The Bureau may seize the license certificate of a licensee who
fails to comply with the surrender provzslons of this section and may proceed to revoke the
license or licenses. :

(b) A person whose license has been surrendered may submit to the Bureau a written request for
the license to be returned. Any request should be submitted to the Bureau prior to the expiration
of the surrendered license. The written request shall specify the reason the license was
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- surrendered and why the hcense should be retumed The Bureau inits d1seret10n may ret“urn the
license. - : : : . _ : _

(©) The Bureau may cancel the hcense er heenses of a hcensee upon request by the hcensee

Authonty Section 26013 Busmess and Profess:ons Code Reference Seetlon 26050 Busmess
and Professions Code ' L : SR : R

§ 5023 Netlﬁe&ﬁeﬂ-ef—ehanges Busmess Modlﬁcatmns

ﬂa—seeﬁeﬁég%-e«tlt-his—dﬁqsma- shall be made in aceordanee w1th the followmg

{a) Changes to standard operatmg procedures may be made w1th0ut m‘owdmg not1ﬁcat10n to the
Bureau. Licensees shall maintain a cenv of all current and pner oneratmg p_rocedures as reguzred
by seetlon 5037 of thxs lelSlon e : g , S

(b) If at the nme ef 11eensure a hcensee employed less than 20 employees and later employs 20
or more employces, the licensee shall provide to the Bureau a document. attesting that the
licensee has entered into a labor peace agreement and will abide by the terms of the agreement,

: ofas soon as reasonabtv nracttcable once emnlovmg

20 or more employe_es.

(¢} Licenses are not transferrable. If one or more of the owners of a license change, a new license
apphcation and fee shall be submitted to the Bureau within 10 business days of the effective date

- of the ewnershtp change. A change i in ownership occurs when'a new person meets the deﬁmtlon B

of owner in section 5003 of this division. A change in ownership does not occur when oneé or’
more-owners leave the business by transferring their ownership interest to the other existing -
owner(s) In cases where one or more owners leave the busmess by transfemng their ownershlp
interest to the other ex;stmg owner(s), the owner or owners that are transfemng their interest - '
shall prewde a mgned statement to the Bureau cenﬁrmmg that they have transferred thetr o
mterest :

(d) When there isa ehange in persons w1th ﬁnaneta} mterest(s) in the commercml cannabls
business that do not meet the requirements for a new license application under this section, the
licensee shall submit the mformatzon required by sectzons 5002(0}( 1 9) and 5004 of thlS leISiOl’l
to the Bureau thhm 10 busmess days of the change. ~ -

(e) L1censees may request to add an A-designation or M-desxgnanon to their license by sending a
- notification te the Bureau signed by at least one owner as defined in section 5003 of this

division. A licensee shall not operate under the requested desxgnatmn unttl thev have recelved
approval from the Bureau. - s :
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(f) Microbusiness licensees may add a commercial cannabis activity to their license or remove a
commercial cannabis activity from their license if doing so is consistent with the requirement set
forth in section 5500(a) of this division that licensees engage in at least three (3) commercial
cannabis activities. Licensees shall request the modification by completing a request to modify

the premises pursuant to section 5027 of this division. A licensee shall not engage in anew

commercial cannabis activity until they have paid for the modiﬁcation and received approval
from the Bureau,

(2) Licenses may not be fransferred from one premises to another. Licensees shall not operate out
of a new premises until they have been issued a new license. ' :

Authority:- Séction 26013, Business and Professions Code. Reference: Sections 136 and 26012,
Business and Professions Code.

§ 5024. Death or Incapac1ty of a Licensee

(a) In the event of the death, incapacity, recelvershlp, assi gnment for the benefit of creditors of &
lieensee an owner, or other event rendering ateensee an owner mcapable of performing the
duties associated with the license, the leensee s-owner’s successor in interest (e.g., appointed
guardian, executor, administrator, receiver, trustee, or assignee) shall notify the Bureau in
writing, within 10 business days.

(b) To continue operations or surrender the existing 11cense the successor in interest shall submit
to the Bureau the following:

(1) The name of the successor in interest.

(2) The name of the lieensee owner for which the successor in 1nterest 18 succeedmg and the
hcense number;

(3) The phone number, mailing address and email address of the successor in interest; and

(4) Documentation demonstrating that the licensee owner is incapable of performing the duties
associated with the license such as a death certificate or a court order finding the lieensee owner
lacks capacity, and documentation demonstrating that the individual making the request is the
Lieensee’s owner’s successor in interest such as a court order appointing guardianship or will or
trust agreement.

(c) The Bureau may give the successor in interest written approval to continue operations on the
licensed business premises for a period of time specified by the Bureau:

(1) If the successor in interest or another person has applied for a license from the Bureau for the
licensed premises and that application is under review;

(2) If the successor in interest needs additional time to destroy or sell cannabis goods; or
(3) At the dlscretzon of the Bureau. _
(d) The heeﬂsee—s OWNEr’s successor in 1nterest is held subject to all terms and condltlons under

which a state cannabis license is held pursuant to the Act.
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(e) The approval creates no. vested nght to the i issuance of a state cannabls hcense

Authonty Sectlon 26013 Busmess a,nd Professmns Code Reference Secuon 26{)12 Busmess
and Professmns Code

-_.§ 5025 Premlses

(a) Each 11cense shall have a d681guated premlses for the 11censee s commercxal camlabls act1v1ty, 7
whxch is subject to mspectzon by the Bureau 3 :

(b) The Bureau may aiiow a hcensee to hswe conduct both aduit-use and medlcmal oommemal

cannabis activity on the same licensed prermses fer—%we—sepafa%eeommefe}&l—eaim&b*s—heenses

all of the following criteria are met:

(1) The licensee holds both an Arkeeﬁse A-deSI gnation and .an M-license M—demg;naﬂon on the
license for the identical type of commercml cannabzs act1v1ty, and

{c) Retaulers and m1cro‘ousmesses authonzed to conduct retail act1v1t1es shaH only serve

_ customers who are thhm the hcensed premlses or at a dehverv address that meets the
requzrements of thxs diVlSlOIl S : : :

(1) The sale and dellverv of cannabis goods shaﬂ not oceur through a pass- out wmdow ora shde~
:out trav to the extenor of the Drermses R

{ 2) Retaﬂers or mlcrobusmesses shall not operate as or wath a dnve~1n or drzve-througt_l at wh1c
cannabis goods are sold to DErsons w1th1n or about a motor, vehlcie TR DR

{(3) No cannabzs goods shall be sold and/or dehvered by anv means or method to.any person .
Wlthm & motor vehlcle

{ d) Alcohollc beverages as defmed in Busmess and Professmns Code sectlon 23 004 shall not be
stored or consumed ona orem;ses R RN S Mt : S g

( e) Anv orermses that is adi acent to another taremlses engagmg in manufactumng or cuitwatlon
shall be separated from those premises by walls and a.nv doors leadmg to the cuitlvatlon ar
manufacturmg premises shall remain closed. : : S Sl :

( f) Notwithstanding subsection (¢), an applicant or hcensee may have a dr;ve -in or dnve-through
window only if, prior to Jupe 1, 2018: S e
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(1) The licensee or applicant received a license or permit from the local jurisdiction for a.
premises including a drive-in or drive-through window which was disclosed on the local

application; or

(2) The licensee or applicant has submitted an application to the local jurisdiction for a license or
permit which, at the time of submission of the application, included information that a drive-in or
drive-through window was already part of, or proposed to be part of, the premises. and after June
1. 2018, the local jurisdiction approves the premises with a drive-in or drive-through window.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26001 and
26053, Business and Professions Code.

§ 5026. Premises Location

(a) A premises licensed under this division shall not be located within a 600-foot radius of a
school providing instruction in kindergarten or any grades 1 through 12, day care center, or
youth center that is in existence at the time the license is issved.

(b) Notwithstanding subsection (a), if a local jurisdiction has issued a license or permit to
conduct commercial cannabis activity at a premises that is located within a 600-foot radius of a
school providing instruction in kindergarten or any grades 1 through 12, day care center, or
youth center, the Bureau may approve the premises for licensure if the following conditions are
met:

(1) The applicant submits a copy of a valid license or permit from the local jurisdiction with the
application for licensure; and

(2) The local jurisdiction notifies the Bureau that the applicant is in compliance with all

applicable local ordinances and regulations pursuant to Business and Professions Code section
26055(2)(2HC).

(c) A premises shall not be in a location that requires persons to pass through a business that sells
alcohol or tobacco or a private residence to access the licensed premises, or that requires persons
to pass through the licensed premises to access a business that sells alcohol or tobacco or alteohel
a private residence. :

(d) A premises shall not be located within a private residence.

() Licensees shall ensure that the Bureau has immediate access to their licensed premises. If the
Bureau is denied access to a licensee’s premises for any reason, the licensee shall be held.
responsible and subject to discipline. If the Bureau is denied access to one licensee’s premises
because of another licensee’s refusal to grant access when the only access to the first premises is
through the second premises, both licensees shall be held responsible and subject to discipline.

Authority: Section 260 13, Business and Professions Code. Reférence: Sections 26051 5, 26054
and 26055, Business and Professions Code.
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§ 5027. Physical Modification of Premises =~

(a) A licensee shall not, without the prior written approval of the Bureau, make a physical
“change, alteration, or modification of the licensed: prermses that matenally or substantially alters

the licensed premises or the use of the licensed premises from the premises diagram originally

filed with the license application. A licensee whose premises is to be materrally or substantially

changed, modxﬁed or altered is responsﬂ::}e for ﬁhng a request for premtses modlﬁeation w1th

the Bureau o : : T :

(b) Matenal or substantrai changes alteratzons or modrﬁcatlons requmng approval meiude, but
are not hmlted to:;-the-remes e : 255 A A,

public entry or ex1t when such comimon entrvwav doorwav, or uassage alters or change

11m1ted~access areas within the licensed premises;

_ (2) The removal creatron or relocauon of a wall or barr;er or _

{ 3} Chans::mg the act1v1t1es conducted in or the use of an area 1dentrﬁed in the last prermses L
dragram erovzded to the Bureau ' SRS : Sl G

(c) A licensee shall request approval of a physrcai change alteratton or modxﬁcatlon in wntmg,
and the request shall 1nclude ' . SO S cr N

(1) A new prermses dragram that conforms to requrrements in sectlon 5006 of thls d1v151on and
) A fee pursuant to seetlon 5014 of thls d1v151on o S 3

(d) A heensee shall prov1de additional documentation requested by the Bureau to evaiuate the -
licensee’s request to modify the premises. > o S

Authority: Section 26013, Busmess and Professions Code. Reference: Section 26055, Business
and Professmns Code :

§ 5028. Subiettmg of Prem:ses -

A licensee shall not subiet any area desr gnated as the heensed premlses fer the hcensee s |
commerczal cannabls actlv;lty

Authortty Sectlon 26013 Busmess and Professmns Code Reference Sectzons 26013 and
26070, Business and Professions Code :

§ 5029. Transmon to Regulated Commercxal Cannabis Market

(a) Begmnmg J anuary 1 2018 hcensees shall not transport or sell any edlble canna’ols product
that exceeds 10 mﬂhgrams of tetrahydrocannabmol (THC) per servmg R

(b) Notw1thstand1ng any other reguiauon in thls d1v1szon begmmng J anuary 1 2018 and before
Juiy 1, 2018, hcensees may do all of the followmg
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(1) Cannabis go.ods that are not in child-resistant packaging may be sold if they ar.e placed into
child-resistant packaging by the retailer at the time of sale.

(32) Non-edible cannabis products that do not meet the THC limits’ per package speczﬁed by the
State Department of Public Health in regulation may be transported and sold.

(D-AnM-licenseel) A distributor may transport erand an M-demggated retailer may sell
medicinal edible cannabis products that arecontain 10 m1111grams of THC or less per serving

regardless of the THC amount in the package.

(54) Cannabis goods that do not meet the labeling requzrements prescribed by the Act or the
State Department of Public Health in regulation may be transported and sold if a sticker with the
applicable warning statement under Businéss and Professions Code section 26120, subdivision
(c)(1)XA) or (c)(1)(B), is affixed to the cannabis goods prior to sale by the retailer.

(65) Cannabis goods held in inventory at the time of licensure that have not undergone
laboratory testing may be transported and sold if a label stating that the cannabis goods have not
been tested as required under Business and Professions Code section 26070(1) is affixed to each
package containing the cannabis goods prior to sale by the retailer.

(76) Dried flower held in inventory by a retailer at the time of licensure that is not packaged may
be packaged by the retailer into individual packages for sale.

(87) Cannabis products held in inventory by a retailer that do not meet the requirements set by
the State Department of Public Health, pursuant to Business and Professions Code sections
26130 and 26131, for ingredients or appearance may be sold by the retailer.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26013 and
26070, Business and Professions Code

§ 5030. Licensee’s Responsibility for Acts of Eniployees and Agents

In construing and enforcing the provisions of the Act and the regulatlons in this division, the act,
omission, or failure of an agent, officer, representative, or other person acting for or employed by
a licensee, within the scope of his or her employment or ofﬁce shall in every case be deemed the
act, omission, or failure of the licensee.

Authority: Section 26013, Business and Professions Code. Reference Seetlons 26031 and
26110, Business and Professions Code.

§ 5031. Emnpleyee Age Restrlctlon

Employees M*ee&seesh&l—l—ﬁet—e—mﬁ%y or fe%am persons under retalned bv a 11censee to work
within or on a licensed premises or to handie cannabls goods shall be at least 21 years of age

Authority: Section 26013, Busmess and Professwns Code Reference Sectlon 26140, Business
and Professions Code.
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. §5032. 'DeSIQated M and A’ Commerclal Cannabls Actwrty Behveen-heeﬁsees '

(a) All commercial cannabis activity shall be conducted between hcensees Retarl hcensees may
conduct commerc1a1 cannabls actlvzty thh customers in accordance w1th chapter 3 of thls :
lelSIOH . RS ; S : : . S L -

i Lxcensees mav conduct busmess w1th A~ :

labefateﬁes— other hcensees 1rrespect3ve of the M- des1gnat10n or A- desmnahon on therr
licenses. ~ + i : _ _ e

(c) Dlstnbutors shall onlv transcort and sell cannabrs goods demggated as “For Medical Use
Only.” pursuant {o the Tequirements prescnbed bv the State Department of Pubhc Health in

egglatlon, to M-deszggated retaﬂers= _

(d) Products des1gnated as “For Medlcal Use Onlv » oursuant to requ1rements nrescnbed bv the
State Department of Po_bhc Health in regulatzon shall only be sold to medlcmal customers bv M~
desrg;lated reta1lers . i :

Authority: Sect1on 26013 Busrraess and Professmns Code Referenoe Sections 26001 26013
and 26053, Business and Professmns Code L

- §5033. Storage of Inventory
(a) A hcensee shalI not store cannabls goods outdoors |

(b) Employee break rooms, changmg facilities, and bathrooms shall be separated from all storage
areas. S o . |
" (¢) Bach location where cannabis goods are stored must be separaiely licensed,
Authority: Section 26013, Business and Professzons Code Reference Sectlons 26012 and
26070, Business and Professions Code. S

§ 5034. Significant Discrepancy in Inventory

(a) A significant discrepancy in inventory means a difference in actual inventory compared to-
records pertaining to inventory of at least $3, 000 or 2 percent of the average monthly sales of the
licensee, whrchever is less. : : o : :

(b) For the purposes of this section, average monthly sales shall be calculated by taking a per .
month average of the total sales for the previous 6 months. If the licensee has not been in.
operation for at least 6 months, only the months in which the hcensee was operatmg shall be
used in determining average monthly sales. : R LRI SR '

(c) For the purposes of this section, the licerisee’s acquisition price shall be used to determme the
value of camlabrs goods ina 11censee s mventory : - L

Authonty Section 26013 Busl__n_e_ss and Professmns Code Reference Sectlon 26070 Busmess
and Professions Code. : . _
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§ 5035, Notification of Criminal Acts, Civil Judgments, and Revocation of a Locai License,
Permit, or Other Authorization After Licensure '

(a) A licensee shall ensure that the Bureau is notified in writing of a criminal conviction of any

~ owner, ¢ither by mail or electronic mail, within 48 hours of the conviction. The written
notification to the Bureau shall include the date of conviction, the court docket number, the name
of the court in which the licensee was convxcted and the spec1ﬁc offense(s) for which the :
licensee was convxcted

(b) A licensee shall ensure that the Bureau is notlﬁed in wntlng ofa cml penalty or }udgment
rendered against the licensee or any owner in their individual capacity, either by mail or
clectronic mail, within 48 hours of delivery of the verdict or entry of judgment, whichever is
sooner. The written notification shall include the date of verdict or entry of judgment, the court
docket number, the name of the court in which the matter was adjudicated, and a description of
the civil penalty or judgment rendered against the licensee.

(c) A licensee shall ensure that the Bureau is notified in wrltmg of the revocatzon of a local
license, permit, or other authorization, either by mail or electronic mail within 48 hours of
receiving notice of the revocation. The written notification shall include the name of the local
agency involved, a written explanation of the proceeding or enforcement action, and the specific
violation(s) that led to revocation.

Authority: Section 26013, Business and Professions Code. Reference Sections 26030 and
26031, Business and Professions Code.

-§ 5036. Notlﬁcatmn of Theft, Loss, and Criminal Activity

(a) A licensee shall notify the Bureau and local law enforcement within 24 hours of discovery of
any of the following situations:

(1) The licensee discovers a significant discrépancy, as defined in section 5034 of this division,
in its inventory. i '

(2) The licensee discovers diversion, theft, loss, or any other criminal activity pertaining to the
operations of the licensee.

(3) The licensee discovers diversion, theft, loss, or any other criminal activity by an agent or
employee of the licensee pertaining to the operations of the licensee. '

(4) The licensee discovers loss or unauthorized alteration of records related to cannabis goods,
customers, or the licensee’s employees or agents. :

(5) The licensee discovers any other breach of Seeurity.- :

(b) The notification to the Bureau pursuant to subsection (a) of this section shall be in writing
and include the date and time of occurrence of the theft, loss, or criminal activity, the name of
the local law enforcement agency that was notified, and a description of the mczdent including,
where applicable, the item(s) that were taken or lost.
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Authority: Section 26013, Business and Professions Code. Reference: Sectlon 26070, Busmess
and Professrons Code.

§ 5037. Record -Retentlon

(a) Each licensee shall keep and maintain the followrng records related to commercxal ca.nnabls
actw;ty for at least seven years: . R - - R

(HF manc1a1 records 1nclud1ng, but not lxmlted to, bank statements sales invoices, recerpts tax
records, and all records required by the California Department of Tax and Fee Administration -
(formerly Board of Equahzatron) under trtle 18, Cahforrna Code of Regulatlons sections 1698
and 4901 ' . .

(2) Personnei records mcIudlng each employee S full name, socral securlty or 1nd1v1dua1 tax -
payer identification nurnber date empioyment begms and date of termmatron of employment 1f
apphca’ole ' : :

3) Trarnrng records including, but not hmlted to, the content of the trammg provrded and the
names of the elnployees that recewed the tralmng - '

(4) Contracts wrth other hcensees regardmg cornmermal cannabrs achlty

(5) Permits, Ircenses, and other 1oca1 authorlzatxons to conduct the hcensee $ commercrai
cannabls acthlty - :

(6) Securrty reeords except for survelilance recordlngs requrred pursuant to sectron 5044 of thls
- division, ik _ [N

E (7) Records relatmg to the compostmg or- destructron of cannabrs goods
(8) Documentatlon for data or mformatlon entered mto the track and trace systern i

(9) All other- documents prepared or- executed by an owner or his employees or ass1gnees in . -
connection with the llcensed commerc:lal cannab1s business. . : S

{b) The Bureau may make any exammatlon of the books and records of any licensee as 1t deems
necessary to perform its duties under the Act. - I e e

(c) Records shall be kept in a manner that allows the records to be produced for the Bureau at the
hcensed premises in either hard copy or.electronic form, whichever the Bureau requests

(d). A hcensee may contract w1th a ‘third party to provzde custodral or management semces of the
records. Such a contract shall not relieve the lxcensee of the lrcensee s respcns1b111ues under thrs
sectlon :

Authonty Sectlon 26013 Business and Professmns Code. Reference Sectlons 26160 and
26161, Business and Professmns Code. :
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§ 5038. Disaster Relief

(a) If a licensee 1s unable to comply with any licensing requirements due to a'disa'st'er','the'
licensee may notify the Bureau of this inability to comply and request relief from the specific
licensing requirement.

(b) The Bureau may exercise its discretion to provide tem'pordry relief from speoiﬁc regulatory
requirements in this division and from other licensing requirements when allowed by law.

(©) Temporary relief from specific licensing requirements shall be issued for a reasonable
amount of time in order to allow the licensee to recover from the disaster. '

(d) The Bureau may require that certain conditions be followed in order for a licensee to receive
temporary relief from specific licensing requirements.

(€) A licensee shall not be subject to an enforcement action for a violation of a licensing
requirement in which the licensee has received temporary relief.

() For the purposes of this section, “disaster” means fire, flood, storm, tidal wave, eaﬂhquake or
similar public calamity, whether or not resulting from natural causes.

(g) A licensed premises that has been vacated by a licensee due to a disaster shall not be deemed
to have been surrendered, abandoned, or quit under section 5022 of this division.

(h) Notwithstanding subsection (a) of this section, if a licensee needs to move cannabis goods
stored on the premises to another location immediately to prevent loss, theft, or degradation of
the cannabis goods from the disaster, the licensee may move the cannabis goods without
obtaining prior approval from the Bureau if the following conditions are met'

(1) The cannabis goods are moved to a secure location where access to the cannabis goods can
be restricted to the licensee, its employees, and contractors;

(2) The licensee notifies the Bureau in writing that the cannabis goods have been moved and that
the licensee is requesting relief from complying with specific licensing requirements pursuant to
subsectxon (a) of this section wathm 24 hours of moving the cannabis goods;

(3) The hcensee agrees to grant the Bureau access to the location where the cannabis goods have
been moved to for inspection; and

(4) The licensee submits in writing to the Bureau within 10 business days of mov;ng the cannabis
goods a request for temporary relief that clearly indicates what statutory and regulatory sections
relief is requested from, the time period for which the relief is requested and the reasons relief is
needed for the specified amount of time.

Authority: Section 26013, Business and Professions Code. Reference: Section 26012, Business
and Professions Code
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"Artrcle 4. Postmg and Advertlsmg
§ 5039 Llcense Postmg Requlrement

Upon issuance of any license, the licensee shall prominently display the license on the licensed
premises where it can be viewed by state and local agencies. If the licensed premises is- open to
the public, the license shall be displayed in an area that is within plam sight of the pubhc

’ Authority: Section 26013, Busmess and Professrons Code. Reference Sectlon 26012 Busmess
and Professions Code. : :

§ 5040 Advert},smg Piacement

(@) Any advertlsmg or marketmg placed m broadcast cable radlo prrnt and drgrtal |

(1) Shall only be displayed where at least 71.6 percent of the audience is reasonablv'cxpecred to
be 21 vears of age or oIder as determmed by relrablc up-to~date audlence composmon (iata and

{2) Shall not use any demctaons or images of mmors under 18 years of age

(b) Upon request a ]1censee shall provide to the Bureau audrencc composn:mn data as requlred in
subsection (a) of this section for advert;smg or marketmg placed by the licensee. This o
mformanon shall be provrded to the Bureau wrtlnn the tlme spcc1ﬁed ‘oy the Bureau _' o

(c) If the Bureau determrnes that aud1ence composrtron data for advemsmg or marketmg

_ ,prowded bya hcensee does not. comply wrth the reqmrements of subsection (a) of this’ sectlon or
the hcensee fails to prov1de audrence cornposmon data to the Bureau within the time spec1ﬁed by
the Bureau the lzcensee shall remove the advertlsmg or markehng piacement m questron '

Authonty Section 26013, Busmess and Professions Code Reference Sectrons 26151 and
26152, Business and Professions Code.

§ 5041 Age Confirmation in Advertising

(a) Prior to any advertlsrng or marketing from the licensee mvolvmg dlrect mdzv1dualrzed
communication or dialogue, the hcensee shaH use age afﬁrmauon to Verlfy that the rec1p1ent rs
21 years of age or older. : .

(b) For the purposes of th1s sectmn drrect mdlvrduahzed communication or d1aiogue may occur
through any form of communication, 1ncludmg m~person telephone, physwal mall or elect:romc

(c} A method of: age verzﬁcatlon is not necessary fora commumcatlon if the l1censee can Verrfy
that the licensee has previously had the intended recipient undergo a method of age affirmation
and the licensee is reasonabiy cer'ialn that the communication will oniy be received by the . -
mtended rec:plent _ e
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(d) A lcensee shall use a method of age affirmation before having a potential customer added to
a mailing list, subscribe, or otherwise consent to receiving direct, individualized communication
or dialogue controlled by a licensee. : :

Authority: Section 26013, Business and Professions Code. Reference: Sections 26151 and
" 26152, Business and Professions Code.

Article 5. Security Measures
§ 5042. Aceess-te Limited-Access Areas

(a) Licensees shall ensure that any person on the licensed premises, except for employees and
contractors of the licensee, are escorted at all times by the licensee or at least one employee of
the licensee when in the limited-access areas of the premlses

(b) Entrances to all limited-access areas shall have a door and a lock meeting the requirements of
section 5046 of this division. The door shall remain closed when not in use during regular
business hours.

Authority: Section 26013, Business and Professions Code. Reference: Section 26070, Business
and Professions Code. :

§ 5043. Licensee Employee Badge Requirement

All agents, officers, or other persons acting for or employed by a licensee shall display a
laminated or plastic-coated identification badge issued by the licensee at all times while
engaging in commercial cannabis activity. The identification badge shall, at 2 minimum, include .
the licensee’s “doing business as” name and license number, the employee’s first name, an
‘employee number exclusively assigned to that employee for identification purposes, and a color
photograph of the employee that clearly shows the full front of the employee’s face and that is at
least 1 inch in width and 1.5 inches in height.

Authority: Section 26013, Business and Professions Code. Reference: Section 26070, Business
and Professions Code.

§ 5044. Video Surveillance System

(a) Each licensed premises shall have a digital video surveillance system with a minimum
camera resolution of 1280 x 720 pixels.

(b) The surveillance-system storage device or the cameras shall be transmission control protocol
(TCP) capable of being accessed through the internet.

(¢) The video surveillance system shall at all times be able to effectively and clearly record
images of the area under surveillance.

(d) Each camera shall be permanently mounted and in a fixed location. Fach camera shall be
placed in a location that allows the camera to clearly record activity occurring within 20 feet of
all points of entry and exit on the licensed premlses and allows for the clear and certain
identification of any person and activities in all areas required to be filmed under subsection (e).
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(e) Areas that shall be recorded on the video surveillance system inciude the following' :

(1) Areas where cannabis goods are weighed, packed, stored Ioaded and unioaded for |
transportation, prepared, or moved within the premises; - SR :

2) Lxmlted-access areas;
(3) Security rooms |

(4) Areas storing a surveillance-system storage device with at least one camera recording the
access points to the secured surveillance recording area; and o

(5) Entrances and ex1ts to the premlses which shall be recorded from both indoor and outdoor,
vantage pomts :

. Retmlers shafil also record pomt-of-sale areas and areas wherc cannabls goods are dlsplayed
for sale on the video surveillance system. At each point-of-sale locatlon, camera placement must
allow for the recordmg of the facial features of any person purchasing or selling cannabis goods

or any person in the retail area, with sufficient clarity to determme identity.

(g) Cameras shall _record contlnuousiy 24 hours per day and ata mmnnum of 15 frames per
second (FPS) . _ R,

(h) The physical media or storage device on which surveﬂlance recordmgs are stored shall be
secured in a manner to protect the recordmg from tampenng or theft. . : ¥

(1) Survelllance recordmgs shall be k;ept for a mlmmum of 90 days

- (j) Survezllanoe recordmgs are. sub_;ect to mspectzon by the Burcau and shail be kept ina manner
that allows the Bureau to viéw and obtain copies of the recordings at the licensed ; premises -
immediately upon request. The licensee shall also send or otherwise provide copies of ihc .
recordings to the Bureau upon request within the time specified by the Bureau. SN

(k) Recorded images shall clearly and accurately display the time and dato Tnne istobe
measured in accordance with.the Umted States National Institute Standards and Technolo gy
Standards o -

(1) The video surveillance system shall be equipped with a failure notification system that ..
provides notification to the licensee of any interruption or fallure of the V1deo surveﬂiance
system or wdeo surveﬂlance—systern storage dev1ce i SRR L '

(m) If multmle premlses are contaaned w1thm thc same bulidmg, a Smgle v1deo surveﬂiance
system covering the entire bmldlng may be used by all of the licensees under the foHowmg
conditzons o

( 1} Each am)hcant or hcensce shall dlsc}ose on theu' premises diaggam where the surveﬂlanc
rocordmgs are stored :

( 2‘) Each applicant or licensee shal] 1nciude in their security operatm,fz orocedures submltted wath
the am;hcatlon pursuant to S€C'[101’1 5002{cX 29)( D) of thls dlwsmn an exoianatlon of how the
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video surveillance system will be shared, including who is responsible for monitoring the video
footage and storing any video recordings.

(3) All licensees shall have immediate access to the surveillance recordings to broduce them

pursuant to subsection (j) of this section.

(4) All licensees shall be held responsible and subject to discipline for any vioIati.ons of the video
surveillance requirements.

Authority: Section 26013, Business and Professions Code Reference: Section 26070, Business
and Professions Code. :

§ 5045, Security Personnel

(a) A retail licensee or microbusiness licensee thatwho is engaged in retail sale shall hire or
contract for security personnel who are at least 21 years of age to provide security services for
the licensed retail premises. All security personnel hired or contracted for by the licensee shall be
licensed by the Bureau of Security and Investigative Services and shall comply with Chapters
11.4 and 11.5 of Division 3 of the Business and Professions Code.

(b) Notwithstanding subsection (), a non-storefront retailer is not required to hire or contract for
security personnel.

(¢) If multiple premises are contained within the same_buiiding, security personnel may be
shared by all of the licensees to cover the entire building under the following conditions: -

(1) Each licensee shall include in their security operating procedures, submitted with the

application pursuant to section 5002(c)}(29)D) of this division, an explanation of how security
personnel will be shared mcludmg who is responsible for employing or contracting the security

personncl

{2} All 11censees shall be held respon31ble and sub3ect to discipline for any V101at1ons of the
security personnel requirements.

Authority: Section 26013, Business and Professions Code. Reference: Section 26070, Business
and Professmns Code.

§ 5046. Locks
A licensee shall ensure that the limited-access éiéas described in section 5042 of this division
can be securely locked using commercial-grade, nonresidential door locks. A licensee shall also

use commercial-grade, nonresidential door locks on all points of entry and exit to the licensed
premises. - :

Authority: Section 26013, Business and Professiohs Code. Reference: Section 26070',_ Busiﬁess
and Professions Code. '

§ 5047. Alarm System

(a) A licensee shali maintain an alarm system as deﬁned in Busmess and Professzons Code
section 7590.1(n) at the licensed premises.
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(b) A licensee shall ensure a licensed alarm company operator or one or more of its regrstered
alarm agents installs, maintains, momtors and responds to the alarm system. ZRaE

{(c) Upon request, a licensee shall make avaﬂable to the Bureau all mformatxon related to the .
alarm system, monztormg, and alarm act1v1ty e : R T

(d) If multmle Dremzses are contamed Wrthm the same bulldmg, a smgle alarm svstem covermg
the entlre buddmg may be used bv a11 of the licensees under the followmg condltlons

( 1) Each hcensee shall include in their securitv operating m‘ocedures submrtted with the
am)hcatron pursuant to section 5002(c}29)(D) of this division, an explanation of how the alarm
svstem WIH be shared, mcludmg Who is respon31ble for contractmg W1th the aiarm comoanv

(2) AH hcensees sha}l have access to and be abie to orovrde the 1nformatron under subsect1on ( c)
ofthl.ssectton S . S o T

(3) All hcensees shall be held rest)onsfole and subiect to dlscmhne for any. vzolatlons of the alarm
ystern reguirements. : . . . o .

Authority: Section 26013 Business and Professions Code.. ‘Reference: Section 26070 Business
and Professwns Code ' - : : :

Artlcle 6. Track and Trace Requlrements
§ 5_048. Track and Trace System

(a) A licensee shall create and maintain an active and functional account within the track and -
trace system prior to engagmg in any commercial canna‘ols activity, including the purchase sale,
h 'test packagmg, transfer transport return destructron or dlsposal of any cannab1s goods o

(b) A hcensee shall designate one individual owner as the track and trace system account
manager. The account manager may authorize additional owners or employees as track and trace
system users and shall ensure that each user is tralned on the track and trace system pnor to its.
ACCess Or use. : :

(1) The account manager shall attend and successfully complete all requtred track and trace
system tralmng, 1ncIud1ng any onentatton and contmumg educatlon '

{2) Ifthe account manager ‘did not complete the fequired track and trace system training prior to
receiving their annual license, the account manager shall sign up for and complete state
mandated training, as prescribed by the Bureau, within five business days of license issuance. -

(d¢) The account manager and each user shall be assigned a unique log-on, consisting ofa ..
username and password. The account manager or each user acce_ssi'ng' the track and trace system
shall only do so under his or her assigned log-on, and shall not use or access a log-on of any ' -
other individual. No account manager or user shall share or transfer hls or her ]og-on username,
or password to be used by any. other 1nd1v1dua1 for any reason
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(ed) The account manager shall maintain a complete, accurate, and up-to-date list of all track and
trace system users, consisting of their full names and usernames.

(fe) A licensee shall monitor all Compliance notifications from the track and trace system, and
timely resolve the issues detailed in the compliance notification.

(1) A licensce shall keep a record, independent of the track and trace system, of all compliance
notifications received from the track and trace system, and how and when compliance was
achieved. '

(2) If a licensee is unable to resolve a compliance notification within three business days of
receiving the notification, the licensee shall notify the Bureau immediately.

(&) A licensee is accountable for all actions its owners or employees take while logged into or
using the track and trace system, or otherwise while conducting track and trace activities.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26067, 26070,
26160 and 26161, Business and Professions Code.

§ 5049. Track and Trace Reporting

(a) A licensee shall record in the track and trace system all commercial cannabis acfivity,
including:

(1) Packaging of cannabis goods.

(2) Sale of cannabis goods. |

(3) Tfansportation of cannabis goods to a licensee. ~

(4) Receipt of cannabis goods. |

(5) Return of cannabis goods.

(6) Destruction and disposal of cannabis goods.

(7) Laboratory testing and results. _

(8) Any other activity as required pursuant to thls division,. or by any other Iicensirig authority.

(b) The following information shall be recorded for each activity entered in the track and trace
system: - :

(1) Name and type of the cannabis goods.

(2) Unique identifier of the cannabis goods.

(3) Amount of the cannabis goods, by weigh’.[. or count; 5
(4) Date and time of the activity or transaction.

(5) Name and license number of other licensees involved in the activity or transaction. .
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(6) If the cannabis goods are bemg transported

(A) The lreensee shall transport pursuant toa sh1pp1ng mamfest generated th:rough the track and
trace systern, that includes 1tems (1) through (5) of thls subsectlon as well as:

(1) The name, llcense number, and prennses address of the ongmatlng hcensee

- (i1} The name, license nurnber, and premises address of the licensee transportrng the cannabis
goods.

(1ii). The name, ltcense number and prennses address of the destrnauon hcensee recelvzng the
canna’o1s goods into 1nventory or storage

(iv) The date and time of departure from the licensed premises and approxzmate date and time of
departure from each subsequent l1censed premises, if any., :

(v) Armrival date and estimated time of arrival at each llcensed premrses

(vz) Driver license number of the personnel transportmg the cannabrs goods and the make ,
_ model and license plate number of the Veh1cle used for transport. . ' L

(B) Upon pick-up or receipt of canr1ab15 goods for transport, storage or inventory, a licensee
shall ensure that the cannabis goods received are as described in the shipping manifest, and. shall
- record acceptance and acknowledgment of the cannabrs goods in the track and trace system

O there are any dascrepancws hetween the type ot quanttty specrﬁed in‘the slnppmg mamfest
“and the type or quantity received by thie licensee, the licensee shall record and docurnent the
3d1screpancy in the track and trace system and in any relevant busmess rccord '

(N If cannabrs goods are bemg destroyed or dasposed of the l;censee shall record m the track
and trace system the followmg addltzonal 1nformatlon _ :

(A) The name of the employee perforrmng the destrucnon or d1sposal
(B) The reason for destruction or drsposal i |

(C) The name of the entity ‘oelng used to collect and process cannabls waste pursuant to sectron
r50550fth13d1vrs1on S o SERTEY ETHIPRIN

(&) Descrlptlon for any adjustrnents made in the track and trace system mcludmg, but not lnnlted
o '

(A) Sn'ollage or foullng of the cannabis goods._ |
(B) Any event resulting in exposure or compromise of the cannabis goods.

(9) Any other 1nformatron as requ1red pursua,nt to this division, or by any other applrcable _
hcensmg authorltles i y : _

(c) Unless otherw1se specified, all transactions must be enterod nto the track’ and frace system
w1th1n 24 hours of occurrence.

Bureau of Cannabis Control Emergency Regulations Readopt Text — Readopt June 2018 Page 41 of 124



(d) Licensees shall only enter and record complete and accurate information into the track and
trace system, and shall correct any known errors entered into the frack and trace system
immediately upon discovery. '

Authority: Section 26013, Busmess and Professmns Code. Reference Sectlons 26067, 26070,
26160 and 26161, Business and Professions Code.

§ 5050. Loss of Access

(a) If at any point a licensee loses access to the track and trace system for any reason, the
licensee shall prepare and maintain comprehensive records detailing all commercial cannabis
activities that were conducted during the loss of access. ' '

(b) The licensee shall both document and notify the Bureau immediately:
(1) When access to the system is Jost;

(2) When access to the system is restored; and

(3) The cause for the loss of access.

(¢) Once access is restored, all commercial cannabis activity that occurred during the loss of
access shall be entered into the track and trace system within three business days of access being
restored.

(d) A licensee shall not transport, transfer or deliver any cannabis goods until such time as access
is restored and all information recorded in the track and trace system.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26067, 26070,
26160 and 26161, Business and Professions Code,

§ 5051. Track and Trace System Reconciliation

(a) In addition to other inventory reconciliation requifeinents under this division, a licensee shall
reconcile the physical inventory of cannabis goods at the licensed premises with the records in
the track and trace database at least once every 14 days.

(b) If a licensee finds a discrepancy between its physical inventory and the track and trace system
‘database, the licensee shall conduct an audit, and notify the Bureau of any reportable activity
pursuant to section 5036.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26067, 26070,
26160 and 26161, Business and Professions Code.

§ 5052. Temporary Licenses; Licensees in Operation at Time of Licensure

(a) A licensee operating under a temporary license issued pursuant to section 5001 is not
required to record commercial cannabis activity in the track and trace system as otherwise:
required by this article.
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(b) Temporary hcensees shall track and record all cannabis commercml activities and
information required pursuant to this division and : any other provision of 1aw ata mrnnnum on
paper receipts, invoices, or manlfests '

(¢) Any commerc1a1 cannabis actmty conducted between annual lleense holders shaﬂ be o
- recorded in the track and trace system ; : o

(@) Any 11censee in operataon at the time the annual license is 1ssued shall enter all inventory mto
the track and tracé system no later than 30 days after the track and trace systern account manager
attends the training required pursuant to section 5048.

Authority: Section 26013, Busmess and Professions Code. Reference Sections 26050 1, 26067
26070, 26160 and 26161 Busmess and Professwns Code.. : . L

Artlele 7. Returns and Destruction

§ 5053. Returns Between chensees

(a) If a licensee discovers that a manufactured cannabis good that was purchased from another
licensee is defective, the purchasing licensee may. retum the cannabis good to the selhng licensee
only in exchange for a ‘non-defective version of the same type of cannabls good or in exchange
for a cannabls good of equal value ' :

(b) Except as provrded in subsectlon (a) of thls sectlon a hcensee shail not return cannabts goods
purchased from another llcensee ' : .

Authority: Section 26013, Busmess and Professmns Code. Reference Sectlons 26013 and
26070, Busmess and Professrons Code ' :

§ 5054 Destructxon of Cannabls Products Pnor to Dmposal R

No cannabls goods shall be d;sposed of as cannabls waste pursuant to sectron 5055 of th1s -
division unless the cannabis goods have been removed from therr packagmg and rendered
unrecogmzable and unusable. .. ' - - : : el

Authority: Section 26013, Business and Professions Code Reference Sectwns—':!—é@@i%-aad
26070, Busmess and Professmns Code I : : R

§ 5055 Cannabis Waste Management
(a) A 11censee may not sell cannabrs waste

(b) Licensees shall comply with all apphcahle waste managernent laws 1nciudmg, but not limited
to, DIVISIOH 30 of the Public Resources Code

(c) A ltcensee shalI dlspose of cannabas waste in a secured waste receptacle orina secured area
_on the licensed premises. For the purposes of this section, “secure waste receptacle” or “secured
area” means that physical access to the receptacle or area is restricted to the licensee and its
employees and the local agency, or waste hauler franchised or contracted by a local agency.
Public access to the designated receptacle or area is prohrbrted
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(d) If a licensee is composting cannabis waste on the licensed premises, a licensee shall do so in
compliance with title 14, California Code of Regulations, chapter 3.1 (commencing
with Section 17850).

(e) If a local agency, or waste hauler permitted by a local agency, is being used to
collect and process cannabis waste, a licensee shall do all the following:

(1) Provide the Burcau with the following information for the local agency, or waste hauler
franchised or contracted by a local agency, who will collect and process the licensee’s cannabis
waste;

(A) Name of local agency providing waste hauling services, if applicable;

(B) Company name of the local agency franchised or contracted or permitted waste heiuler, if
applicable;

{C) Company business address; and
(D) Name of the primary contact person at the company and contact person’s phone number.

(2) Obtain documentation from the entity haulinig the waste that indicates the date and time of
each collection of cannabis waste at the licensed premises; and

(3) Obtain a copy of the certified weight ticket or other documentatlon prepared by the entity
hauling the waste confirming receipt of the cannabis waste at one, or more, of the following solid
waste facilities:

(A) A manned, fully permitted solid waste landfill or transformation facility; o
(B} A manned, fully permitted composting facility or manned composting operation; '

(C) A manned, fuliy permitted in-vessel dlgestlon fac1hty or manned in-vessel digestion
operation;

(D)YA manned quy permltted transfer/processmg faczhty or manned transfer/processmg
operation; or

(E) A manned, fully permitted chip and grind facility or manned chip and grind operation.

(f) If a licensee is self-hauling cannabis waste to one, or more, of the solid waste facilities in
subsection (e}(3) of this section, a licensee shall obtain for each delivery of cannabis waste by
the licensee a copy of a certified weight ticket or receipt documenting delivery from the solid
waste facility. Only the licensee or its employees may transport self-hauled cannabis waste.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26013 and
26070, Business and Professions Code.
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Chapter 2 DISTRIB’&ITORS _
§ 5300 Non—Cannabls D;strlbutlon Actav;t;es

A dlstnbutor shall not store non—cannabls goods or non- cannabis accessones that are to be sold
to another party on any Tlicensed ; premises. Addltlonally, a d1str1butor shall not dtstnbute non- '
cannabis goods or non-cannabis accessories at a licensed premises. For the purposes of this
section, non-cannabis goods are any goods that do not meet the deﬁnltton of cannabxs goods as
deﬁned in section 5000(c) of this division. S : L ETY

Authority: Sections 26013, Business and Professions Code. Reference Sectlon 26070, Busmess
and Professmns Code ' : : N

§ 5301 Storage-()nly Servr.ces : _
A d1str1bator may provide cannabis goods storag'e~on1y services to a licensed cultivator,
manufacturer, microbusiness, nonprofit, or another distributor, unrelated to the quahty assurance

and laboratory testing processes.

: Authonty Section 26013, Busmess and Professmns Code. Reference Sectlon 26070 Business
and Professmns Code _ :

§ 5302 Storage of Batches for Testmg

: (a) A d1stnbutor shall ensure that all cannabis goods: batches are stored separately and chstmetiy
from other cannabis goods batches on the dlstnbutor s premlses o e

(b} A distributor shall ensure a iabel wzth the foHowmg mformatlon is physwaily attached to |
~-each’ contamer of each batch T IR

: '(l) The name and hcense number of the manufacturer or cultlvator who prowded the batch
(2) The date of entry into the distributor’s storage area; _

'(3) The unique identifiers and batch number assoc1ated with the batch

(4) A descnptlon of the cannabls goods thh enough detazl to easﬂy 1dent1fy the batch

&3] The welght of or quanuty of units in the batch and

{6) The best-by, sell-by, or expiration date of the batoh if any.

Authority: Section 26013, Business and Professions Code Reference Sections 261 10 and
26120, Business and Professions Code. B T R

§'53_03. Packaging and Labeling |
A .-(a) A dxstr;butor may package, e—package label and re»labei eanna’ols for retail sale

| (b) A dlstnbutor shali not package, re-paekage }abei or re-label manufactured cannabts produets
except when the distributor also holds a manufactunng license and is packaging, re-packaging,
labeling, or re-labeling its own manufactured cannabis products. .
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(c) Notwithstanding subsection (b) of this section, if it is determined during Jaboratory testing
that a manufactured product is labeled with the incorrect amount of THC per package or serving,
but is within the THC limits for sale, the distributor may re-label the package with the accurate
THC amount. Distributors may also re-label the package with the accurate amount of
cannabinoids and terpenoids if laboratory testtng determines that the manufactured product is
labeled thh 1ncorrect amounts

Authonty Sect1on 26013, Business and Professmns Code. Referenee Sec’t}ons 26013 and
26120, Business and Professions Code - :

§ 5304. Testing Arrangements

After taking physical possession of a cannabis goods batch, the distributor shall contact a testing
laboratory and arrange for a laboratory employee to come to the distributor’s hcensed premises
to select a representative sample for laboratory testmg

Authomty Section 26013, Busmess and Professmns Code. Reference: Sections 261 10, Busmess
and Professions Code. :

§ 5305. Testing Sample

(a) The distributor shall ensure that the batch size from whlch the sample is taken meets the
requirements of this division. :

(b) A distributor or an employee of the distributor shall be physically present to observe the
laboratory employee obtain the sample of cannabis goods for testing and shall ensure that the
increments are taken from throughout the batch

(c) The samphng shaﬂ be video recorded with the batch number stated at the begmmng of the
video and a visible time and date indication on the video recording footage The video recordmgs
shall be maintained for 180 days. '

(d) After the sample has been selected, both the distributor and the laboratory employee shall
sign and date the chain of custody form pursuant to section 5709 of this division, attesting to the
sample selection having occurred.

(e) A distributor shall not assist the laboratory employee nor touch the cannabis goods or the
sampling equipment while the laboratory employee is obtaining the sample.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26104 and
26110, Business and Professions Code.

§ 53006. Laboratory Testing Results

(a) A sample “passes” a laboratory test when the sample meets specifications in chapter 6 of this
lelSlon

(b) When a batch from a manufactured or harvest batch passes, the cannabis goods may be
transported to one or more retailers. : B
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(c)} A sample “fails” a laboratory test- when the sample does not meet spec1ﬁcatlons in chapter 6
of this division. : SR : SHEE _ : :

(d) If a failed sample was collected from a batch and the batch could be remedlated pursuant to
section 5727 of this division, a distributor may transport or arrange for the transportation of the
batch to a eultwetef—ef manufacturer for remediation. : T o

(e} A chstrlbutor shall destroy a batch that failed laboratory testmg and cannot be remedlated
pursuant to section 5727 of this lelSlon Co :

Authority: Section 26013, Busmess and Professwns Code Reference Sectzons 26070 26104
and 26110 Busmess and Professmns Code i : .

§ 5307 Quahty-Assurance Rev:ew o

' When a dlstrlbutor receives a certlﬁcate of analysis stating that the sample meets specifications
required by law, the distributor shall ensure the following before transportmg the cannabis goods
to one or more reta;lers :

: (a) The certzftcate of analysxs the distnbutor reeelved from the testmg laboratory is the certzﬁcate
of analys1s that eorresponds to the batch;

(b) The label on the cannabls goods 1s con31stent w1th the certlﬁeate of ana1y51s regardmg
cannabmmd content and contammants requn‘ed to be hsted by 1aw :

(c) The packagmg comphes w1th apphcable packagmg laws mcluding, but not hmxted to, _
Business and Professions Code section 26120, Cannabis goods are not required to be 1a‘oe}ed or
otherw;se 1dent1ﬁed as medtclnal Droduets prior to retali sale uniess the eannabts goods must be

in regglation o

(d) The packagmg is 'taihber-e{rideht '“‘Ta;hpef-'e\kideht” means a one-time-use seal is affixed to
the opening of the package, ailowmg a person to reco gmze whether or. not the package has ‘oeen
opened . :

(e) The weight or count of the cannabis batch eomports w;th that in the track and trace system A
distributor shall use scales as requlred by the Act; and . B S :

(H) All events prior to receipt have _been entered into the track and trace system. = -

Authority: Section 26013, Business and Professions Code. Reference Sections 26070, 261 10
and 26120, Business and Professxons Code :

§ 5308. Insurance Requ:rements

(a) An applicant for a distributor license shall provnde the Bureau w1th a certiﬁcate of insurance
that shows the types of insurance coverage and minimum amounts that have béen secured as -
required by thls sectlon and (iocurnentatton estabhshmg comphance w1th subsectton (d) of thls_ o
section. ° ' :
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(b) A distributor licensee shall at all times carry and maintain commercial general liability
insurance in the aggregate in an amount no less than $2,000,000 and in an amount no less than
$1,000,000 for each loss.

{c)A distributor licensee shall maintain the insurance required in subsection (b) from an
insurance company that is: :

(1) A non-admitted insurer that meets the requirerhents of Insurance Code section 1765.1 or
1765.2, and the insurance is placed pursuant to Insurance Code section 1763 and through a
surplus line broker licensed under Insurance Code section 1765;

(2) An insurer qualified to do business in California by the Sec:retary of State and authorized by
the Insurance Commissioner to write the liability and property classes of insurance as defined by
Insurance Code sections 102, 103, 107, 114, 108, and 120; or

(3) A registered risk retention group compliant with the California Risk Retention Act of 1991.
(See California Insurance Code sections 125-140.) '

(d) Admitted insurers and risk retention groups must show proof of cap1tahzat10n in the amount
of at least $10,000,000.

(e) A distributor licensee shall notify the Bureau in wrltmg within 10 calendar days of a lapse in
insurance.

Authority: Section 26013, Business and Professions Code. Reference: Section 26070, Bﬁsiness
and Professions Code. :

§ 5309. Inifentory Reéonéiliaﬁoﬁl | _

(a) A distributor shall reconcile all inventories of cannabis goods at least once every 14' days.

(b) A distributor shall keep an inventory log contammg the following 1nfonnat10n for each batch:
(D The niame and license number of the manufacturer or cuitivator who pr0v1ded the batch;

(2) The date of entry into the distributor’s storage area;

(3) .The unique identiﬁers and batch number associated with the batch;

(4) A description of the cannabis goods with enough detail to easily identify the batch;

(5) The weight of or quantity of units in the batch;

(6) The best-by, sell-by, or expiration date of the batch, if any; and o

(7) Where on the premises the batch is kept. | o

(¢) If a distributor finds a discrepancy between the inventory of stock and the mventory log or
track and trace system that is outside of normal weight loss caused by moisture loss, the
distributor shall commence a full audit of the batch in which the discrepancy was found.
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Authority: Section 26013, Business and Professions Code. Reference: Sections 26070 and .
26__1 60, Bus_in_ess and Professions Code.

§ 5310. Records

(a) In addition to the reeords requlred by sectlon 5037 of ﬂus d1v1s1on a dlstnbutor shaH
--mamtam the following records - R s L

'(1) Records relating to brandlng, packagmg and labeling; -~ g
(2) Inventory logs and records

(3) Transportatlon btlls of Iadlng and shlppmg mamfests for compieted transports and for .
cannabis goods in transrt . . :

(4) Vehicle clfld trar_ler owne_rshio re_cords; o

- (5) Quality-assurance records L _

| (6) Records relatmg to destructlon of camtabts goods
)] Laboratory—testmg records, o

(8 Werehousereceiptss

9) Records relatmg to tax payments collected and pald under Sectrons 34(}11 and 34022 of the
“Revenue and Taxation Code '

Authority: Section 26013 Busmess and Professzons Code Reference Sect1ons 261 10 and
26160 Busmess and ?rotessrons Code B _

§ 5311 Requrrements for the Transportatmn of Cannabls Goods : :. S

The foilowxng requlrements apply when transportmg cannabls goods between hcensees or -
hcensed premlses . : R

(a) Transportatron shaﬂ only be conducted by persons holdrng a dlstrzbutor hcense under the Act,
or employees of those persons. o

(b} All vehicles transporting cannabis goods for hire shall be required to have a motor carrier -
permit pursuant to Chapter 2 (commencing w1th Section 34620) of DlVISlOB 14.85. of the Vehlcle
Code.

(¢) Transportation by means of aircraft, watercraft drone raﬂ human powered vehrcle and
unmanned vehicle is prohxbtted Bt :

(d) Canna‘ms goods shaill only be transported mszde ofa vehlcle or traﬂer and shall not be vrslble
or 1dent1ﬁabie from outszde of the vehicle or trailer. = o e : -

{e) Cannabis goods shall be locked in a box, contamer or cage that is secured to the 1n31dc of t_he
vehicle or trailer. For ourooses of thls sectron the 1ns1de of the vehtcle mcludes the trunk E
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(f) While left unattended, vehicles and trailers shall be locked and secured.

(g) A distributor shall not leave a vehicle or trailer containing cannabis goods unattended in a
residential area or parked overnight in a residential area.

(h) At a minimum, a distributor shall have a vehicle alarm systém on all transport vehicles and
trailers. Motion detectors, pressure switches, duress, panic, and hold-up alarms may also be used.

(i) Packages or containers holding cannabis goods shall not be tampered with, or opened, during
transport.

() A distributor transporting cannabis goods shall only travel between licensees shipping or
receiving cannabis goods and its own licensed premises when engaged in the transportation of
cannabis goods. The distributor may transport multiple shipments of cannabis goods at once in
accordance with applicable laws. A distributor shall not deviate from the travel requirements
described in this section, except for necessary rest, fuel, or vehicle repair stops. ' '

eeﬁ%amefs—m—the—vvﬁeh}e%& Under 1o cnrcumstances may non- oannabls goods, except for can:nab1s
accessories as defined in Business and Professions Code section 26001(g), be transported with
cannabis goods.

(1) Vehicles and trailers transporting cannabis goods are subject to mspectlon by the Bureau at
any licensed premises or during transport at any time. :

(m) Notwithstanding subsections ( d) and (e) of this section, if it is not ooeratlonaliv feas1bie to
transport cannabis goods inside of a vehicle or trailer because the licensed premises that the
cannabis goods will be transported from and the licensed premises that will be receiving the
cannabis goods are located within the same building or on the same parcel of land, the cannabis
goods may be transported by foot, hand truck. fork lift, or other similar means. A shipping
manifest that complies with this division is required when transpotting cannabis goods pursuant
to this subsection,

Authority: Section 26013, Business and Professions Code. Reference: Section 26070, Business
and Professions Code

§ 5312. Required Transport Vehicle Information

(a) In addition to the information required in section 5314 of this di{fision, any distributor who
will be or is transporting cannabis goods shall provide the following information to the Bureau:

(1)' Proof of ownership or a valid lease for each vehicle and trailer used to transport cannabis
goods; ,

) The Year, make, model, license plate nurhber,' and numérical Vehiclé Idenﬁﬁoatioh Number
(VIN) for each vehicle and trailer used to transport cannabis goods; and
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(3) Proof-of insurance for each vehicle and trailer used to tranSpOrt canhabis goods. :

(b) The distributor shall provide the Bureau with the information required by this seetlon in
~writing for any new vehicle or trailer that will be used to transport cannab:s goods pnor to usmg
'_'the vehrele or trailer to transport cannabls goods. . RS TR T S -

(©) The distributor shall provide the Bureau with any changes to the 1nformat10n requrred by tlus
~section in writing within 30. calendar days. . B : :

- Authority: Section 26013, Busmess and Professmns Code Reference Sectron 26070 Busmess
and Professions Code o : o SRR - SRPSTR

§ 5313 Transport Personnel Requirements e

(a) No person under the age of 21 years o}d shall be ina commerczal vehlcle or tratler _ '; -
transportmg cannabxs goods and - :

{b) Only a hc:ensee—er1 an employee of the distributor, or security personnel who meets the
requirements of sectxon 2045 of this dlwsmn shall beina vehlcle while transportmg eannabls

Authorlty Sectron 26013 Busmess and Professmns Code. Reference Sectxon 26070 Busmess
and Professmns Code : :

§ 5314 Sh:ppmg Mamfest

(a) Prior to transpomng cannabis goods a distributor shaH generate a shrppzng mamfest through

the track and trace system for the followmg aetmt:es

' -( 1) Testmg and samphng, - |
(2) Saie of cannabls goods to a hcensee ;_. | b
(3) Destrueﬁon or dasposal of cannabls goods, and _
(4) Any other actwaty, as requlred pursuant to thls dzvzsmn or by any other 11censmg authorzty

(b) The dlsmbutor shall transmit the. shippmg mamfest to the Bureau and the 11oensee that wdl
receive the canuabls goods pnor to transportmg the cannabrs goods

(¢) The dlstnbutor shall ensure and Venfy that the cannabls goods: bemg taken into possession for
transport at the onglnatmg hcensed premises are as described and accurately reflected in the
shipping mamfest For nurposes of this section, the distnbutor may verify that the eannabzs B
goods are accurately reﬂected in the. shmpmg mamfest bv conﬁrmmg that the number of boxes.

of cannabis goods= type ‘of cannabis goods= welght or umts of cannabzs goods matches the label

on the boxes contalmng the cannabIS goods

_(1) The distnbutor sha]l not take 1nto possesswn or transport

(A) Any cannabis goods that are not on the shlppmg manifest; or
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(B) Any cannabis goods that are less than or greater than the amount reflected on the shipping
manifest. '

(2) The distributor is responsible for any discrepancies between the shipping manifest and the
cannabis goods in its possession during transport, and subject to any enforcement or disciplinary
-action related to such discrepancy.

(3) A distributor shall not void or change a shipping manifest after departing from the originating
licensed premises.

(d) A shipping manifest shall accompany every transport of cannabis goods.

() Notwithstanding subsection (a) of this section, if a transporting distributor has not obtained
access to the track and trace system, the distributor shall complete the shipping manifest outside
of the track and trace system and transmit it to the Bureau and the licensee receiving the
shipment by electronic mail.

(f) If the transporting distributor has access to the track and trace system and the licensee
receiving the shipment has not obtained access to the track and trace system, the distributor shall
complete the shipping manifest in the track and trace system and transmit it to the Bureau.
However, the distributor shall send a copy to the licensee receiving the shipment by electronic
mail. '

Authority: Section 26013, Business and Professions Code. Reference: Sections 26067 and
26070, Business and Professions Code

§ 5315. Distributor Transport Only License

geeés—be&weeﬂ—heeﬁsees— A dlsmbutor transnort onlv hcensee mav transport cannabls goods
between licensees; however, they shall not transport any cannabis goods except for 1mmature
plants and seeds to a retailer or to the retailer portion of a microbusiness.

(eb) A complete application for a distributor transport only license shall include all the
information required in an application for a Type 11-Distributor license.

(dc) The licensing fee for a distributor transport only license will be based in part upon whether
the licensee intends to transport only cannabis goods that the licensee has cultivated or
manufactured (self-distribution), or whether the licensee intends to transport cannabls goods
cultivated or manufactured by other licensees.

(ed) A distributor transport only licensee shall comply with all of the requirementé for a holder of
a Type 11-Distributor license, except for those related to quality assurance and testing,
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(#e) A distributor transport only licensce shall not hold title to any cannabis goods unless the
licensee also holds a state—lssued cultivation, manufacturing, retailer, or microbusiness hcense

(gi) Hoidmg a dlstrlbutor transport only hcense shall not authonze a 11censee to:

' (1) Engage in the dehvery of eannabls goods as deﬁned in Busmess and Professmns Code |
section 26001(p) ' :

2 Engage in the wholesaie destructxon packagmg, labehng, or stormg of eannabzs goodsg or
(3) Arrange for the testing of cannabis goods by a testing laboratory.

‘(g) Notwithstanding subsection (€) of this section, a distributor transport only licensee who is
licensed to engage in s¢lf-distribution and whose premises will be on the same property as their
hcensed cultivation or manufacturing premises shall not be requlred to comolv w1th the seeuntv
LVISlonS contamed in Article 5 of this dmsaon o - . SRR

Authonty Section 26013, Busmess and Professwns Code. Reference Sectlons 26012 26013
and 26070, Business and Professwns Code. ' . o R _

Chapter 3. RETAILERS _
§ 5400 Access to Retaxler Premises

(a) Access to the hcensed premises of an A-retaller licensee shall be I1m1ted to 1nd1v1duals who.
are at least 21 years of age. : _ :

(b) Access to the licensed premises of an M-retailer licensee shall be 11m1ted to mdlwduals who
. are at Ieast 18 years of age and have a valid physwlan S recommendatlon s e

' (c) If a hcensed premxses is shared by an A—ilcense and an M- hoense pursuant to sectton 5025 of
this division, the licensee may allow persons 1dent1ﬁed in subsections (a) and (b) above to Acgess
the prem;ses : : Co o _ .

Authority: Sectxon 26013, Business and Professions Code Reference Sectxons 26012, 26070
and 26140 Business and Professions Code. _ SR _ .

§ 5401. Limited-Access Areas

(a) A retailer shall establish lxmlted—acoess areas and permit only authomzed 1nd1vzduais to enter
the limited-access areas. . . _

(b) Authorized individuals include individuals employed by the retailer as well as any outside
vendors, contractors, or other md1v1duals oonductmg busmess that requlres access to the 11m1ted-
access area. _

(c) An 1nd1v1dual in the lzmxted-aocess area who is not employed by the retaﬂer shail be escorted
by an employee of the licensee at all times within the limited-access area.

(d) An individual who enters the'limited-'access area shall be 'at least 21 years of age.
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(e) A retailer shall maintain a log of all authorized individuals who are not employees of the.
retailer who enter the limited-access area. These logs shall be made available to the Bureau upon
request. )

(f) A retailer shall not receive consideration or compensatiOn for permitting an individual to enter
the limited-access area.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26070 and
26140, Business and Professions Code. ‘

§ 5402. Retail Area

(a) Individuals shall be granted access to the retail area to purchase cannabis goods only after the
retailer or an employee of the retailer has verifiedconfirmed that the individual is at least 21
years of age and has a valid proof of identification, or that the individual is at least 18 years of
age and has valid proof of identification and a valid physician’s recommendation for himself or
herself or for a person for whom he or she is a primary caregiver. '

(b) Acceptable forms of identification include the following:

(1) A document issued by a federal, state, county, or municipal government, or a political
subdivision or agency thereof, including, but not limited to, a valid motor vehicle operator's
license, that contains the name, date of birth, physical description, and photo of the person;

(2) A valid identification card issued to a member of the Armed Forces that includes a date of
birth and a photo of the person; or

(3) A valid paiséport issued by the United States or by a foreign government.
(c) A valid proof of identification must cleariyrindicate the age or birthdate of the individual.

(d) The retailer or at least one employee shall be physicafly present in the retail area at all times
when individuals who are not employees of the retailer are in the retail area.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26070 and
26140, Business and Professions Code. :

§ 5403. Hours of Operation

(a) A retailer shall sell and deliver cannabis goods only between the hours of 6:00 a.m. Pacific
Time and 10:00 p.m. Pacific Time.

(b) At any time the premises is not open for retail sales, the retailer shall ensure that:
(1) The premises is securely locked with commercial-grade, nonresidential door locks;

(2) The premises is equipped with an active alarm system, which shall be activated when the
retailer or its employees are not on the licensed premises; and

(3) Only employees and contractors of the retailer are allowed to enter the premises.
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Authonty Section 26013, Business and Professions Code. Reference: Section 26070, Busmess
and Professxons Code

§5404 Retall Customefs :

(a) A retailer shall only sell adult -use cannabis goods to 1nd1v1duals who are at ieast 21 years of
‘age, and medicinal cannabis goods to individuals at least 18 years of age who possess a valid
physician’s recommendatlon for himself or herself Or a person for whom he or she isa pnmary
caregiver. : :

(b) A retailer shall wa-ﬁyconﬁrm the identity and age, and phy31c1an 5 reconunendation if .
appheable of a customer as requIred by sec’aon 5402(a) of this division.

Authorlty Sectlon 26013 Besmess and Professwns Code Reference Sectlon 26140 Busmess
and Professions Code. :

§ 5405. Cannabis Goods Display _

(a) Cannabis goods for inspectio:'n and sale shall only be diSpl_é;yed in the _fef['aii' area.

(b) Fheretaile

(e) Cannabis goods may be removed from their packaging and placed in containersto ailow for
customer inspection. The containers shall not be readily accessible to customers without
assistance of retailer personnel. ‘A container must be provided to the customer by the retailer or .

its employees, who shall remain W1th the customer at ali times that the contalner is being
mspeeted by the customer _

(cd) Cannabls goods removed from thezr packagmg for d1splay shali not be soid sha]l not be
consumed, and shall be destroyed pursuant to section 5054 of thiS d1V1Slon when the cannabls
goods are no longer used for display. - e : S

Authority: Sectlon 26013 ‘Business and Professmns Code. Reference Section 26070 Busmess
and Professions Code - e

§ 54(}6 Cannabls Goods for Sale
A retailer shall not make any eannabls goods avaﬂable for sale or dehvery toa customer uniess: :
(a) The cannabis goods were recelved from a hcensed dlstnbutor - - '.

(b) The retailer has verified that the cannabls goods have not exceeded thelr explratlon or sell -by
date if one is prov1ded and AR R : _

(c) In the case of manufactured cannabis products the product comphes w1fh a]l requxrements of
_Busmess and Professwns Code sectmn 26130 and aii other relevant laws

' Authonty Sectlon 26013 Busmess and Professwns Code Reference Sectlon 26070 Busmess :
and’ Professwns Code. R :
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§5407. Sale of Non-Cannabis Products on Premises

A retailer may sell non-cannabis products on a licensed premises if the licensee remains in
compliance with any city, county, and state laws or regulations related to those products. This

~ provision excludes alcohol and alcohol products and tobacco and tobacco products from sale at
any licensed premises. ' '

Authority: Section 26013, Business and Professions Code. Reference: Sections 26054 and
26070, Business and Professions Code.

§ 5408. Live Plants

(a) A retailer shall only sell live, immature cannabis plants and seeds if all of the following
requirements are met: '

(1) The plant is not flowering;

(2) The plant or seed was purchased from a nursery that holds a valid Type 4-Cultivation;
Nursery license under the Act; and

(3) A label is affixed to the plant or package containing any seeds which states “This product has
not been tested pursuant to the Medicinal and Adult-Use Cannabis Regulation and Safety Act.”

(b) A retailer may not sell any other live plants.

(c) A retailer shall not apply nor use any pesticide, nor cause any pesticide to be applied nor
used, on live plants, '

Authority: Section 26013, Business and Professions Code. Reference: Sectiohé 26070 and
26100, Business and Professions Code

§ 5409, Daily Limits

(a) A retailer shall not sell more than the following amounts to a single adult-use cannabis
customer in a single day:

(1) 28.5 grams of non-concentrated cannabis.

(2) 8 grams of concentrated cannabis as defined in Business and Professions Code section 26001,
including concentrated cannabis contained in cannabis products. o

(3) 6 immature cannabis plants.

(b) A retailer shall not sell more than the follbwing amounts to a single medicinal cannabis
patient, or to a patient’s primary caregiver purchasing medicinal cannabis on behalf of the
patient, in a single day: :

(1) 8 ounces of medicinal .c'annabis as defined in section 11362.77 of the Health and Safety Code.

(2) 12 immature cannabis plants.
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(c) If a valid physician’s recommendation contains a different amount than the limits listed in
‘this section, the medicinal cannabis customer may purchase an amount of medicinal cannabis
, consrstent Wzth the patrent s needs as recommended bya physrcran '

Authority: Sectlon 26013, Business and Professions Code Reference: Sectron 26012, Business
and Professmns Code and Sectlons 11362 1 and 11362 77 Health and Safety Code. .

§ 5410. Customer Return of Cannabis Goods

(a) For the purposes of this seotlon “customer return means a customer s return of cannabrs
goods that were purchased from a retaller back to the retal,}er the eannabzs goods were purchased
from. _ S A C

~ (b) A retailer may accept customer retums of cannabis goods that were prevzously soldtoa -
customer _ '

(c) A retaﬂer shali not resell cannabis goods that have been returned

(d) A retailer shall treat any cannabls goods abandoned on the retaller prernzses asa customer

(e) A retazler shall destroy all cannabis goods that have been returned to the retaller bya -
~ customer, in accordance w1th sections 5054 and 5055 of this d1v151on

Authority: Section 26013, Busmess and Professmns Code Referenee Sectlon 26012 Busrness
and Professions Code P _ :

§ 5411 Free Cannabis Goods

.(a) A retarler shali not prov;de free cannabls goods to any person. A retaller shaH not allow
individuals who are not employed by the retailer to provrde free camlabls goods to any person on
the licensed premises. . : . _

'(b) Notwvthstandmg subsecuon (a) of t.’ms sectlon in order to prov1de access to medrcmal
cannabis patients who have difficulty accessing medicinal cannabis goods, a licensee who holds
a Type 10-Retailer M-license, a Type 9-Retailer Non-storefront-M license, or a Type 12- .
Microbusiness M-license that allows for retaﬂ sales may provrde free medlemal cannabxs goods
if ail of the followmg cmtena are met: 4

(1) Free eannabls goods are provrded oniy to a medrcmal cannabzs patlent or pnmary caregwer
for the patient in possession of a valid 1dent1ﬁcatlon card issued under Sec’aon 1 1362 71 of the
Health and Safety Code. -

(2} The cannabis goods comply with all applrcable laboratory testmg reqmrements under thrs |
division. :

(3) Prror to berng provrded to the patrent or pnmary caregrver the cannab1s goods have been
properly recorded in the track and trace system as belonging to the retailer.

(4) The cannabis goods shall not leave the licensed premises unless placed in an o.paque package
as required for purchased cannabis goods under Business and Professions Code section 26070.1.
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(5) The cannabis goods shall be applied toward the daily purchase limit for a medicinal cannabis
customer pursuant to section 5409 of this division.

(6) The event shall be pr_oper'ly'recorded in the retailer’s inventory r'ecofd.sl and the track and trace
system.

(c) In addition to the prov1sron of free cannabis goods in subsectlon (b) of this sect1on a licensee
may donate cannabis goods and the use of equipment in compliance with any compasswnate use,
equality, or other similar program administered by a local jurisdiction.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26013, 261 53
and 26160, Business and Professions Code.

§ 5412. Packaging and Labeling

(a) A retailer shall not accept, possess, or sell cannabis goods that are not packaged as they will
be sold at final sale, in compliance with this division.

(b) A retailer shall not package or label cannabis goods.

Authority: Section 26013, Business and Professions Code Reference: Section 26120, Business
and Professions Code

§ 5413. Exit Packaging.

Cannabis goods purchased by a customer shall not leave the retailer’s premises 'imlés_s the goods
are placed in an opaque exit package. '

Authority: Section 26013, Business and Professions Code. Reference: Sections 26070.1 and _
26120, Business and Professions Code. :

§ 5414. Type 9- Non-Storefront Retailer

(a) A Type 9-Non-Storefront Retailer licensee shall be authorized to conduct retail cannabis sales
exclusively by delivery as defined in Business and Professions Code section 26001(p).

(b) A complete application for a Type 9-Non- Storefront Retailer license shall mciude all the
information required in an application for a Type 10-Retailer license.

(c) A Type 9-Non-Storefront Retailer licensee shall comply with all the requirements applicable
to Type 10-Retailer licensees, except for those provisions related to public access to the
premises.

(d) The licensed premises of a Type 9-Non-Storefront Retailer licerisee.s.hali be ciosed to the
public.

Authority: Section 26013 Business and Professions Code. Reference: Sections 26012 and
26070, Business and Professions Code :
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-§ 5415, Delivery |
_(a) All dehvenes of cannabrs goods shall be performed by a delrvery employee of a retarler |
| -(b) Each dehvery employee of a retailer shall be at least 21 years of age. -

_(c) All dehvenes of cannabls goods shall be made in person A dellvery of cannabls goods shall
' not be made through the use of an unmanned velncle S

«(d) The process of dellvery begms when the dellvery employee leaves the reteuler 3 hcensed
premises with the cannabis goods for delivery. The process of delivering ends when the- dehvery
employee returns to the retailer’s licensed premises after delivering the cannabis.goods to the -
customer(s). During the process of delivery, the retailer’s delivery employee may not engage in

any actwrtres except for can.nabls goods dehvery and neeessarv rest fuel or vehrcle repalr stops _

(e) A delwery ernployee of a retarler shall dunng dehverres carry a copy of the retader ] current
license, the employee’s government-issued identification, and an 1dent1ﬁcatron badge provlded
by the employer pursuant to sectlon 5043 ‘of this division, : : :

: (f) A reta1ler shall mamtam an-accurate: hst of the retailer’s dehvery employees

( g) Pnor to DTOV]dlll}?.‘, cannabls goods toa delrverv customer a del1verv employee shall conﬁrm
the age and 1dent1tv of the customer. . ' :

Authonty Sect1on 26013 Busmess and Professrons Code Reference Sectrons 26070 and
_ 26090 Business and Professions Code :

§ 5416 ])ellvery toa Physxcai Address :

” (a) A retaﬁer may only dehver carmab1s goods to:a phys1cal address in Cahforrna

goods

(c) A retaﬂer shall not del1ver cannabls goods to an address located on pubhcly owned land or
any address on land or in a building leased by a public agency. This prohibition applies to land
held in trust by the United States for a tribe or an individual tnbal member unless the dehvery is
authorized by and eonsxstent w1th apphcable tribal law. : it :

Authonty Sectlon 26013, Busmess and Professrons Code Reference Sectlons 26070 and -
26090, Business and Profess1ons Code. - R : :

§5417. MetheM Dehvery Vehlcle Requlrements o |

(a). A retaﬁer ] delxvery employee carryzng cannabrs goods for dehvery, shall only travel in an
enclosed motor vehicle, Any vehicle used in the delivery of cannabis goods shall be operated by
- adelivery employee of the licensee. Only the licensee or an emolovee of the retailer lzcensee for
whom dehverv is beln,q oerfonned shall be in the dehverv Vehlcle e R

(b) While carrylng cannabrs goods for dehvery, a retarler 'S, dehvery employee shall ensure the |
cannabrs goods are not visible to the public. Cannabis goods shall be locked in a box, container,
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or cage that is secured on the inside of the vehicle. For purposes of this section, the inside of the
vehicle includes the trunk,

(c) A retailer’s delivery employee shall not leave cannabis goods in an unattended motor vehicle
unless the motor vehicle is locked and equipped with an active vehicle alarm system.

(d) A vehicle used for the delivery of cannabis goods shall be outfitted with a dedicated Global
Positioning System (GPS) device for identifying the geographic location of the delivery vehicle.
A dedicated GPS device must be owned by the licensee and used for delivery only. The device
shall be either permanently or temporarily affixed to the delivery vehicle and shall remain active
and inside of the delivery vehicle at all times during delivery. At all times, the retailer shall be
able to identify the geographic location of all delivery vehicles that are making deliveries for the
retailer and shall provide that information to the Bureau upon request.

(e) Upon request, a retailer shall provide the Bureau with information regarding any motor
vehicle used for the delivery of cannabis goods, including the vehicle’s make, model, color,
Vehicle Identification Number, license plate number and Department of Motor Vehicles
registration information.

(f) Any motor vehicle used by a retailer to deliver cannabis goods is subject to inspection by the
Bureau. Vehicles used to deliver cannabis goods may be stopped and inspected by the Bureau at
any licensed premises or during delivery. : :

Authority: Section 26013, Business and Professions Code. Reference: Sections 26070 and
26090, Business and Professions Code.

§ 5418. Cannabis Goods Carried During Delivery

(a) A retailer’s delivery employee shall not carry cannabis goods in the delivery vehicle in excess
of $10,000 at any time. The value of cannabis goods shall be determined using the current retail
price of all cannabis goods carried by, or within the delivery vehicle of, the retailer’s delivery

emplovyee.

(b) A delivery employee may only carry cannabis goods in the delivery vehicle and may only
perform deliveries for one licensed retailer at a time. A delivery employee must depart and return
to the same licensed premises before taking possession of any cannabis goods from another .
licensee to perform deliveties.

(¢} A retailer’s delivery emplovee shall not leave the licensed premises with céﬁnabis soods
without at least one delivery order that has already been received and processed by the retailer.

(d) Before leaving the licensed premises. the retailer’s delivery driver must have a delivery
inventory ledger of all cannabis goods provided to the retailer’s delivery driver, For each
cannabis good, the delivery inventory ledger shall include the type of good, the brand, the retail
value. the track and trace identifier, and the weight, volume or other accurate measure of the
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annabis good. After each customer delivery, the dellverv inventory 1edger must be deated to
reﬂect the current mventorv m oossessmn of the retaller S dehverv dr1ver

(e) The retalIer s delivery dr;ver shall maintain a log that includes all stops from the tlme the

retailer’s delivery driver leaves the hcensed premzses to the time that the retailer’s dellverv driver
returns to the licensed premises, and the reason for each stop. The log shall be tumed in to the

retailer when the retailer’s delivery driver returns to the licensed premises. The retailer must - -
mamtam the log as a commercm} cannabls actwltv reeord as requ1red bv ﬂlIS lelSlon

() Pnor to amval at any dehverv locatlon the retailer must have recelved a dehverv request
from the customer and orov1ded the dchverv request receipt to the retailer’s delivery driver -
eEectromcallv or in hard copy. The delivery request receipt provided to the retailer’s dellverv
driver shall contain al] of the information required in section 5420 of this division. except for the
date and time the dehverv was made and the smnature of the customer. - ' a

{ f.{) Immediately upon request by the Bureau or any 1aw enforcement ofﬁcer, the retaﬂer
delzverv driver shall provide: :

(1) All delivery inventory ledgers from the t}me the retailer’s delivery drIVer left the hcensed
premises up to the time of the request ' '

or anv dehvenes that have alreadv been made to customers and '

(3) The log of all stops from the nme the reta;ier s deIlverv drlver left the hcensed premises up to
the time of the request. ' . o _ -

o h) Ifa retaﬂer 8 dehverv driver does. not have any delivery. reouests to be. ocrformed for.a30-

minute period. the retaﬂer s delivery driver shall not make any additional deliveries and shall -

return to the hcensed premlses Requlred meal ‘oreaks Shall not count toward the 30-m1n‘ute _
enod s

{1) Uoon returning to the licensed premises. all undelivered cannabis goods shall b’e"retumtéd o
inventory and all necessary mventorv and track—and trace records shail be uodated as appropriate
that same day :

Authonty Section 26013, Business and Professwns Code Reference Sectlons 26070 and
26090 Business and Professions Code. -

§ 5419 Cannabis Consumptxon Durmg Dehvery

A retaﬂer s dehvery employees shaH not consume cannabls goods whlIe dehver;ng cannab1s
goods to customers o : : . S

_-Authonty Sectlon 26013 Busmess and Professmns Code Reference Sections 26070 and
26090 Business and Professions Code. SR Do
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§ 5420. Delivery Re(juest Receipt

A retailer shall prepare a hard copy or electronic delivery request receipt for each delivery of
cannabis goods. '

(2) The delivery request receipt shall contain the following:
(1) The name and address of the retailer; = -

(2) The first name and employee number of the retailer’s delivery efnployée who delivered the
order; '

(3) The first name and employee number of the retailer’s employee who prepared the order for
delivery;

(4) The first name of the customier and a retailer-assigned customer number for the person who
requested the delivery;

(5) The date and time the delivery request was made;
(6) The delivery address;

(7) A detailed description of all cannabis goods requested for delivery. The deséription shall
include the weight, volume, or any other accurate measure of the amount of all cannabis goods
requested;

(8) The total amount paid for the delivery, including any taxes or fees, the cost of the cannabis
goods, and any other charges related to the delivery; and '

(9) Upon delivery, the date and time the delivery was made, and the handwritten or electronic
signature of the customer who received the delivery.

(b) At the time of the delivery, the delivery employee of the retailer shall provide the customer
who placed the order with a hard or electronic copy of the delivery request receipt. The delivery
employee shall retain a sigredhard or electronic copy of the signed delivery request receipt for
the retailer’s records. ' :

Authority: Section 26013, Business and Professions Code. Reference: Sections 2607.0 and
26090, Business and Professions Code.

§ 5421. Delivery Route

While making deliveries of cannabis goods, a retailer’s delivery employee shall only travel from
the retailer’s licensed premises to the delivery address; from one delivery address to another
delivery address; or from a delivery address back to the retailer’s licensed premises. A delivery
employee of a retailer shall not deviate from the delivery path described in this section, except
for necessary rest, fuel, or vehicle repair stops, or because road conditions make continued use of
the route unsafe, impossible, or impracticable. '

Authority: Section 26013, Business and Professions Code. Reference: Sections 26070 and
26090, Business and Professions Code. )
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- § 5422, Recelvmg Shlpments of Inventory _ .
(a) A retailer shall receive a shlpment of cannabls goods only from a dzstnbutor

-(b) A retailer shall accept shipments of cannabis goods cnly between the. hours of 6:00 a.m.
Pacific Time and 10:00 p.m. Pacific Time. RN .

- {c) During business hours, shipments of cannabis goods shall not enter the premises through an
entrance or ex1t that is avadable for use by the pu‘ohc :

Authorlty Sectxon 26013 Busmess and Professmns Code Reference Sectmn 26070 Busmess _
a.nd Profess1ons Code. ' e : REE AR -

§ 5423 Inventory roumentaﬁon 2

A retailer shall maintain an accurate record of its mventory ‘A retailer shall provide the Bur_eau
with the record of inventory upon request. A retailer shall keep a record of the following
mformatlon for all cannabis goods the retailer has in its mventory :

(a) A descnptmn of each xtem such that the cannabls goods can easﬂy be 1dent1ﬁed
.(b) An accurate measurement of the quantxty of the 1tem | |
(c) The date and time the cannabis goods were recelved by the retaller -
@ The selI-by or expiration date prov1ded on the package of cannabis goods if a.ny, - S
(e) The name and license number of the licensee that dehvered the cannabis goods to.the reta;ler,

: (f) The name and hcense number of the dlstnbutor that prov1ded the ca;onabls goods to the
retader and - : R S :

(g) The price the retaﬂer pald for the cannabzs goods mcludmg taxes, dehvery costs and any
other costs ' ' :

Authonty Section 26013, Business and Professions Code. Reference Sectlon 26160 Busmess
and Professzons Code. _ S L R _

§ 5424 Inventory Reconcﬂlatlon |
(a) A retaller shall perform a reconcthatxon of its mventory at least ongce every 14 days.

A retaﬂer shall verify that the retaﬁer $ physmal mventory matches the reta11er s records -
pertaining to mventory SR : S : : oo

(c) The result of mventory reconcihatlon shaH be retamed in the retalfer s records and shall be
made available to the Bureau upon request. . - : - .

(d) If a retailer identifies any evidence of theft diversion, or loss, the retaﬂer shall notafy the
“Bureau and law enforcement pursuant to section 5036 of this division. - - RN
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(e) If a significant discrepancy as defined in section 5034 of this division is discovered between a
retailer’s physical inventory and the retailer’s inventory records, the retailer shall notify the
Bureau and law enforcement pursuant to section 5036 of this division.

Authority: Section 26013, Business and Professions Code. Reference: Section 26160, Business
and Professions Code. :

§ 5425. Record of Sales |

(a) A retailer shall maintain an aécurate record 0.'f sale for évefy saie made.to a customer.
(b) A record of a medicinal cannabis goods saie shall contain the following information:
(1) The first name and employee number of the retailer employee who processed the sale;

(2) The first name of the customer and a retailer-assigned customer number for the person who
made the purchase; -

(3) The -date and time of the transaction;
(4) A list of all the cannabis goods purchased, including the quantity purcha'sed; and

(5) The total amount paid for the sale including the individual prices paid for each cannabis good
purchased and any amounts paid for taxes.

Authority: Section 26013, Business and Professions Code. Reference: Section 26160, Business
and Professions Code.

§ 5426. Records

All retailer—spediﬁc records in this chapter shall be maintained ii accordance with section 5037
of this division.

Authority: Section 26013, Business and Professions Code. Reference: Section 26160, Business
and Professions Code.

Chapter 4. MICROBUSINESS

§ 5500. Microbusiness o

(a) In order to hold a microbusiness license, a licensee must engage in at least three (3) of the -
following commercial cannabis activities: cultivation, manufacturing, distribution, and retail
sale.

(b) An applicant for a Type 12-Microbusiness license shall indicate on the application for
Jicensure which commercial cannabis activities the applicant intends to engage in.

(c) An application for a Type 12-Microbusiness license shall include: -

(1) For an application indicating that the applicant intends to engage in cultivation under the
Type 12-Microbusiness license all the required information under sections 5002, 5501, 5502 and
5503 of this division.
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(2) For an application indicating that the applicant intends to engage in manufacturing under the
Type 12- Mzcrobusmess 11cense all the requzred 1nformat10n under sectzons 5002 and 5504 of thls
.dIVlSI()n a :

“ (3) For an apphcatlon indicating that the applicant. mtends to engage in dlStI‘lbU.thIl under the -
Type I2-Mlcrobus1ness 11cense all the requlred mformatlon for an apphcatzon seebng a Type 11-
Distributor license. : : :

(4) For an application mdicatmg that the apphcant mtends to engage in reta:l sale under the Type
12-Microbusinéss hcense all the reqmred 1nformat1on for an apphcanon seekmg a Type 10» '
Retader 11cense ' . : _

(d) Ai] cnltwatlon manufacturing, distribution, and retaﬂ activities performed by a 11censee S
-under a Type 12 Mlcrobusmess hcense shall oceur on the same hcensed prem;ses

(e) A holder ofa Type 12 Mzcrobusmess hcense shaH comply with the foﬂowmg

(1) A holder of a Type 12-Microbusiness license engaged in cultivation shall comply with all the
rules and requirements applicable to the cuitlvatlon hcense type and and apphcable to the cultwatxon B
activities of the licensee, : : _ :

(2) A holder of a Type 12-Mlcrobus1ness hcense engaged in manufacturmg shall comply w1th all
the rules and reqmrements apphcable to a Type 6 Manufacmrer 1 hcense o _

(3) A holder of a Type 12-Microbusiness license engaged in dlsmbutlon shall comply w1th all
the rules and requlrements apphcabie toa Type 11 D1stnbutor hcense

(4) A holder of a Type IZ—Macrobusmess license engaged in retail sale shall comply w1th al} the
- rules and requirements apphcable to a Type 10-Retailer license, ora Type 9-N0n—Storefront
Retaﬂer hcense 1f retail saies are conducted by dehvery oniy B

() A holder of a Type 12- Mlcrobusmess license may oniy engage in the commerc1al canniabis
activity requested in the license application and approved by the Bureau at the time the license i is
issued. If the holder of a Type 12-Mzcrobusmess license wants to engage in an addltlonal '
commercial cannabis activity after the license is issued, the licensee shall submit an apphcatxon
to the Bureau indicating the requested changes and providing all information required for an
application for the commercial cannabis activity the licensee wants to conduct

(g) A suspension or revocation of a Type IZancrobusmess hcensee shail affect ail eommercxai N
cannabis act1v1t1es allowed pursuant to that license. : R

(h) Areas of the premises for manufactunng and euitlvation shall be separated from the
distribution and retail areas bV a wall and ali doors between the areas shal] remam closed when
not in use

_ _Authomty Sect1on 26()13 Busmess and Professxons Code Reference Sections 26013 and
"260’70 Busmess and Professmns Code : . R
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§ 5501. Microbusiness Applications Including Cultivation Activities

In addition to the information required in section 5002 of this division, an application fora
microbusiness license to engage in cultivation shall include the following:

(a) Evidence of enrollment with the applicable Regional Water Quality Control Board or State
Water Resources Control Board for water quality protection programs or written verification
from the appropriate Board that enrollment is not necessary.

(b) Evidence that the applicant has conducted a hazardous materials record search of the
EnviroStor database for the proposed premises. If hazardous sites were encountered, the
applicant shall provide documentation of protocols implemented to protect employee health and
safety.

(¢) For indoor and mixed-light cultivation, identification of all power sources for cultivation
activities, including, but not limited to: illumination, heating, cooling, and ventilation.

(d) A premises diagram pursuant to section 5006 of this division that shall also include:
(1) All roads and water crossings on the property.

(2) If the applicant is proposing to use a diversion from a waterbody, groundwater well, or rain
catchment system as a water source for cultivation, the following locations on the property
diagram with locations also provided as coordinates in either latitude and longitude or the
California Coordinate System:

(A) Sources of water used, iﬁclud'i'ng the location of waterbody diversion(s), pump Iocatioﬁ(s),
and distribution system; and

(B) Location, type, and capacity of each storage unit to be used for cultivation.
(e} A proposed cultivation plan pursuant to section 5502 of this division.

(f) Identification of all water sources used for cultivation activities and the applicable
supplemental information for each source as required by section 5503 of this division:

(1) A retail water supplier;
(2) A groundwater well; |
(3) A rainwater catchment system; or

(4) A diversion from a surface waterbody or an underground stream flowing in a known and
definite channel. '

(g) A copy of any final lake or streambed alteration agreement issued by the California
Department of Fish and Wildlife, pursuant to sections 1602 and 1617 of the Fish and Game
Code, or written verification from the California Department of Fish and Wildlife that a lake and
streambed alteration agreement is not required.
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{h) An attestation that the applicant entity is an "agricultlirai employer" as defined by the
‘Alatorre-Zenovich-Dunlap-Berman Agricultural Labor Relations Act of 1975; D1V181on 2, Part.
3. 5 (commencmg with Section 1140)—BMﬁeﬂ—2—of the Labor Code ' ' _

(1) An attestation that the local fire department has been notlﬁed of the culttvanon site 1f the -
' apphcant entlty is an mdoor hcense type R R : _ '

() An acknowledgement that the appllcant understands that the mformatlon provzded in the
.application that is relevant to the cultivation operation may be shared with the Department of
Food and Agriculture for purposes of evaluating the applicant’s qualifications for licensure. If .
the Department of Food and Agriculture corresponds directly with the applicant on matters

_ related to the'application, the applicant shall agree to cooperate. The applicant shall further agree
that the Department of Food and Agriculture may conduct inspections on the areas ofthe -

premises related to their respective oversight authonty

(k) If applicable, a detailed description of any fines or penaitles for cuitivatlon or production of a
‘controlled substance on public or private land pursuant to Fish and Game Code section 12025 or
12025.1 against the applicant or a business entity in which the apphcant was an owner ot officer
' _w1thm 3 years precedmg the date of apphcatlon : S e

Authorxty Section 26013 Busmess and Professzons Code Reference Sectlons 26050 26051 5
and 26070, Busmess and Professions Code

§ 5502 Cultlvatlon Pian Reqmrements o |
A cultwatlon plan shall include all of the followmg

;(a) A detaxled premises dlagram showmg alt cultlvatlon activity areas. ’ooumda.mes1 and

-~ dimensions ] in feet. The total area of the following pfepesed-afeas-t&seﬁe——}ﬁaﬁpkeable—

cultivation.activity areas shall be less than 10,000 square feet as Drov1ded in section 2607 0 of the
Busmess and Professions Code. S L : o

(1) Canopy area(s) (which shall contain mature plants, at any point in t;me}L mcludmg aggregate
square footage if the canopy_ areas are nonconttggou '

(2) Area(s) out31de of the eanopy where oniy lmmature plants shall be mamtamed 1f apphcable
3) De51gnated pestlclde and other agrlcultural chermcal storage area(s), . ' |

(4} Des1gnated processmg area(s) 1f the hcensee wﬂl process on site; o

(5) De31gnated packagmg area(s) if the licensee wzil package products on 51te

(6) Designated compostmg area(s) if the licensee will compost plant or cannabls waste on site;
(7) Dest gnated _seeured ._are_a__(s)__ f_or c_anna_bls_ __waste_lf different _than_ su_b__se_etlon (a)(6) above;

) (8) Designated area(s) for harvested cannabls storage; . - . o

(9) DeSI gnated research and development area(s) which may contain mature plants for nursery
only; . . :
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(10) Designated seed production area(s) which may contain mature plants for nursery only; and

(b) For purposes of subsection(a)(1) in this section, canopy shall be calculated in square feet and
measured using clearly identifiable boundaries of all areas(s) that will contain mature plants at
any point in time, including all of the space(s) within the boundaries. Canopy may be
noncontiguous, but each unique area included in the total canopy calculation shall be separated
by an identifiable boundary which include, but are not limited to: interior walls, shelves,
greenhouse walls, hoop house walls, garden benches, hedgerows, fencing, garden beds, or garden
plots. If mature plants are being cultivated using a shelving system, the surface area of each level
shall be included in the total canopy calculation.

(¢) For indoor and mixed-light cultivation, a lighting diagram with the following information
shall be included:

{1) Location of all lights in the canopy area(s); and
(2) Maximum wattage, or wattage equivalent, of each 1ight.
(d} A pest management plan which shall include, but not be limited to, the following:

(1) Product name and active ingredient(s) of all pesticides to be applied to cannabis during any
stage of plant growth; and

(2) Integrated pest management protocols including chemical, biological and cultural methods
the applicant anticipates using to control or prevent the introduction of pests on the cultivation
site.

(e) Cannabis waste procedures meeting the requirements of section ='50()2! )29 E)of this .

division.

~ Authority: Section 26013, Business and Professions Code. Reference: Sections 26050, 26051.5
and 26070, Business and Professions Code.

§ 5503. Supplemental Water Source Information
The following information shall be provided for each water source identified by the applicant:
(a) Retail water supply sources: |

(1) If the water source is a retail supplier, such as a municipal provider,.as defined in Section
13575 of the Water Code, identify the retail water supplier.

(2) If the water source is a small retail supplier, such as a delivery service, and is subject to
subdivision (a)(1)(B) of Section 26060.1 of the Business and Professions Code:

(A) And if the contract is for delivery or pickup of water from a surface water body or an
underground stream flowing in a known and definite channel, provide all of the following:

(i) The name of the contract water supplier;
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(i1) The geographic location coordinates in either latitude and longitude or the California -
‘Coordinate System of any point of diversion used by the contract water supplier to divert water
dehvered to the appheant under the contract

(tii) The authorrzed place of use for any water nght used by the contraet water suppher to divert
water delivered to the apphcant under the contract; and R : :

(1V) The maximum amount of Water dehvered to the apphcant for cannabls culttvatlon inany -

(B) And if the contract is for dehvery or ptckup of water frorn a groundwater welt provuie all of
the followmg '

(1) The name of the contraet water supplrer

(11) The geo graphle location coordmates for any groundwater Weli used to suppiy Water dehvered
to the applicant, in either latitude and long1tude or the California Coordmate System z

(ii1) The maximum amount of water dehvered to the apphcant for cannabls culttvatlon in any
.yearand R . . . . : L

(1v) A copy of the well log filed with the Department of Water Resources pursuant to Sectlon
13751 of the Water Code for.each percolating groundwater well used to divert water delivered to
the applicant. If no well log is available, the applicant shall provide evidence from the
Department of Water Resources indicating that the Department of Water Resources does not
have a'record of the well log. When no well log is available, the State Water Resources Control
Board may request addltronal mformatton about the welI

~ (b) If the water source 1s a groundwater well:

(1) The groundwater well’s geo graphic locatron coordlnates in elther latltude and longltude or
the Cahfornla Coordlnate System and - SR =

(2) A copy of the well log filed with the. Department of Water Resources pursuant to Seetlon '
13751 of the Water Code. If no well log is available, the applicant shall provide evidence from
the Department of Water Resources indicating that the Department of Water Resources does not
have a record of the well log. If no well log is available, the State Water Resourees Control
‘Board may request additional information about the well,

(¢) If the water source is a rainwater catehment system o
(1) The total square footage of the catchment footprint area(s),
(2) The total storage capacity, in gallons, of the catchment system(s) and

(3) A detailed description of the type, nature, and location of each catchment surface Exampies
of catchment surfaces 1nclude a rooﬂep and greenhouse N

(d) If the water source 1s a dzversmn from a waterbody
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(1) Provide any applicable statement, application, permit, license, or small irrigation use
registration identification number(s); and either

(A) A copy of any applicable registrations, permits, or licenses or proof of a p'endiﬁg appﬁcétion,
issued under Part 2 (commencing with Section 1200) of Division 2 of the Water Code as
evidence of approval of a water diversion by the State Water Resources Control Board,

(B) A copy of any statements of diversion and use filed with the State Water Resources Control
Board before October 31, 2017, detailing the water diversion and use; or '

() A copy of documentation submitted to the State Water Resources Control Board before
October 31, 2017, demonstrating that the diversion is authorized under a riparian right and that
no diversion occurred in any calendar year between January 1, 2010, and January 1, 2017.

(2) If the applicant has claimed an exception from the requirement to file a statement of diversion
and use, the applicant shall provide a copy of the documentation submitted to the State Water
Resources Control Board before January 1, 2019, demonstrating that the diversion is subject to.
subdivision (a), (c), (d), or (¢) of Section 5101 of the Water Code.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26050, 26051.5
and 26070, Business and Professions Code; and Section 13149, Water Code.

§ 5504. Microbusiness Applications Including Manufacturing Activities

In addition to the information require& in section 5002 of this division, an application fora .
microbusiness license that engages or will engage in manufacturing, shail include the following:

(a) Type of manufacturing activity to be conducted at the premises (extraction, infusion,
packaging, and/or labeling), and if applicable:

(1) For extraction, the method of non-volatile extraction. If COz is used as a method of
extraction, a copy of the closed-loop system certification signed by a California-licensed
engineer attesting that the system was commercially manufactured, safe for its intended use, and
built to codes of recognized and generally accepted good manufacturing practices. :

(2) For infusion, a list of all infused products to be manufactured.

(b) A list of all products that will be manufactured, packaged, or labeled, including the following
information:

(1) Product type (e.g., edibles) and identity (e.g., brownies);
(2) Product brand name; and
(3) Amount of cannabidiol (CBD) and'fefrahydrbcannabihol (THC) in the product.

(c) An acknowledgment that the applicant understands that the information provided in the
application that is relevant to the manufacturing operation may be shared with the State
Department of Public Health for purposes of evaluating the applicant’s qualifications for
licensure. Tf the State Department of Public Health corresponds directly with the applicant on
matters related to the application, the applicant shall agree to cooperate. The applicant shall
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further agree that the State Department of Public Health may conduct mspecnons on the areas of
the premises related to their respective overs1ght authority. -

- Authority: Section 26013, Business and Professions Code. Reference: Sectrons 26050, 26051. 5
_and 26070 Business and Professmns Code

§ 55(}5 Cultivation Records for Llcensees Engagmg in Cultrvatron Actrvmes :
(a) Cultivation pian(s),

(b) All records evidencing comphance with the env1ronmental protection measures requrred in
sections 5501, 5502, and 5503 of thrs chapter

(c) All lot numbers and batch numbers assoelated w1th product in inventory. Lot numbers or
batch numbers associated with product that has been retired from the track and traoe system must
‘be retained for six (6) months aﬂer the date the tags were retired; and :

' (d) Records associated with the compostmg or dlsposal of cannabis waste

Authority: Section 26013, Business and Professions Code. Reference Sectlons 26013 26069
26160 and 26161 Busmess and Professrons Code '

§ 5506 Mlcrobusmess Records for Llcensees Engagmg mn Manufacturmg Aetwrtres

(a) In addition to the records requlred by section 5037 of this division, a mwrobusmess engagmg
in manufactunng activities shall ma.mtam batch productlon reeords '

" (b) The licensee shall prepare a wntten batoh produetlon record every tnne a batch of cannab1s is
.. manufactured. The batch production record shall. accurately follow the appropriate - -
manufactunng protoool and. eaeh step of the protoeoi shal] be performed in the productlon of the
‘batch. _ e o

(c) The batch production record shall document complete information relatmg to the productlon
and control of each batch, including : alI of the foﬂowrng detalls :

(1 The batch or lot number of the ﬁnrshed batch of cannabls produot of all cannabzs produots '
used in the batch; o

(2) The identity of etjuip:rhent'ahd' 'procé'ssiog lines used in producing the batch;

(3) The date and time of the maintenance, cleaning, and sanitizing of the equipment and
processing lines used in producing the batch, or a cross-reference to records, such as 1nd1v1dua1
equipment logs where this mformaﬂon is retained;

(4) The 1dent1ﬁcat10n number a551gned to each component (or, when apphcable to a cannabis
product received from a supplier for packagmg or labeling as a eannabls product), packagmg, _
and label used; - S R

- (5) The identity and weight or measure of each component used; - -
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(6) A statement of the actual yield and a statement of the percentage of theoretical yield at
appropriate phases of processing;

(7) The actual results obtained during any monitoting operation; .

(8) The results of any testing or examination performed during the batch prdduétioh, Ot & Cross-
reference to such results; and

(9) Documentation, at the time of performance, of the manufacture of the batch, including;
(A) The date on which each step of the manufacturing protocol was performed; and
(B) The initials of the persons performing each step, including:

(1) The initials of the person responsible for wei ghmg or measurmg each component used in the
batch;

(if) The initials of the person responsible for verifying the weight or measure of each component
used in the batch;

(iii) The initials of the person re'sponsible for adding the 'componeﬁt to the batch; and
(iv) The initials of the person responsible for verifying the addition of components to the batch.

(10) Documentation, at the time of performance, of packaging and labeling operations,
including:

(A) An actual or representative label, or a cross-reference to the physical location of the actual or
representative label specified in the manufacturlng record;

(B) The expected number of packaging and labels to be used, the actual quantity of the
packaging and labels used, and, when label reconciliation is required, reconciliation of any
discrepancies between issuance and use of labels; and

(C) The results of any tests or examinations conducted on packaged and Iabeled cannabis
products (including repackaged or relabeled cannabis products), or a cross-reference to the
physical location of such results.

(11) Documentation at the time of performance that quality control personnel have:
(A) Reviewed the batch production record

(B) Reviewed all monitoring operation(s) required in section 40264 of title 17 of the California
Code of Regulations;

{C) Reviewed the results of all tests and examinations, including tests and examinations
conducted on components, in-process materials, ﬁnxshed batches of cannabis product, and
packaged and labeled cannabis products;

(D) Either approved and released--or rejected--the batch for distribution; and-
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(E) Either approved and released--or rejected-- the ﬁmshed cannab1s product mciudlng any
: rcpackaged or relabeled cannabis product. : : : -

(12) Documentatlon at the time of performance of any requ1red rnatenal revww and dlsposmon
dec1310n :

(d) The batch productwn record shali

( 1) Contain the actual values and observatlons obtamed durmg momtonng and as appropnate _
durmg verification activities; i S

(2) Be accurate, indelible, and legible, |
(3) Be created concurrentiy w1th performance of the actmty documented
(4) Be as detaxled as necessary to prowde hlstory of work performed; and:

' (A) Include mformatlon adequate to 1dent1fy any assocxated manufacwnng facxhty (e £, the
name, hcense number and when necessary, the locatlon of the facility); _

| (B) Inciude the date and, when aPPf Opl‘iate the time of the actzwty docu;men‘ted' o
©) Include the si gnature or 1n1t1a1s of the person performmg the act1v1ty, and

(D) Where appropnate mclude the 1dent1ty of the product and the Iot number or batch 1dent1ﬁer
if any. i s e

_ Authonty Sectlon 26013 Busmess and Professmns Code Reference Sectlons 26013 and
- 26160, Busmess and Professmns Code.

_Chapter 5. CANNABIS EVENTS

§ 56()9. Cannabis Event Organizer Licehse

(a) To obtain a temporary cannabis event hcense, the event orgamzer must ﬁrst apply for and
obtain a cannabls event org,amzer hcense ' ' x :

(b) Cannabis event orgamzers llcensed under this sectlon shall comply with chapter 1 of this
division with-the-exeeption-of except for sections 5001- 5002 5006 5008 5010 5016 5019
5025-5029, 5032-5034, and-5042-5044, and 5046-5055. S

.(¢) A cannabis event-organizer licensee is not authorized or licensed to cultivate, distribute, - -
manufacture, or retail cannabis or cannabis products without first obtaining the appropnate
hcenses or authonzations to engage | in such comrnerc;al cannabzs act1v1txes _

(d) A cannabis event organizer shall comply with the records retention prov1smns of section
5037 of this division. Records shall be kept by the cannabis event organizer in a manner that -
allows the records to be produced for the Bureau in either hard copy or.electronic form, .

* whichever the Bureau requests. Failure to produce records upon the Bureau’s request may result -

in disciplinary action against the cannabis event organizer license and/or denial of a temporary
cannabis event hcense '
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(¢) Cannabis event organizer applications may be completed online at www.bcc.ca.gov or by
delivering a printed copy to the Bureau’s office(s).

(f) Applicants who submit their applications online shall first register for a user account as
~ provided by section 5002(b) of this division. '

(g) An application must be completed by an owner as defined by Business and Professions Code
section 26001(al). An application for cannabis event organizer licensure includes the following:

(1) The name of the applicant. For applicants who are individuals, the applicant shall provide
both the first and last name of the individual. For applicants who are business entities, the
applicant shall provide the legal business name of the applicant.

(2) If applicable, the business trade name (“DBA”) of the applicant.

(3) Payment of an application fee pursuant to section 3014 of this division.

(34) Whether the owner is serving or has previously served in the military. Disclosure of military
service is voluntary. An applicant who has served as an active duty member of the Armed Forces
of the United States and was honorably discharged and who can provide evidence of such
honorable discharge shall have his or her application expedited pursuant to Business and
Professions Code section 115.4.

(45) A list of the license types and the license numbers issued from the Bureau and all other state
cannabis licensing authorities that the applicant holds, including the date the license was issued
and the licensing authority that issued the license.

(56) Whether the applicant has been denied a license or has had a license suspended ot revoked
by the Bureau or any other state cannabis licensing authority. The applicant shall provide the
type of license applied for, the name of the licensing authority that denied the application, and
the date of denial. '

(67) The mailing address for the applicant.

(38) The telephone number for the applicant. .
(89) The website address of the applicant’s business, if applicable.
(910) The email address for the applicant’s business. -

(3011) Contact information for the applicant’s designated primary contact person including the
name, title, phone number, and email address of the individual.

(12) The federal emplover identification number for the applicant’s business.

(3113) A description of the business organizational structure of the applicant, such as partnership
or corporation. '

(1214) The business-formation documents, which may include, but are not limited to, articles of
incorporation, operating agreements, partnership agreements, and fictitious business name
statements. The applicant shall also provide all documents filed with the California Secretary of
State, which may include, but are not limited to, articles of incorporation, certificates of stock,
articles of organization, certificates of limited partnership, and statements of partnership

authority. If the commercial cannabis business is held in trust, the applicant shall provide a copy
of the trust. _
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(#315) A list of every fictitious busmess name the apphcant 18 operatlng under moludmg the :
‘address where the business is located. ' '

_(#416) An applicant that is a foreign corporation shall include in its application the certlﬁcate of
3 _quahﬁcatlon 1ssued by the Cahforma Secretary of State under Corporatlons Code sectlon 2 105

(Jé__) The apphcant shall supply the foilowmg ﬁnancml 1nfonnat10n

(A) A hst of funds beiongmg to the applicant’s cannabls event orgamzzng busmess held in
savings, checking, or other accounts maintained by a financial institution. The applicant shall -
provide, for each'account, the financial institution’s name, the: ﬁnanmai institution’s address,
aceount type, account number and the amount of money in the aceount RN

(B) A hst of loans made to the apphcant for 1ts use m ca.nnabls event orgamzmg act1v1t1es F or
each loan, the apphcant shall provide the amount of the loan, the date of the loan, term(s) of the
loan, security provided for the loan, and the name, address, and phone number of the lender.

(C) A list of investments made into the applioant’s cannabis event organizing activities. For each
~ investment, the applicant shall provide the amount of the investment, the date of the mvestment
term(s) of the investment, and the name, address, and phone number of the investor.

(D) A list of all gifts of any kind given to the applicant for its use in cannabis event organizing
activities. For each gift, the applicant shall provide the value of the glﬁ or descnptzon of the glft
and the name, address, and phone number of the provider of the gift.

(#618) A complete list of every individual that has a financial interest in the cannabis event
organizing business as defined in section 5004 of thls lelSlOIl who is not an owner as deﬁned in
'Busmess and Professwns Code sectxon 26001(aI) R :

- (W_) A compiete list of every owner of the appheant as deﬁned in. Busmess and Professmns
-Code section 26001(31) Each 1ndw1dua1 named on thls Hist shail subnnt the foilowmg
mfonnatlon . Sl . TR,

(A) The full name of the owner.

(B) The owner s t}tie Wlthm the appheant entlty

(C) The owner $ date of blrth and place of barth

(D) The owner s socral securlty nurnber or 1nd1v1dual taxpayer 1dent1ﬁcat10n.number
(E) The owner’s maxhng address. '

(F) The ownér’s telephone number ThlS may 1nclude a number for the owner B home busmess,
or mobile telephone - .

(G) The owner’s email address
) The owner 3 current employer

I(I) The percentage of the. ownerslnp mterest held in the apphcant enuty by the owner, -
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()) Whether the owner has an ownership or a financial interest as defined in sections 5003 and
5004, respectively, of this division in any other commercial cannabis business licensed under the
Act.

(K) A copy of the owner’s government-issued identification. Acceptable forms of identification
are a document issued by a federal, state, county, or municipal government that includes the
name, date of birth, physical description, and picture of the person, such as a driver license.

(L) A detailed description of the owner’s convictions. A conviction within the meaning of this
section means a plea or verdict of guilty or a conviction following a plea of nolo contendere.
Convictions dismissed under Penal Code section 1203.4 or equivalent non-California law must
be disclosed. Convictions dismissed under Health and Safety Code section 11361.8 or equivalent \
non-California law must be disclosed. Juvenile adjudications and traffic infractions under $300
that did not involve alcohol, dangerous drugs, or controlled substances do not need to be
included. For each conviction, the owner shall provide the following: '

(i) The date of conviction.

(ii) Dates of incarcerati.dn, if applicable:

(iii) Dates of probation, if applicable.

(iv) Dates of parole, if applicable. . -

(v) A detailed description of the offense for which the owner was convicted. .

(vi) A statement of rehabilitation for each conviction. The statement of rehabilitation is to be
written by the owner and may contain evidence that the owner would like the Bureau to consider’
that demonstrates the owner’s fitness for licensure. Supporting evidence may be attached to the
statement of rehabilitation and may include, but is not limited to, a certificate of rehabilitation .
under Penal Code section 4852.01, and dated letters of reference from employers, instructors, or
professional counselors that contain valid contact information for the individual providing the
reference. ' ‘

(M) If applicable, a detailed description of any suspension of a commercial cannabis license,
revocation of a commercial cannabis license, or sanctions for unlicensed commercial cannabis
activity by a licensing authority or local agency against the applicant or a business entity in
which the applicant was an owner or officer within the three years immediately preceding the
date of the application.

(N) Attestation to the following statement: Under penalty of perjury, I hereby declare that the
information contained within and submitted with the application is complete, true, and accurate.
understand that a misrepresentation of fact is cause for rejection of this application, denial of the
license, or revocation of a license issued. :

(3820) For an applicant with 20 or more employees, the applicant shall attest that the applicant

has entered into a labor peace agreement and will abide by the terms of the agreement ; ase-the
iea : ide- he aren he-Bureaw—For applicants who have not yet

tered into a labor peace agreement, the applicant shall provide a notarized statement indicating

aea = a avaa 'a 40 ) 1 X )
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the applicant will enter into and abide by the terms of a Iabor peace agreement as soon as
rea.sonablv practlcabie after hcensure ' - : : -

(4-9_) The hmlted wa;ver of sovere1gn nmnumty requlred by sectlon 50{)9 of thzs d1v1510n, if
apphcable o o

'Authonty Sections 115.4 and 26013, Business and Professions Code. Reference Sectzons 115 4,
144 26012 and 26200 Business and Prefessaons Code IR _ . .

§ 5601 Temporary Cannabls Event L;cense

~{a)_A temporary cannabis event license authorizes a licensed cannabis event organizer to hold a
temporarv cannabls event where the onsite sale and consumption of cannabis goods is authonzed
at the locanon 1nd1cated on the. hcense dunng the dates 1nd1cated on the license.

(b A temporary cannabis event 11cense shall only be 1ssued to a person who holds a cannabls
event organizer 11eense issued by the Bureau = PRI

(b_) Violations of the requ:rements apphcable to temporary cannabis events may result in’
disciplinary action agamst the cannabis event organizer license or any other licenses held by a
licensee pam(:lpatmg in the temporary cannabis event and responsible for the violation under
Busmess and Professmns Code sectzon 26070 5 :

-(e)( d) A temnorarv cannabls event 11cense shall on}v be 1ssued for a sxnele dav or up to 4 :
conseeutwe days No temporary cannabls event hcense will be. 1ssued for more than 4 days o

( f) A tempofarv camiabis event ni'a'\'? Only be‘ 'h'eld”on fﬁe éfou'nds"of a county fair or district

' _agncultural association. Temporarv cannabis events are not required to take place on. the same
dates as the countv faxrs or distnct agncuitural assomatmn events at these 1ocatzons .

(g) A temporary cannabzs event hcense shall not be 1ssued for a premlses that is hcensed for the
sale OfaICOhOI 01- tObaCCO = K ) . . . R ; s L A

{h) An a'pphcataon for a temporarv ca:rmabls event hcense shaH mclude the foliowmg

(1), The name of the apphcant For apphcants who are individuals, the applicant shall provide .
both the first and last name of the individual: For apphcants who are busmess entities, the
apphcant shall provide the legal business name of the applicant. ' :

(2) The license number for each state cannab1s hcense held by the apphcant

3) The address of the '

'_lo_wz,l_q_l;l, where the o
_ temDorarv cannabls event wﬁi %ake-je}aee be held :

(4) T he name of the temnorary cannabls event.
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(5) A diagram of the physical layout of the temporary cannabis event. The diagram shall clearly
indicate where the temporary cannabis event will be taking place on the location grounds-ef-the
event’s-location, all cannabis consumption areas, all retail areas where cannabis goods will be
sold, and the specific location of each cannabis licensee who will be participating in the event.

“The diagram shall not contain highlighting and the markings on the diagram shall be in black-
and-white print.

(6) The dates for which the temporary cannabis event license is being sought. A temporary event
license is required for any date in which the applicant engages in onsite cannabis sales or allows
onsite cannabis consumption. ' :

(7) Contact information for the applicant’s designated primary contact 'person regarding the
temporary event license, including the name, title, address, phone number, and email address of
the individual.

(8) Written approval from the local jurisdiction authorizing the applicant to engage in onsite
cannabis sales to, and onsite consumption by, persons 21 years of age or older at the temporary
cannabis event. :

(9) A list of all licensees that will be providing onsite sales of cannabis goods at the temporary
cannabis event. '

(10) Attestation to the following statement: Under penalty of perjury, I hereby declare that the
information contained within and submitted with the application is complete, true, and accurate. I
understand that a misrepresentation of fact is cause for rejection of this application, denial of the
license, or revocation of a license issued. : '

(ei) If the list of licensees participating in the temporary cannabis event changes after the
application is submitted or after the leenseelicense is issued, the applicant shall submit a-final an
updated list and an updated diagram, as required in subsection (f)(5) of this section, to the
Bureau no less than 5-days72 hours before the event. Licensees not on the list may submitted to
the Bureau shall not participate in the temporary cannabis event.

(1) The event organizer shall hire or contract for security personnel to provide security services at
the licensed temporary cannabis event. All security personnel hired or contracted for by the
licensee shall be at least 21 vears of age, licensed by the Bureau of Security and Investigative
Services. and comply with Chapters 11.4 and 11.5 of Division 3 of the Business and Professions
Code. Security personnel shall be present on the premises at all times cannabis goods are
available for sale and/or cannabis consumption is allowed on the premises. '

(k) A cannabis event organizer shall maintain a clearly legible sign, not less than 77 x 11” in size
reading, “No Persons Under 21 Allowed” at or near each public entrance fo any area where the
sale or consumption of cannabis goods is allowed. The lettering of the sign shall be no less than
1 inch in height. :

(1) All cannabis waste generated at a temporary cannabis event shall be collected and disposed of
in accordance with the requiréments of sections 3054 and 5055 of this division. The cannabis
event organizer may contract or arrange for the collection and disposal of cannabis waste

generated during the temporary cannabis event. .
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(m) A cannabls event organizer and all other licensees parﬁmpatmg ina temporary cannabf
event are required to comply with section 5037 of this division and all other applicable - -

regmrements in the Act and tlns d1v131on pertaining to record ke@ ng.

Authority: Section 26013, Business and Professmns Code. Reference Section 26200 Busmess
_and Professmns Code - . :

§ 5602. Temporary Cannabls Event Saies

(a). Onlv persons age 21 or older may mlrchase and consume cannab1s goods at a ‘temnorarv o
cannabis event. Prior to selling cannabis goods to a customer, the licensee making the sale shall
verify-that-confirm, using valid 1dent1ﬁcation as spec1ﬁed in seonon 5402 of th1s d1v151on the age
and 1dent1tv of the customer : o

(b) Al} sales of eannabzs goods at a temnorarv canna‘ols event rnust occurin a retaﬂ area as -
'.desmnated in the prem1ses dxa,e:ram pursuant o sectlon 5601 subsection (h)(3).

{c) Each sale at a temporary cannabis event shall be performed by a retailer or rmcrobusmess
authorized to sell cannabis to retail customers. The cannabis event organizer may also sell

. cannabis goods at the temporary cannabis event if the orgamzer separately holds alicense
authonzmg the retall sale of cannabzs goods - :

(egi_) All sales ata temporm cannab:s event shall occur on the dates stated on the hcense and
shall occur at the location stated on the license. All onsite sales of cannabis goods must cornply
.w1th the hours of oneratxon reqmrements of section 5403—subseet}on—(a)- of this division. -

- (é_) Sale or consumption of alcohol or tobacco shall not be allowed on the tem porg}z cannabls
eVthpl‘emiseS : e T i e e e
' (eﬁ The cannabzs goods sold onsite af a emporagx cannabis event shall be transported to—t-he—s}‘ée

; _' 1n coznphance wzth the Act and thls d1v1s1on o

(ﬂ—A—l»lg) Except small amounts 0 cannab1s goods used for displayJ all cannabls goods for sale at
a temporary cannabis event shall be in-eompliance-with stored in a secure, locked container that

is not accessible to the public, Cannabis goods being stored by a licensee at a temporary cannabis
event shall not be left unattended. Licensees may share the secure, locked container; however,
each licensee using the container shall be held respon31ble for any vmla‘uons of tlns sectlon and
subject to dascmlmarv action. B

(h) All cannabis goods at a cannabis event shall comply with all requlrements for laboratory
testing and labeling within the Act and this division. " - - L -

(i) All cannabis goods at a temporary cannabis event shall be—m-eemphaﬂeeco p_ y wath all
track and trace reqmrements w1thm the Act and thlS dmsmn § :

(hj) ARl cannab1s goods used for dlsplay ata emporg_ry cannab1s event shall %e—m
ecomplisnesc omp_ly with the roqulrements of section 5405, subsections (a), (c) and (d) of th1s'
d1v131on :

(il_(_) All cannabis goods sold at at goragy cannabxs event shall be placed in an ox1t package o
pursuant to sectlon 5413 of th1s division.
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(1) All customer returns of cannabis goods at a temporafy_’ cannabis event shall be-made-in be-in
complianeecomply with section 5410 of this division. .

(km) The daily sales limits under section 5409 of this division apply fo sales made at a temporary
cannabis event, '

(In) A retailer shall only provide free cannabis goods to a person at a temporary cannabis event if
the retailer complies with all requirements of section 5411 of this division.

(o) The cannabis event organizerwhe-holds thetemperary cannabis-event-lieense shall be

responsible for ensuring that all rules and requirements for the onsite sale of cannabis goods are
followed.

(p) Any comipensation paid from a retailer to a cannabis event organizer for participation in a
temporary cannabis event shall not be determined based on, or be contingent on, the sale of

cannabis goods.

Authority: Section 26013, Business and Professions Code. Reference: Section 26200, Business
and Professions Code.

§ 5603. Temporary Cannabis Event Consumption

(a) Access to the area where cannabis consumption is allowed shall be restricted to persons 21
years of age or older.

(b) The event organizer licensee shall ensure that cannabis consumption is not visible from any
public place or non-age-restricted area.

(c) Sale or consumption of aleohol or tobacco shall not be allowed on the premises. -

(d) The event organizer shall hire or contract for security personnel who are at least 21 years of
age to provide security services at the licensed temporary cannabis event. All security personnel
* hired or contracted for by the licensee shall be licensed by the Bureau of Security and
Investigative Services and shal]l comply with Chapters 11.4 and 11.5 of Division 3 of the
Business and Professions Code.

(e) All requirements for onsite carmabis consumption impolsed. by t:he. relevant local jurisdiction
shall be followed.

(f) The cannabis event organizer, who holds the temporary cannabis event license, shall be
responsible for ensuring that all rules and requirements for the onsite consumption of cannabis
goods are followed. :

(2) A cannabis event organizer and all other licensees participating in a temporary cannabis event
are required to follow all applicable requirements in this division pertaining to record keeping
and waste management.

{h) Any compensation paid from a retailer to a cannabis event organizer for participation in a
temporary cannabis event shall not be determined based on, or tied to, the sale of cannabis
goods. -
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Authority: Section 26013, Busmess and Professmns Code. Reference Sectzon 26200 Busmess
and Professmns Code ' - S S 5

Chapter 6. TESTING LABORATORIES
Artlcle 1. Chapter Deﬁmtmns
§ 5700. Defimtmns

In addition to the deﬁn1t1ons in section 5000 of tlns d1v151on the followmg deﬁmtxons apply to
this chapter.

(a) “Acceptance criteria” means the specified hmﬁs placed on the characterzsncs of an item or
method that are used to detenmne data quahty R S R

(b) “Aceredxted college or umvermty means a coilege or umversﬁy accredlted by a reglonal or
national accrediting agency that is an aceredltor recogmzed by the Secretary of the US
Depa.mnent of Educatzon ' : : - :

(c) “Accreditatlon body” means an 1mpart1a1 non-proﬁt orgamzatlon that operates in:
conformance with the Internahonal Organization for Standardization (ISO) / International
Electrotechnical Commission (IEC) standard 17011 and is a signatory to the International
Laboratory Accredltatlon Cooperatlon (ILAC) Mutua} Recogmt}on Arran gement (MRA) for
’I‘esung

{d)° “ACthIl level” means the threshold value that provzdes the cntenon for determmmg Whether
a sample | passes or fazis an analytical test. - e R

(&) “Analyte” means a chermcal compound eiement bacterla yeast fungus or toxm to be
identified or measured. - - . _ :

(f) “Analytical batch™ means a group of samples that is prepared together for the same enalysis
and analyzed sequentially using the same mstrument cahbratzon curve and that have common
analytical quality control checks, * ST e e - S

(g) “Analytical method” means a technique used qualitatively or quant1tat1vely to deterrmne the
composxtaon of a sample or a mlcro‘ma} contamma&on ofa sample. L

(h) “Cannabinoid™ means a ciass of dlverse chemzcal compounds derlved froma cannabls plant.

(i) “CAS number” means the umque numerlcal 1dent1ﬁer ass,lgned to every chermeal substanee '

by Chemical Abstracts Service, a division of the Amerlcan Chemxeal Soc1ety
() “CBD” means cannabidiol, CAS number 13956 291. R
(9] “CBDA” means cannabidiolic acid, CAS number- 1244 58 2.

() “CBG” means cannabigerol, CAS number 25654-31-3. .. -

(m) “CBN” means cannabinol, CAS number 521-35-7.
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(n) “Certificate of accreditation” means a document issued by an accreditation body that attests
to the laboratory’s competence to carry out specific testing analysis.

(o) “Certificate of analysis™ means the report prepared by the laboratory about the analy‘acal
testing performed and results obtained by the laboratory.

(p) “Certified reference material” means a reference material prépafed bya Certifjfiﬁg body ora
party independent of the laboratory with ISO/IEC 17034 accreditation.

(q) “Continuing calibration verification” means a type of quality control sample that is a mid-
range calibration standard which checks the continued validity of the initial calibration of the
instrument.

(r) “EXcluSivity means the specificity of the test method for validating microbial testing
methods. It evaluates the ability of the method to distinguish the target organisms from similar
but genetically distinct non-target orgamsms -

@s) “Foreigﬁ material” means any filthy, putrid, or decomposed substance ihcluding hair,
insects, excreta, or related adulterant that may be hazardous or cause illness or injury to the
consumer.

(ut) “Frequency” means the number of items occurring in each category. Frequency may be
determined by analytical method or laboratory specific requlrements for accuracy, precision of
the analysis, or statistical calculation.

(vu) “Sample increment” means a portion of a batch that, together with other increments, makes
up the sample.

(wv) “Inclusivity” means, related to microbiological method validation, the Sensiﬁvity of the test
method. It evaluates the ability of the test method to detect a wide range of target organisms by a
defined relatedness.

{xw) “Inhalable” means consumable in gaseous or vapor form through the lungs.

(yx) “ISO/IEC” means the joint technical committee of the International Organization for
Standardization (ISO) and the International Electrotechnical Commission (IEC).

(zy) “ISO/IEC 17025” means the general requ1rements specified by the ISO/IEC for the
competence of testing and calibration laboratories.

(aaz) “ISO/IEC 17034” means the general requirements established by the ISO/IEC for the
competence of reference material producers.

(bbaa) “ISO/IEC 17043 means the general requirements established by the ISO/IEC for
proficiency testing.
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{eebb) “Laboratory™ means “testlng laboratory as deﬁned at Busmess and Professaons Code '
section 26001(35) Al _ : PR R :

(décc) “Laboratory replicate sample” means a dupllcate sample of the pﬁmaryrepresentatrv
sample used for quality control; purposes to demonstrate reproducibility. It is prepared in the
identical manner as the pﬁmaﬁtrgpresentatwe sample and anaiyzed separateiy from the

pﬁmaryregresentatrv sample

(eedd) “Laboratory quality assurance” means the set of operatlng prrncrples that enable
laboratories to produce defensible data of known accuracy and precision and includes employee
training, ‘equipment preventative mamtenance procedures calrbratron procedures and quahty
controi testmg, among. other things. =~ :

(-ﬁ?e_) “Limit of detectron means the lowest quantity of a substance or analyte that can be
dlstrngulshed from the absence of that substance Wrthm a stated conﬁdence hmlt

(gefh) “Lm:ut of quantitation™ ‘means the minimum concentration of an analyte ina specrﬁc
matrix that can be reliably quantified while also meeting predefined goals for bias and '
1mprecrsron :

(hhgg) “Matrix means the substances that are present ina sample except for the analyte(s) of
mterest ' . : RS _

(ithh) “Matrix spike duphcate” means the duphcate sample of the matr;x sprke sample that is
prepared by adding a known quantity of a targst analyte to a sample matnx ortoa matrrx that is
as closely representatwe of the matrix bemg analyzed as possr‘ole R

(1) “Matrrx spike sample means a samplc prepared by addmg aknown quantity of the target . . .

analyte to a sample matrix or to a matrix that is as closely representatlve of the matrix being
anaiyzed as possrble .

(Ieid) “Method blank™ means an’ ana]yte free matrix to whrch all reagents are added in the same
volumes or proportrons as. used in the sample preparatlon

(Hkl) “Morsture content” means the percentage of water in a sample, by welght

~ (mmll) “Non-target organism” means an organism that the test method or analytical procedure is
not testing for and can be used in evaluatrng the speerﬁcrty of a test method '

(srmm) “Percent recovery” means the percentage ofa measured concentratlon relatwe to the
added (spiked) concentration in a reference material, matrix spike sample; or matrix spike
duplicate. A laboratory shall calculate the percent recovery by d1v1drng the sample result by the
expected result then multlpiymg that the. quotrent by 100 _

(eenn) “Practical experrence means experience performing scientific anaiy‘trcal tests in a
laboratory setting using equrpment instruments, kits, and materials routinely found ina _
laboratory. Practical experience includes experience in any type of laboratory settmg and is not
limited to cannabis-specific laboratories. - e - : SR
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(o0gg) “Proficiency test” means an evaluation of a laboratory’s performance against pre-
established criteria by means of interlaboratory comparisons of test measurements.

(ppee) “Proficiency test sample” means a sample that is prepared by a party independent of the
testing laboratory with the ISO/IEC 17043 accreditation, where the concentration and identity of
an analyte that is known to the independent party, but is unknown to the testing laboratory and
testing laboratory employees.

(gg&é) “Quality control” means the set of mieasures implemented within an analytical procedure
to ensure that the measurement system is operating in a state of statistical control for which
errors have been reduced to acceptable levels. ‘

(rr#t) “Quality control sample” means a sarhple that is produced and used by a laboratory for the
purpose of assuring the quality of the data and results. Quality control samples include blank
samples, matrix spike samples, field duplicate samples, replicate samples, and reference material
samples.

(ssw1) “Reagent” means a compound or mixture added to a system to cause a chemical reaction
or test if a reaction occurs. A reagent may be used to tell whether a specific chemical substance
is present by causing a reaction to occur with the chemical substance.

(ttwy) “Reference material” means material containing a known concentration of an analyte of
interest that is in solution or in a homogeneous matrix. -

(uuww) “Reference method” means the method by which the performance of an alternate
method is measured or evaluated. . :

(vvxx) “Relative percent difference™ means the comparative statistic that is used to ca_ilculate
precision or random error. RPD is calculated using the following equation:

RPD = | (primary representative sample measurement — duplicate sample measurement)
! / ([prispary representative sample measurement + duplicate sample measurement] /2) %
100%

(wwyy) “Relative standard deviation” means the standard deviation expressed as a percentage of
the means recovery. RSD is calculated using the following equation:

RSD = (s /x) x 100%; where s = standard deviation and x = mean ...

(z2xx) “Representative” means a small quantity of the batch whose chéfacterisiics"represent, as
accurately as possible, the entire batch, thus allowing the results to be generalized.

(asayy) “Requester” means the person who submits a request to the laboratory for testing of
cannabis or cannabis product from an entity licensed under this division. ' -

(bbbzz) “Sample™ means a representative part of, or a single item from, a batch which is
comprised of several sample increments.

Bureau of Cannabis Control Emergency Regulations Readop_t Text — Readopt June 2018  Page 84 of 124



(eecaaa) “Sampler” means the laboratory employee reSponsxble for obtammg samples of
cannabis or cannabis product from a distributor. . :

(dddbbb) “Sanitize” means to sterilize, disinfect, or make hyglemc

(eeecce) “Scope of accreditation” means the tests or types of tests perforrned materlals or
products tested, and the methods used for testmg carmabls or cannabxs products for whlch the
accreditation has been granted. : =

(£fddd) “Tamper-evident” means a oﬁéftime-use:security tape or'seal that is affixed to the =
opening of a package, allowing a person to recognize whether the package has been opened.

(gegeee) “Target organism” means an organism that is being tested for in an analytzcai procedure
or test method.

(hhhfff) “THC” and “delta-9 THC” means tetrahydrocannabmol CAS number 1972 08-3.
(#igge) “THCA” means tetrahydrocannabinolic acid, CAS number 23978-85-0.

(jithhh) “Validation” means the confirmation by examination and objective evidence that the .
requirements for a specific intended use or analytlcal method are fulfilled.

(ki) “Water activity” means the measure of the quantity of water in a producf that is available
- and therefore capable of supporting bacteria, yeasts, and fungi and which is reported in units Ay,

Authority: Section 26013, Business and Professions Code. Reference Sectxons 26013 and
26100, Business and Professions Code.

. ‘:Article_ 2, Laboratory License. .. .

§ 5701. General Laboratory License Requirements

{(a) A licensed laboratory shall maintain ISO/IEC 17025 accredlta’clon for the testmg of the |
following: : _ . i
(1) Cannabinoids;

(2) Heavy metals;

(3) Microbial impurities;

(4) Mycotoxins;

(5) Residual pesticides;

(6) Residual solvents and processing chemicals; and

(NI tésted ielpenoids -

(b) A licensed laboratory shall retain, and make avallable to the Bureau upon request, ali records
associated with the licensee’s ISO/IEC 17025 certificate of accreditation.
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Authority: Seétidn 26013, Business and .Profe'ssions' Cdde. Refefence: Section 26100, Bﬁéiness
and Professions Code

§ 5702. Laboratory License Application

In addition to the information required in section 5002 of this diVisiori, an appliéatioﬁ fora
testing laboratory license includes the following:

(a) A valid certificate of accreditation, issued by an accreditation body, that attests to the
laboratory’s competence to perform testing of the following:

(1) Cannabinoids;

(2) Heavy metals;
(3) Microbial impurities;

(4) Mycotoxins; |

(5) Residual pesticides; |

(6) Residual solvents and processing chemicals; and

(7) Hf tested, terpenoids.

(b) Standard operating procedures for the following testing methods:
(1) Cannabinoids;

(2) Foreign material;

(3) Heavy metals;

(4) Microbial impurities;

(5) Moisture content and water activity;

(6) Mycotoxins;

{7} Residual pesticides;

(8) Residual solvents and processing chemicals;
{9) If tested, terpenoids; and

(10) If tested, homogeneity. | .

(c) Standard operating procedures for the sampling of c.armabi.s and ;:annabis products.

Authority: Section 26013,‘ Business and Professions Code. Reference: Sections 26012, 26050,
26051.5, 26055, 26102 and 26104, Business and Professions Code
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'§ 5703 Provxsmnal Testmg Laboratory Llcense

(a) A Iaboratory may apply for a pmVismnal hcense prior to recelvmg ISO/IEC 17025
accreditation provided that the applicant meets all other licensure requirements for a testing
laboratory and submits to the Bureau an application in compliance with section 5002 of this
division and an attestation that the applicant has or miends to seek ISO/IEC 17025 accredltatwn
for all testing methods required by this émszon ' : S : :

(b) A provisional testing laboratory license shall be valid for 12 months. The annual license fee
for a provisional license shall be determined pursuant to section 5014 of this division. -

(¢) To timely renew a provisional license, a completed license reriewal form and the annual - -
renewal license fee pursuant to section 5014 of this division shall be received by the Bureau from
the licensee no earlier than 60 calendar days before the expiration of the license and no later than
5:00 p.m, Pacific Time on the last business day before the expiration of the license if the renewal
form is submitted to the Bureau at its. ofﬁce(s), or no later than 11:59 p.m. on the last business .
day before the expiration of the license if the renewal form is submitted to the Bureau through its
electronic licensing system. Failure to receive a notice for license renewal does not reheve a
licensee of the obhgatlon to renew a prov1s10nal license as required. -

{d) In the event the license is not renewed prior to the expiration date, the licensee must not test
any commermal ca:nnabxs geods untl,l the hcense i3 renewed '

(e) A hcensee may submzt a hcense renewal form up to 30 days aﬁer the hcense expxres Any
late renewal form will be subject to a late fee equal to 50 percent of the apphcable hcensmg fees
required by subsection (c) of this section. : . : :

(f) The license renewal form shall contain the following: '

(1) The name of the licensee. For licensees who are individuals, the applicant shall provide both
the first and last name of the individual. For licensees who are busmess entztxes the hcensee shali
provide the legal business name of the applicant;

(2) The license number and expiration date;' '
(3) The licensee’s addféss o'f'r.'eclord and f)remises 'addiess; and

(4) An attestation that all information provided to the Bureau in the original application under |
section 5002 of this division or subsequent notification under section 5023 of this dmsmn is
accurate and current. " :

(g) The Bureau may renew a provisi_qpal_ license for an initial renewal period of 12_mq_nths.

(h) After one renewal, the Bureau may renew the provisional license for additional 12-month -
periods if the licensee has submitted an application for the ISO/IEC 17025 accreditation. In
addition to the information required for a renewal form pursuant to subsection (f) of this section,
any renewal request pursuant to this section shall also include an attestation that the licensee’s
application for each ISO/IEC 17025 is pending with the accrediting body, the name of the
accrediting body, and the date the application was submitted to the accrediting body.
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(i) The licensee shall notify the Bureau if the application for each ISO/IEC 17025 accreditation is
granted or denied within 5 business days of receiving the decision from the accrediting body. If
the accrediting body grants or denies the licensee’s application for any ISO/IEC 17025
accreditation before the expiration of the prov1s;onal license, the Bureau may terminate the
provisional license at that tlme :

(j) The Burcau may revoke a provisional license at any time. .

Authority: Section 26013, Business and Professions Code. Reference: Sections 26012 and
26050, Business and Professions Code.

Article 3. Sampling Cannabis and Cannabis Products -
§ 5704. Sampling Standard Operating Procedures

(a) The laboratory shall develop and implement a sampling standard operating procedure (SOP)
that describes the laboratory’s method for obtaining representative samples of cannabis and
cannabis product. ' :

{b) The sampling SOP shall include the following information:
(1) A procedure for obtaining samples of each matrix type the laboratory samples, and.

(2) A procedure for the collection of samples to perform homogeneity analysis of edible cannabis
products.

(c) The sampling SOP shail s;ﬁécify that during sampling, the sam'pl'er shaﬁ, at minimum:
(1)' Follow the laboratory’s sampling SOP;

(2) Ensure that tﬁe sampling area is free of coﬂtaminanfs;

(3) Sanitize sampling tools between each batch; N

(4) Use disposable gloves and change gloves between each batch

(5) Weigh samples to within 0.1 gram of accuracy using a calibrated balance;

(6) Collect both-a primary-and-a-field-duphicate representative sample from each batch;

(7) Place the sample in a container capable of preventing degradation or contamination and seal
the sample container with tamper-evident material;

(8) Assign a vnique sample identifier to both the primary and field duplicate samples;

(9) Record on the sample field log the conditions under which the sample is transported and
stored;

(10) Follow chain of cuétody protocols; and

(11) Complete the sample field log.
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(d) The supervisory or management laboratory employee shall review, approve, sigrl, and date -
the sampling SOP and each rev1sron thereto . C _ '

(€) The laboratory shall retain a copy of the samplmg SOP on the laboratory premlses and ensure
that the sampling SOP is accessrble to the sampler durmg samplmg

Authorlty Sectlon 26013 Busmess and Professrons Code Reference Secuons 26100 26102
26104 and 26110, Business and Professmns Code. -

§ 5705. General Sampling Requxrements
(a) The laboratory 'th3ai 'ob:ta'iﬁs' s':arnpl es"fr.om' "a'distribﬁt'or shall perforni 't'he required lesting

(b) The Iaboratory may obtam and analyze samples only from batches in ﬁna] form as requu'ed
by Business and Professions Code section 26100, -

(dc) The laboratory shall ensure that the sample is transported and subsequently stored at the
laboratory in a manner that prevents degradation, contamination, and tampering. If the cannabis
or cannabis product specifies on the label how the product shaH be stored the laboratory shall
'store the sample as mdrcated on the label

(ed) The Iaboratory shall complete a cham of custody form and sample ﬁeld 1og for each sample
_that the laboratory collects and, analyzes . o _ -

- Authority: Section 26013, Business and Professrons Code Reference Sectrons 26100 26104
-and 26110, Business-and Professrons Code. S - T : .

§ 5706. Sample Fleld Log

The sampler shall use a sample ﬁeld log to record the followmg 1nformat10n for each sampled
batch:

(a) Laboratory’s name, address, and license number;

(b) Sampler’s name(s) and title(s); -

(c) Date and time sampling started and ended;

(d) Distributor’s name, address, and license number:

(e) Cultivator’s, manufacturer’s, or microbusilness’ name, address,: and license number;
(f) Batch number of the batch from which the sample was obtainedr

(g) Sample matrix; |

(h) Total batch size, by weight or unit count;

(i) Total weight or unit count of the prisnary representative sample;
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(ki) The unique sample identification number for each sample, and
(1k) Sampling cond1t10ns or problems encountered during the samphng process if any

Authority: Section 26013, Business and Professions Code. Reference Sections 26100, 26104
and 26110, Business and Professions Code.

§ 5707. Harvest Batch Samplmg

(a) The sampler shall obtain beth a pﬁmawsample—aﬁd—a—ﬁeld—depl&eate@resentatwe sample
from each prepacked or unpacked harvest batch. The-primary-sample-and-field-duplicateThe
g]gresentatlve sample must eaeh—welgh O 35% of the total harvest batch welght %Che—sampler

(b)Y A sampier may collect greater than 0.35% of a prepacked or unpacked harvest batch per

primary-saaple-and-field duplicate-sample if necessary to perform the requlred testing or to

ensure that the samples obtained are representative.

(c) The prepacked or unpacked harvest batch from which a sample is obtained shall weigh no
more than 50.0 pounds. Laboratory analyses of a sample collected from a harvest batch weighing
more than 50.0 pounds shall be deemed invalid and the harvest batch from which the sample was
obtained may not be released for retail sale.

(d) When the sampler obtains a primary-sample-and-a field-duplicate tgpte'sentative sample from
an unpacked harvest batch, the sampler shall do all the following:

(1) Collect the number of 1ncrements peepﬂmeﬂesamﬁle—end—ﬁeld—éepheate-sample relative to

the unpacked harvest batch size as listed in the following table;

(2) Obtain increments from random and varying locations of the unpacked harvest batch, both
vertically and horizontally. To the extent practicable, the increments obtained from an unpacked
harvest batch shall be of equal weight; and

(3) To the extent practicable, collect an equal number of increments from each container if the
unpacked harvest batch is stored in multiple containers.

Unpacked Harvest Batch Size Number of Increments
(pounds) (per sample)
< 10.0 8
10.1-20.0 | 16
20.1-30.0 23
30.1 —40.0 _ 29
40.1 - 50.0 34
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_Authority: Section 26013, Business and Professwns Code. Reference Sections 26100 26104
and 26110, Business and Professions Code _

§ 5708. Cannabis Product Batch Samplmg

(a) The sampler shall collect both-a ﬁﬂfﬁﬁ%y-ﬁﬂﬁﬁl&-ﬂﬂd—ﬁ—ﬁfﬂd—é&pl%&rggresemaﬂv sample
from each cannabls product batch %e—smrpler—shall—eeﬂeetﬁae—ﬁelé—éupheate—samp}e

: i gl

(b) The sampler may collect a greater number of increments per-pﬁmaf-y-smﬁpleaﬁé—ﬁeld
duplieate-sample-if necessary to perform the requzred testmg or to ensure that the sampies

obtained are representauve

(c). The cannabis product batch from which a primeryrepresentative sample and-a-field-duplieate
sample-areis obtained shall contain no more than 150,000 units. Laboratory analyses of a sample

collected from a cannabis product batch containing more than 150,000 units shall be deemed -
invalid and the cannabis product batch from which the primaryrepresentative sample and—a—ﬁelé

duplieate sample-werewas obtained may not be released for retaﬂ sale
(d) The sampler shall obtain a @mm%ample—aad—a—ﬁe&d—d&p&wafeerepresentatw sampie of

cannabis product by collectmg, at minimum, the number of increments-per-samplerelative to the
- cannabis product batch size as listed i in the foHowmg table Each mcrement consists of 1
packaged umt : - -

Cannabis Product Batch Size | - Number of Increments

- (units) (pet sample) .
<50 2
51-150 - | 3
151 - 500 5
501-1,200 8
1,201-3200 BT

3,201 -10,000 20

10,001 - 35,000 32
35,001 — 150,000 S50

Authority: Section 26013, Business and Professions Code Reference Sectlons 26100 26104 _
and 26110, Business and Professions Code iR :

§ 5709. Cham of Custody (COC) Protocol-

(a) The laboratory shall develop and implement a COC protocol to ensilre accurate
documentation of the _-tranSport, handling, storage, and destruction of samples. -~:

(b) The COC protocol shall require the use of a COC form that contains, at minimum, the
following information:
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(1) Laboratory’s name, physical address, and license number;

(2) Distributor’s name, physical address, and license number;

(3) Unique sample identifier;

(4) Date and time of the 'sémple odllecti'on;_ | |

(5) Printed and signed name(s) olf the distributor(s); = -

(6) Printed and signed name(s) of the sampler(s); and

(N Prihted and signed name(s) of the testing laboratorj 'emplbjfee who received thé sami)le.

(¢) Each time the sample changes custody between licensees, is transported, or is destroyed, the
date, time, and the names and signatures of persons involved in these activities shall be recorded
on the COC form.

Authority: Section 2601.3, Bus;ines.s.and Professions Code. Reference: Sections 26100, 26104
and 26110, Business and Professions Code.

§ 5710. Laboratory Receipt'of Samples Obtained from a Distribut(_ir_

(a) The laboratory may accept and analyze a sample from a distributor for the required testing
under section 5714 of this division only if there is an accompanying COC form for the sample.

(b) The laboratory shall not analyze a sample obtained from a distributor, and the batch from
which the sample was obtained may not be released for retail sale, if the any of the following
occur: '

(1) The sample is received at the laboratory without the requisite COC form;
(2) The tamper-evident material is broken prior to the sample being received at the laboratory; or

(3) There is evidence of sample commingling, contamination, degradation, or a related
occurrence rendering the sample unusable for analytical testing when the sample is received at
the laboratory.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104
and 26110, Business and Professions Code.

Article 4. Standard Operating Precedures
§ 5711. Laboratory Analyses Standard Operating Procedures

(a) The laboratory shall develop, implement, and maintain written standard operating procedures
(SOP) for the following laboratory processes: :

(1) Sample preparation. Sample preparation SOP(s) shall address the following:

(A) Sample homogenization;
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(B) Handling and storage;

© Preservatton and

®) Hold ttme

(2) Test methods. Each test method SOP shall address the followmg
(A) Test method name; -

(B) Apphcable anaiytes and matnces -

(C) Method Sensrtmty, | o |

(D) Potentlal interferences With the analysis, if any;

(E) Analytlcal mstruments used for testmg, _

(F ) Types, frequency, and acceptance criteria for quahty contr01 sampies
(G) Types, frequency, and acceptance cnter;a for calxbratlon standards,
,.(H) Procedure for anaiyzmg anaiytlcal batch samples, e ER
(D Calculatzon of resuits if any, and ' R

) Reagent squtlon standards, and reference material preparation if any.

‘(b) The superv1sory or management laboratory employee shali review, approve, sign, and date '
ceach SOP and each revision thereto.. S _ .

(©) The laboratory shall keep each SOP at the laboratory premzses and ensure that each SOP is
access;ble to laboratory employees during operating hours.

(d) The laboratory.shall make each SOP. available for inspection by the Bureau upon request, as
-well as any other SOPs assoc;ated wzth the hcensee S ISO/IEC 17025 certzﬁcate of accred1tat10n.

Authorlty Sectzon 26013 Business and Professmns Code Reference Sectlons 26100 26102
26104 and 26110, Business and Professwns Code .

§ 5712. “Test Methods

(a) The laboratory shall develop, implement, and validate test methods for the ana]yses of
samples as required under this division.

(b) To the extent practicable, the laboratory test methods shall comport with the foHowmg
guidelines: i

(1) US Food and Drug Administration’s Bacterial Analytzcal Manual, 2016;

(2) AOAC International’s Official Methods of Analysis for Contaminant Testmg ofAOAC
International, 20th Edition, 2016; and ‘ .
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(3) United States Pharmacopeia and the National Formulary’s Methods of Anaﬁzsis for.
Contaminant Testing, 2016.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100 26104
and 26110, Business and Professions Code.

§ 5713. Validation of Test Methods

(a) The laboratory may use a nonstandard, amplified, or modified test method or a method that is
designed or developed by the laboratory to validate the methods for analyses of samples.

(b) The 1aboratory shall follow the guidelines set forth in the US Food and Drug
Administration’s Guidelines for the Validation of Methods for the Detection of Microbial
Pathogens in Foods and Feeds, 2nd Edition, 2015, incorporated herein by reference, to validate
test methods for the microbial analysis.

(1) The laboratory shall include and address the criteria listed in the following table when
validating test methods for microbial analyses of samples.

Criteria Requirement
Number of target organisms; inclusivity 5
Number of non-target organisms; exclusivity 5
Number of analyte levels per matrix: Qualitative methods 3 levels: high and low

inoculum levels and 1
uninoculated level
Number of analyte levels per matrix: Quantitative methods 4 levels: low, medium and
high inoculum levels and 1
uninoculated level
Replicates per food at each level tested 2 or more replicates per level |

(c) The laboratory shall follow the guidelines set forth in the US Food and Drug
Administration’s Guidelines for the Validation of Chemical Methods for the FDA FVM
Program, 2nd Edition, 2015, mcorporated herem by reference, to validate test methods for
chemical analysis of samples.

(1) The laboratory shall include and address the followmg criteria to vahdate test methods for
chemical analyses of samples:

(A) Accuracy;

(B) Precision; |

(C) Linearity and range;
(D) Calibration standard;

(E) Sensitivity and selectivity;
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(F} Limit of deteetion and Iimit_ of quantitation;
(G) Recovery; U I
(H) Reproducibility; and

(I) Robustness |

(d) If ava11able, the laboratory shalI use eannabts reference materlais or eertxﬁed reference
materials to Vaizdate test methods

Authority: Sectlon 26013 Busmess and Professmns Code Reference Sections 26100 26104
and 26110, Business and’ Professmns Code. - - '

Article 5 Laboratory Testing and Reportmg_
§ 5714. Reqmred Testlng e

(a) The laboratory shall test each sample for the foilowmg
(1) Cannabinoids; -

(2) Foreign material;

(3) Heavy metals;

(4)_ Microbial impurities;

() Myeotoxins;

" (6) Moisture content and water activity; o
(7) Residual pesticides;

(8) Residual solvents and processing eher'nicai_s;r
(9) If applicable, terpenoids; and”

(10) If appheable homogeneﬂy

(b) The laboratory shall report the results of each analysm performed by the laboratory on the
'cert:lﬁeate of ana1y31s o :

Authonty Sectton 26{)13 Busmess and Professmns Code Reference Sectlons 26100 26104 '
and 261 IO Busmess and Professmns Code '

§ 5715. Phase»ln of Requlred Laboratory Testmg
(a) Canna‘ols and cannabis products shall niot be sold or transferred to 4 retailer, ‘or released for

retail sale, unless a representative sample of the cannabis or cannabis product has undergone and
passed all testmg as requlred by this. sectmn S
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(b) All cannabis harvested on or after January 1, 2018, and all cannabis products manufactured
on or after January 1, 2018, shall be tested for the following analytes, if applicable:

(1) Cannabinoids as required in section 5724 of this division;
(2) Moisture content as required in section 5717 of this division;

(3) Category I Residual Solvents and Processing Chemicals as required in section 5718 of this
division; .

(4) Category I Residual Pesticides as required in section 5719 of this division;
(5) Microbial Impurities as requiréd in section 5720 of this division; and |
(6) Homogeneity as required in section 5716 of this division. |

(¢) In addition to the requirements of subsection (b) of this section, all cannabis harvested on or
after July 1, 2018, and all cannabis products manufactured on or after July 1, 2018, shall be
tested for the following analytes, if applicable:

(1) Category 1 Residual Solvents and Processing Chemicals as required in section 5718 of this
division;

(2) Category Il Residual Pesticides as required in section 5719 of this division; and
(3) Foreign Material as required in section 5722 of this division.

{(d) In addition to the requirements in subsections (b} and (c) of this section, all cannabis
harvested on or after December 31, 2018, and all cannabis products manufactured on or after
December 31, 2018, shall be tested for the following analytes, if applicable:

(1) Terpenoids as required in section 5725 of this division;

(2) Mycotoxins as required in section 5721 of this division;

(3) Heavy Metals as required in section 5723 of this division; and
(4) Water Activity as required in section 5717 of this division.

(e) Licensees may have a sample of cannabis or cannabis products tested for analytes that are not
yet required to be tested. However, if the sample fails any additional test(s) not required pursuant
to this section on the date of testing, the batch from which the sample was collected fails testing
and shall not be released for retail sale.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100 and
26104, Business and Professions Code.

§ 5716. Homogeneity Testing of Edible Cannabis Products

(a) The laboratory shall analyze a sample of edible cannabis product that contains more than one
serving per unit to determine whether the edible cannabis product is of homogeneous THC
content.
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(b) The laboratory shall perform homogeneity testing when the first batch of edible cannabis
product is tested before entering the retail market. Once the initial batch of the product passes
homogeneity testing, and provided that the process for manufacturing and the composition of the
edible cannabis product remains the same, a batch of edible cannab1s product shall be tested for
homogenclty every 6 months thereafter

' (c) A sample of ed1ble cannabls product shall be deemed to have passed homogenelty testmg 1f
the relative standard dev1at10n of THC concentrahon between the samples collected does not
exceed plus.or minus 10%. . - R e : TR

(d) If a sample fails homogenelty testmg, or the laboratory fazls to perfonn homogenelty testmg
as required by this section, the batch from which the Sample was collected falls homogeneity '
testing and may not be released for retail sale. -~~~ S

(e) If a:sample passes homogeneity testmg, the laboratory shall perform all other analyses "
required under this chapter. - :

Authority: Section 26013, Business and Professions Code Reference SECthI‘lS 26100 26104
and 26110, Business and Professmes Code. =~ -~ : :

§ 5717. Moisture Content and Water Actlvxty Testing

(a) The laboratory shall analyze a sample of cannabis to determme the level of water act1v1ty and
the percentage of moisture content. T -

(b} A cannabis sample shall be deemed to have passed water activity testmg lf the water activity
does not exceed 0.65 Aw. The laboratory shall report the result of the water activity test on the
_certlﬁcate of analysis (COA) and mdlcate pass or “fall” on the COA. '

(c) A cannabis sample shall be deemed to have passed moisture content testing 1f the moisture
content does not exceed 13.0%. The laboratory shall report the result of the mo1sture content test
in percentage on the COA and indicate “pass” or “fail” on the COA,

(d) The laboratory shall analyze ed1ble cannabis products to determine the level of water activity.
A solid or semi-solid edible cannabis product shall be deemed to have passed water activity
testing if the water activity does not exceed 0.85 Av. The laboratory shall report the result of the
water act1v1ty test on the COA and mdtcate pass or “fail” on the COA. .

(e) If a sample fails mozsture content testlng, the batch from which the sample was collected fa1ls
m01sture content testing and shall not be released for retail sale ' :

(HIfa sample fails water activity testmg, the batch from which the sample was collected fails
water activity testmg and shall not be released for retail sale.

Authority: Sectlon 26013, Business and Profess;ons Code. Reference Sections 26100, 26104
and 26110, Business and Professmns Code. : _
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§ 5718. Residual Solvents and Processing Chemicals Testing

(a) The laboratory shall analyze a sample of cannabis p%oduc{ to determine whether residual
solvents or processing chemicals are present.

(b) The laboratory shall report the result of the residual soiVents and processing chémicals testing
in unit micrograms per gram (pg/g) on the COA and indicate “pass”™ or “fail” on the COA.

{e—}ALc)'The laboratory shall establish a limit of quantification (LOQ) of 1.0 ug/g or lower for all
Category 1 Residual Solvents or Processing Chemicals.

(d) The sample shall be deemed to have passed the residual solvents and processing chemicals
testing if both of the following conditions are met:

(1) The presence of any residual solvent or processing chemical listed in the following tables in
Category I is not detected, and

(2) The presence of any restdual solvent or processing chemical listed in the following tables in
Category II does not exceed the indicated action levels.

Category 1 .
Residual Solvent or Processing CAS No.
Chemical
1,2-Dichloroethane . 107-06-2
Benzene 71-43-2
Chloroform 67-66-3
| Ethylene oxide 75-21-8
Methylene chloride 62-73-7
Trichloroethylene C 79-01-6
Category 11 | B Action Level (ug/g)
Residual Solventor - CAS No. Inhalable éannabis and Other Cannaiiis and |
Processing Chemical Cannabis Products Cannabis Products
Acetone 67-64-1 3100 5000
Acetonitrile - 75-05-8 6 410
Butane | 106;97—8 50().0 5000
Fthanol 64-17-5 5000 5000
Bthyl acetate 141-78-6 5000 5000
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CEhyleher [ 60297 | s000 f 5000
Heptane | 142825 " 5000 1 so00
H_exane 110-54-3 N 0 T -j;:.'-:_.:_____..-_.290_

Tsopropyl alcohol 67630 | 320 5000

" Methano! 67-56-1 | 40 3000
Pentane 109660 | 5000 S 5000
Propane . | 74986 | . 5000 | 5000

~ Toluene | 108-88-3 o _' 30 | 80

T"ta;’;{;f’f‘gzr(i?h"" 1330207 | - 10 | 2170

(d) If a sample fails residual solvents and processing chemicals testing, the batch from which the
sample was collected fails residual solvents and processzng chemicals testmg and shall not be
released for retail sale : - R

Authority: Sectlon 26013, Busmess and Professxons Code. Reference Sections 26100 26104
and 26110, Business and Professmns Code. - :

§ 57_19. Residual Pesticides Testing .

{a) The Iaberatogy shall analyze at minimum 0.5 ar ams of the regresentative sémp' le of cannabis

or cannab1s produyct to determme whether re51dua1 DeSthIdeS are present

(b) The laboratorv shall report whether any Categorv I Residual Pestzc1des are detected above the
limit of detection (LOD) and shaH report the result of the Category I Residual Pesticides testing
in unit micrograms per gram on the COA The _Iaborato shaH mdieate b “faﬂ” on
the COA. COA ' ' ' '

{c) The laboratory shall establish a limit of quannﬁcatlon {LOO) of 0. 10 ufZ/ gor lower for all
Categorv I Res1dua1 Pest1c1des

- fexA(d) The sampie shall be deemed to have passed the residual pestlcxdes testmg lf both of the

o foilowmg cond;tions are met

(1) The presence of any residual pest1c1de listed in. the following tables in Category I are not
detected and _ _
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" (2) The presence of any residual pesticide listed in the following tables in Category Il does not
exceed the indicated action levels. '

0.1

R esical Pestichle CAS No.
Aldicarb 116-06-3
Carbofuran 1563-66-2
Chlofdane 57-74-9
Chlorfenapyr 122453-73-0
Chlorpyrifos 2921-88-2
Coumaphos 56-72-4
Daminozide 1596-84-5
DDVP (Dichlorvos) 62-73-7
Dimethoate 60-51-5
Ethoprop(hos) 131947-48-4
Ftofenprox 80844-07-1
Fenoxycarb 72490-01-8
Fipronil 120068-37-3
Imazalil 35554-44-0
Methiocarb 2032-65-7
Methyl parathion .298-.00-0
Mevinphos 7786-34-7
Paclobutrazol 76738-62-0
Propoxur 114-26-1
Spiroxaminé _ 1 1.8 134-30-8
Thiacloprid 111988-49-9
Action Level (ug/g)
Category I CAS No. : .
Residual Pesticide _ - Inhalable Cannabis and Other Cannabis and
Cannabis Products - Cannabis Products
Abamectin 71751-41-2 03
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Acephate 30560-19-1 0.1
”.Acequinocyl 579.6.0~1_9-7 0.1 4
Acetamiprid 135410-20-7 01 5
Azoxystrobin 131860-33-8 0.1 20
Bifenazate 149877-41-8 01 5
Bifenthrin 82657-04-3 3 05
Boscalid 188425-85-6 0.1 10
Captan 133-06-2 0.7 5
Carbaryl 63-25-2 0.5 05
Chlorantraniliprole | 500008-45-7 10 20
" Clofentezine 74115245 0.1 0.5
Cyfuthrin 68359-37-5 2 1
Cypermethrin 52315-07-8 1 i
Diazinon 333-41-5 0 02
Dimethomorph | 110488-70-5 T2 20
" Eioxazole | 153233910 o1 15
Fenhexamid 126833-17-8 o1 10
Fenpyroximate 111812-58-0 01 2
Flonicamid 158062-67-0 0.1 2
Fludioxonil 131341-86-1 01 30
Hexythiazox 78587-05-0 0.1 2
Tmidacloprid 138261-41-3 5 3
Kresoxim-methyl 143390-89-0 0.1 s 1
_ | | Act_ib.n Level (ug/'g')' -
-+ Category 11 CAS No. _ TR : e e _
Residual Pesticide Inhalable Cannabis and | . Other Cannabis and
& _ Cannabis Products Cannabis Products
Malathion 121-75-5 05 5
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57837-19-1

Metalaxyl 2 15
Methomyl 16752-77-5 1 0.1
Myclobutanil 88671-89-0 0.1 9
Naled 300-76-5 0.1 0.5
Oxamyl 23135-22-0 0.5 0.2
Pentachloronitrobenzene 82-68-8 0.1 0.2
Permethrin 52645-53-1 0.5 - 20
Phosmet 732-11-6 0.1 0.2
Piperonylbutoxide 51-03-6 3 8
Prallethrin 23031-36-9 01 0.4
Propiconazole 60207-90-1 0.1 20
Pyrethrins 8003-34-7 0.5 1
Pyridaben 96489-71-3 0.1 3
Spinetoram 1188’;}1266-_14%-_(;’ () 1 3
Spinosad 112,11%%%:662-_’{7)’ 0.1 3
Spiromesifen 283594-90-1 0.1 12
Spirotetramat 203313-25-1 0.1 13
Tebuconazole 107534-96-3 0.1 2
- Thiamethoxam 153719-23-4 5 4.5
Trifloxystrobin 141517-21-7 0.1 30

(de) If a sample fails residual pesticides testing, the batch from which the sample was collected
fails pesticides testing and shall not be released for retail sale.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104
and 26110, Business and Professions Code.
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§ 5720. Microbial Impurities Testing

(a) The laboratory shall analyze a sample of cannabis or cannabis product to determme whether
mlcroblal nnpuntzes are present T : :

{b) The laboratory shall report the result of the m1crob1a1 1mpur1tles testlng by md1cat1ng pass”
or “fail” on the COA. Lo

- (c) A samiiple of inhalable cannabis or inhalable cannabis product shall be deemed to have passed
the microbial impurities testing if all of the following condztlons are met: '

(1) Shlga toxm»—producmg Escherichia coli 1s not detected inl gram; K
(2) Salmonella spp. is not detected in 1 gram, and

(3) Pathogenic Aspergillus spec1esA fungatus A ﬂavus A mger andA terreus are not
detected in 1 gram. . . : S :

(d) A sample of other cannabis or cannabis product shall be deemed to have passed the mlcroblal
impurities testing if both the following: : : S

(1) Shiga toxin—producing Escherichia coli is not detected in 1 gram, and -
(2) Salmonelia spp- is not detected in 1 gram.

(e) If a sample fails microbial impurities testmg, the batch from Wthh the sample was collected
fails microbial impurities testmg and shall not be reieased for retail sale.

Authonty Section 26013, Busmess and Professxons Code Reference Sectlons 26100 26104
and 26110, Business and Professxons Code ' '

§5721 Mycotoxm Testlng _ _

(a) The laboratory shall analyze a sampie of cannabis or cannabls product to. deterrnme Whether
mycotoxins are present. '

(b) The laboratory shall report the result of the mycotoxins testing in unit nucrograms per
kilograms (ug/kg) on the COA and indicate “pass” or “fail” on the COA.’ o

(¢) A sample shall be deemed to have passed mycotoxm testmg 1f both the followmg condmons
aremet: _ :

() Total of aﬂatoxm Bl, BZ Gl and G2 does not exceed 20 pg/kg of su‘ostance, and
(2) Ochratoxin A does not exceed 20 pg/kg of substance

(d)Ifa sample fails mycotoxin testing, the batch from which the sample was colIected falis :
mycotoxm testing and shall not be released for retail sale:” SRREEE '

Authority: Section 26013, Busmess and Professions Code. Reference: Sections 26100, 26104
and 26110, Business and Professions Code.
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§ 5722. Foreign Material Teslting

(a) The laboratory shall analyze a sample of cannabis or cannabis product to detcrmme whether
foreign material is present.

(b) The laboratory shall report the result of the foreign material test by indicating “pass” or “fail”
on the COA.

(c) The laboratory shall perform foreign material testing on the total primary egrcsentatw
sample prior to sample homogenization.

{d) When the laboratory performs foreign material testing, at minimum, the laboratory shall do
all of the following:

(1) Examine both the exterior and interior of the cannabis sample, and
(2) Examine the exterior of the cannabis product sample.

(e) A sample shall be deemed to have passed the foreign material testing if the presence of
foreign material does not exceed:

(1) 1/4 of the total sample area covered by sand, soil, cinders, or dirt;

(2) 1/4 of the total sample area covered by mold; |

(3) 1 insect fragment, 1 rodent hair, or 1 count mammalian excreta per 3.0 grams; or
{4) 1 /4 of the total sample area covered by an imbedded foreign material. |

(f) If a sample fails foreign material testing, the batch from which the sampie was collected fails
foreign material testlng and shall not be released for retail sale.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104
and 26110, Business and Professions Code.

§ 5723. Heavy Metals Testing

(a) The laboratory shall analyze a sample of cannabis or cannabis product to dctermme whether
heavy metals are present.

(b) The laboratory shall report the result of the heavy metals test in mlCl‘OgTamS per gram (pg/ g)
on the COA and indicate “pass” or “fail” on the COA.

(¢) A sample shall be deemed to have passed the heavy metals testing if the presence of heavy
metals does not exceed the action levels listed in the following table.

(d) If a sample fails heavy metals testing, the batch from which the sample was collected fails
heavy metals testing and shall not be released for retail sale. ‘
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RN " ActionLevel g
Heavy Metal = | yphalable Cannabis and [ = Other Cannabis and
Cannabls Products Cannabis Products
 Cadmium = | 02 Y IR R O |
~Led | 05 | 05

Authority: Section 26013, Business and Professions Code Reference Sectlons 26100 26104
and 261 10, Business and Professions Code R .

§ 5724. Cannabmmd Testing |

(a) The laboratcry shall analyze a sa:mple cf cannabis or caamabis pxcduct to detenmne whether
the cannabinoid profile of the sample conforms to the labeled content of each cannabmmd such
as THC; THCA; CBD CBDA CBG; and CBN : : o

(b) The laboratory shall report the result of the cannabinoid :te'sting'o'n the COA both as a
percentage and in milligrams per gram (mg/g) dry—we1ght using the following equation and -
indicate * pass or “faﬂ” on the COA :

Dry-welght percent cannabmmd - wet- welght percent cannabmmd/ (1 percent o
- mozsture/ 100) R

{c) Ifthe labeled content of any one cannabmmd is expressed asa total concentratlon of the |
cannabmcld the laboratory shall calculate the total cannabmcld ccncentration as follows: .

Total cannabinoid eoncentratxon (mg/ g) (cannabmmd a01d form concentratlon (mg/ g) X
- 0.877) + cannabmo;d concentration (mg/g) ' - _

(d) A sample shall be deemed to have passed the cannabinoid testing if the concentration of any
one cannabmmd does not exceed the labeled content ‘of the cannabinoid, plus or minus 10%.

(e) If the sample fails cannabinoid testing, the..-b_at_ch from which the sample was collected fails
cannabinoid testing and shall not be released for retail sale. : P -

Authorzty Section 26013, Business and Professmns Ccde Reference Sec‘nons 26100 26104
and 261 10, Busmess and Professwns Code. : :

§ 5725 Terpcnmd Testing

(a) The laboratory shall analyze a sample of cannabis or cannabis product to determine Whether
the terpenmd profile of the sample conforms to the labeled content of terpenoids. . '
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{b) The laboratory shall report the result of the terpenoid testing on the COA bothas a
percentage and in milligrams per gram (mg/g) and indicate “pass” or “fail” on the COA.

{c) A sample shall be deemed to have passed the ferﬁénoid testing if the co’néentration of -
- terpenoids does not exceed the labeled content of total terpenoids, plus or minus 10 percent.

(d) If a sample fails terpenoid testing, the batch from which the sample was collected fails
terpenoid testing and shall not be released for retail sale.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104
and 26110, Business and Professions Code.

§ 5726. Certificate of Analysis (COA)

(a) The laboratory shall generate a COA only for each pﬁmaﬁf epresentatlv e sample that the
laboratory analyzes.

{b} The laboratory shall, within ! business day of completing analyses.of a sample, both enter the
COA information into the track and trace system and provide a copy of the COA to the requester.

(c) The COA: shall contain, at minimum, the following information:

8] Laboratory’s name, address, and license number;

‘(2) Distributor’s name, addre’ss; nnd license numberl;. '

(3) Cultivator’s, manufacturer’s, or microbusiness’ name, address, and liéénse number,
(4) Batch number of the batch from which the sample was obtained;

(5) Sample identifying information, including matriX type and unique sample identifiers;

(6) Sample history, including the date collected, the date received by the laboratory,' and the
date(s) of sample analyses and corresponding testing results;

(7) For cannabis samples, the total weight, in grams, of both the primaryrepresentative sample
and the total batch size;

(8) For cannabis product samples, the total unit count of both the pﬁma%y representative sample
and the total batch size;

{9) The identity of the analytical methods used and corresponding Limits of Detection (LOD)
and Limits of Quantitation (LOQ); and

(10) Analytes detected during the analyses of the sample that are unknown un1dent1ﬁed or
injurious to human health if consumed, if any.

(d) The laboratory shall report test results for each primaryvrepresentative sample on the COA as
foilows:

( 1) Indicate an overall “pass” or “fail” for the entire batch;

|
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(2) When reeortmg quahtatlve resuits for each analvte the laboratorv shall 1nd1cate “Dass or -
“fmi” ' - : . L _ T

(—19(_) When reportmg quantitative results for each analyte the Iaboratory shall use the '
approprlate units of measurement as required under this chapter; B

3)(4) When reporting results for each test method,_.t_he laboratory shall indicate “pass” or-“fail”;.
(5) For representative samples obtained from a cannabis or cannabis product batch to which- a.

content label i 18 afﬁxed at the time of sampling, the iaboratorv shail report the followme on the
COA . .

{A) The cannabmmd content and terpenoid content as pnnted or wntten on the label that is
afﬁxed to the cannabls or cannabzs Droduet bateh ST : :

(B) The cannabmmd Droﬁie and the terpeno;d m'oﬁle of the representative sample as deterrmned
by the laboratory as required under seetion 5724 and sectlon 5725 of thlS chapter, reseeetlvelv.

{CY The dlfference, in nercentage between the eannabmmd eontent and terpeno;d eontent as .
printed or written on the label and the cannabinoid profile and the terpenoxd eroﬁle of the
_gresentatwe samnle 1f anv, ‘a8 determmed by the laboratorv : S : SR

(49(_] When reportln g results for any analytes that were detected beiow the analytlcai method
LOQ 1nd1(:ate “<LOQ”

(57) When reporting results for : any analytes that were not detected or deteeted below the LOD,
111d1eate “ND”; and T T '
(68) Indlcate “NT” for any test that the laboratory d1d not perform

(€) The laboratory supervisory or management employee shall valldate the accuracy of the '
information contained on the COA and sign and date the COA. P s

Authoaty Section 26013, Business and Professions Code. Reference: Seetions 26100 26104
and 26110, Business and Professmns Code,

Article 6. Post Testing Procedures
§ 5727. Remediation and Retesting

(a) A harvest batch or cannabis product batch that has been additionally processed after a fa_ﬂed
testing must be retested and successfuliy pass all the analyses reqmred under this chapter.

(b) A harvest batch or cannabis product batch that failed testing only because of nonconfonnahee
with the labeled content may be relabeled so that the batch conforms with the labeled content. -
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(c) A harvest batch or cannabis product batch that is relabeled by the distributor so that the batch
conforms with the labeled content shall not be additionally processed or additionally analyzed.
{ed) A harvest batch or cannabis product batch may only be remediated twice. If the batch fails

after the second remediation attempt and the second retesting, the entire batch shall not be
released for retail sale.

(de) Within 1 business day of cgmpieting the requii'ed .ana.ly.ses'of a saﬁhpfe obfained from a
remediated harvest batch or remediated cannabis product batch, the laboratory shall enter the
COA information into the track and trace system. :

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104
and 261 10 Business and Professions Code.,

§ 5728. Post Testing Sample Retention

(a) The laboratory shall retain the reserve sample consnstmg of any portmn ofa sampIe that was
not used in the testing process. The reserve sample shall be kept, at minimum, for 45 business
days after the analyses, after which time it may be destroyed and denatured to the point the
material is rendered unrecognizable. :

(b) The laboratory shall securely store the reserve sample in a manner that prohibits sample
degradation, contamination, and tampering_.

(c) The Iaborétory shall provide the reserve sami:lé to the Bureau upoh request.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100, 26104
and 26110, Business and Professions Code.

Article 7. Laboratory Quality Assurance and Quality Control
§ 5729. L'(aboratory Quality Assurance (LQA) Program

(a) The laboratory shall develop and implement a LQA program to assure the réliébility and
validity of the analytical data produced by the laboratory. The LQA program shall, at minimum,
include a written LQA manual that addresses the following;

(1) Quality contrél procedures;

(2) Laboratory organization and employee training and responéibiﬁties;
(3) LQA objectives for measurement data; |
(4) Traceability of data and analytical results;

(5) Instrument maintenance, calibration procedures, and .frequenc"y;"

(6) Performance and system audits;

(7) Steps to change processes when necessary;

(8) Record retention;
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(9) Test procedure standardization; and
(1 0) Method vahdatmn |

(b) The superwsory or management laboratory empfoyee shali annualiy review, amend if
necessary, and approve the LQA program and manual both when they are created and when there
is a change in methods, laboratory equipment, or the superwsory or management iaboratory g
employee. : L

Authority: Section 26013 Business and Professions Code Reference: Sectlons 26100 26104
and 26110, Business and Professions Code.

§ 5730 Laboratory Quality Control (LQC) Samples

(a) The iaboratory shall use LQC samples i in the perfonnance of each analysis accordmg to the
following spe01ﬁcat10ns : RS R

(b) The laboratory shaIl anaiyze LQC samples in the same manner as the laboratory analyzes '
cannabis and cannabis product samples. : : '

(c) The Iaboratory shall use negat;ve and posatzve controis for mxcroblai testmg

(d) The laboratory shall prepare and analyze at least one of each of the followmg LQC sa-mp}e
samples for each analytlcal batch within each set of 20 samples for the following LQC samples:

(1) Method blank;

'¥)) Contmumg cahbratlon venﬁcat;on (CCV),
) Laboratory rephcate sample and h _ o
(4) Matnx spzke sample or matnx sp1ke duphcate sampie

(e) If the result of the analyses is outmde the specified acceptance cratena in. the followmg table,
the laboratory shall determine the cause and take steps to remedy the problem untli the resuit is
within the specified acceptance criteria.

Laboratory Quality Control Sample ~ | Acceptance Criteria

Method blank sample for chemical analysis | Not to-exceed LOQ -

Reference material and certified reference Percent recovery 80% - 120%

material for chemical anaiysts o S

Laboratory replicate sample -~ * -~~~ °| RPD no greater than 20%

Matrix spike or matrix spike duplicate - | Percent recovery between 80% to 120% -
sample for chemical analysis S .
CCYV for chemical analysis Percent recovery between 80% to 120%

somabis fiekd dupli e RPD orthan30%
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() The laboratory shall generate a LQC sample report for each analytical batch that includes
LQC parameters, measurements, analysis date, and matrix.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100 26104
and 26110, Business and Professions Code.

§ 5731. Limits of Detection (LOD) and Limits of Quantltatlon (LOQ) for Quantltatwe
Analyses :

(a) The laboratory shall calculate the LOD for chemical method analyses according to any of the
following methods:

(1) Signal-to-noise ratio of between 3:1 and 2:1;

(2) Standard deviation of the response and the slope of calibration curve using a minimum of 7
blank samples; or

(3) A method published by the United States Food and Drug Administration (USFDA) or the
United States Environmental Protection Agency (USEPA).

(b) The laboratory shall calculate the L.OQ for chemical method analyses according to any of the
following methods: ‘

(1) Signabté-noise ratio of 10:1, at minimum,;

(2) Standard deviation of the response and the slope using a minimum of 7 blank samples
calculated as follows:

LOQ = (10 » standard deviation of the response) / slope of the calibration curve; or
(3) A method published by the USFDA or the USEPA.

Authority: Section 26013, Business and Professioné Code. Referenée: Sécﬁons 26100, 26104
and 26110, Business and Professions Code.

§ 5732, Data Package

(a) The laboratory shall generate a data package for each batch of samples that the laboratory
analyzes. At a minimum, the data package shall contain the following:

(1) The name and address of the laboratory that performed the anailyticaf prdcedures;

(2) The names, functions, and signatures of the laboratory employees that performed the sample
preparation, analyses, and reviewed and approved the data;

(3) All batch sample results and batch LQC sample results;
(4) Raw data 1nclud1ng instrument raw data for each sample, if any,
(5) Instrument test method Wlth parameters if any;

(6) Instrument tune report, if any;
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(7) Instrument calibration data, if any;

(8) LQC sample report with worksheets, forms, or copies of laboratory notebook pages |
containing pertinent information related to the-identification and traceability of all reagents,
reference materials and standards used for analysis :

e)} Analytlcal batch sample sequence, 1f any,
(10) The ﬁeld sample log and the cocC form and
(1 1) The COA created as requtred under th1s chapter

) After the data package is oomplled the superwsory or management laboratory employee
shall do the following: . - - T S

(1) Review the analytxcal results for technical correctness and completeness, |

(2) Verify that the results of each analy31s oarned out by the laboratory are reported aecurately, .
clearly, unambiguously, and objectively; and - T SR _

(3) Approve the laboratory results by srgmng and datmg the data package prror to release of the

. data by the laboratory. -

(c) The data package shall be kept for a minimum of 7 years and shall be rnade avarlable upon
request by the Bureau . e

-Authorrty Section 26013, Business and Professions Code, Reference Seeﬁons 26100 26104
- 26110 and 26160, Busmess and Professions Code. ST . :

§ 5733, Required Profic.lency Testing

(a) The laboratory shall part1c1pate in a proficiency testing program ("PT program”) provrded by
an orgamzatron that operates in conformance with the requirements of ISO/IEC 17043, at least
once every six months after recelvmg ISO/IEC 17025 accreditation. : -

(b) The laboratory shall partrclpate in the PT program by followmg the laboratory ] exrstmg _
SOPs for testmg cannabis and cannabis products, = o . :

(c) The laboratory shall rotate the PT program among the analytlcal methods in the laboratory 8
scope of accreditation and among the employees who perform the teSt methods

(d) Laboratory employees who parnctpate inaPT program shalE s1gn the correspondrng
analytical reports or attéstation statements to certify that the PT program was conducted in the
same manner as the laboratory tests of cannabis and cannabrs products )

(e} A supervisory or management laboratory employee shall review and Verrfy the accuracy of
results reported for all PT program sarnples analyzed

(f) The laboratory shall provide PT program results to the Bureau within 3 buszness days after the
laboratory receives notification of their test results from the PT program provider.
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Authority: Sectlon 26013, Busmess and Professmns Code. Reference: Sections 26100 and -
26110, Business and Professions Code.

§ 5734. Satisfactory and Unsatisfactory Proﬂciency Test Performance

(2) The laboratory shall be deemed to have successfully partiéipated in a PT program for an
analyte tested in a specific method if the test results demonstrate a satlsfactory or otherwise
proficient performance determmat1on by the PT program pr0v1der ‘

(b) The laboratory may not report test results for analytes that are deemed by the PT program
provider as “unacceptable,” “questionable,” “unsatisfactory”, or otherwise deficient.

() The laboratory may resume reporting test results for analytes that were deemed
“unacceptable,” “questionable,” “unsatisfactory”, or otherwise deficient, only if both of the
following conditions are met:

(1) The laboratory satisfactorily remedies the cause of the failure for each analyte; and

(2) The laboratory submits, to the Bureau, a written report demonstratmg how the laboratory has
fixed the cause of the failure.

Authonty Section 26013, Business and Professions Code. Reference Sectlons 26100 and
26110, Business and Professions Code.

§ 5735. Internal audit

(a) The laboratory shall conduct an internal audit at least once per year or in accordance with the
ISO/IEC 17025 accrediting body’s requirement, whichever is more frequent.

(b) The internal audit must include all of the components required by the ISO/IEC 17025
internal- aucht standards.

(¢) Within 3 business days of completing the internal audxt the laboratory shall submit the results
of the internal audit to the Bureau. :

Authority: Section 26013, Business and Professions Code. Reference: Sections 26100 and
26104, Business and Professions Code.

Article 8. Employee Qualifications
§ 5736. General Employee Quaiiﬁcations
(a) The laboratory may only employ p'e'rsons who are at least 21 years of age.

(b) The laboratory shall develop and implement an employee training program to ensure
competency of employees for their assigned functions.

(c) The laboratory shall ensure and document that each employee meets the employee
- qualifications.
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Authority: Section 26013, Business and Professrons Code Reference: Sectrons 26102 and
26104, Business and Professions Code.

§ 5737 Supervnsor or Management Responsmlhtles and Quahﬁcatmns L

(a} The laboratory shail employ a supervrsor or management employee who must be responsfble
for

(1) Overseeing and directing the scientific methodsof the laboratory; '

(2) Ensuring that thie laboratory achieves and maintains a laboratory quallty“ assurance pro gram
as requlred by section 5729 of this division; and

(3) Provrdrng ongorng and approprrate traimng to laboratory employees J

{b) To be consldered quahﬁed the superv1sor or management employee must have eamed at
minimum; _ o

(1) A doctoral degree in biological, chemical, agrlcultural envrronmental or related sciences
from an accredited college or unlver51ty, _ o : : :

(2) A master’s degree in blologzcal chemzcal agrlcultural env1ronmentel or related sciences
from an accredlted college or umversny, plus at Ieast 2 years of full- tnne practrcal experrence, or

3) A bachelor s degree in blologrcal ohermcal agrlcultural envrronmental or related sc1enees
from an accredited college or umversuy, plus at least 4 years of full-time practrcal experrence

' Autherlty Section 26013 Busmess and Professrons Code Reference Sections 26102 and
_26104 Busmess and Professmns Code. e

§ 5738 Analyst and Sampler Quahficatlons . : o |
(a) The laboratory shall employ an analyst who, at minimum, must have erther

(l) Earned a master s degree ora bachelor S degree in blologroal chemrcal agrrcultural
envrronmental or related scrences frorn an aoeredited college or umverszty, or o

(2) Completed 2 years oficollege or umversﬁy education that included coursework in biological,
chemical, agricultural, environmental, or related sciences from an accredited college or
university, plus at least 3 years of full-time practical experience. '

(b) The laboratory shall employ a sampler who, at mlmmum must have elther
(1) Completed 2 years co]lege or umversrty educatlon or o

(2) Earned a High School Diploma or passed a General Educational Development or High
School Equivalency exam, plus at least 1 year of full-trme practleal experience.

Authonty Section 26013 Business and Professmns Code Reference Sectlons 26102 and
26104, Business and Professwns Code o - :
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Article 9. Record Retention S
§ 5739. Records

All testing laboratory-spééiﬁc records described in this chapter shall be maintained in accordance
with section 5037 of this division.

Authority: Section 26013, Business and Professions Code. Reference: Section 26160, Business
and Professions Code.

Chapter 7. ENFORCEMENT
§ 5800. Right of Access

(a) The Bureau, and its authorized representatives, shall have full and immediate access to
inspect and:

(1) Enter onto any premises licensed by the Bureau.

(2) Test any vehicle or equipment possessed by, in control of, or used by a licensee or their
agents and employees for the purpose of conducting commercial cannabis activity.

(3) Test any cannabis goods or cannabis-related materials or products possesséd by, in control of,
or used by a licensee or their agents and employees for the purpose of conducting commercial
cannabis act1v1ty

(4) Copy any materials, books or records of any hcensee or thelr agents and employees.

(b) Failure to cooperate with and participate in any Bureau investigation pending against the
licensee may result in a licensing violation subject to discipline. This subsection shall not be
construed to deprive a licensee of any privilege guaranteed by the Fifth Amendment to the
Constitution of the United States, or any other constitutional or statutory privileges. This
subsection shalt not be construed to require a licensee to cooperate with a request that would
require the licensee to waive any constitutional or statutory privilege or to comply with a request
for information or other matters within an unreasonable period of time in light of the time
constraints of the licensee’s business. Any constitutional or statutory privilege exercised by the
licensee shall not be used against the licensee in a regulatory or disciplinary proceeding against
the licensee.

(¢) The Bureau, and its authorized representatives, shall have the rights of immediate access
under subsection (), during any inspection, investigation, review, or audit, or as otherwise
allowed by law. '

(d) Prior notice of an inspection, investigation, review, or audit is not required.

(¢) Any inspection, investigation, review, or audit of a licensed premises shall be conducted
anytime the licensee is exercising privileges under the license, or as otherwrse agreed to by the
Bureau and the licensee or its agents, employees, or representatives.
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(f) If the premises is not accessible because access is only available by going through another
licensed premises and the licensee occupying the other premises denies the Bureau access. the

hcensees shall both be held responsible and sub]cct to dzsmphne _

Authcnty Section 26013, Business and Professions Code. Reference Sections 26012 and
26015; and 26160, Business and’ Professxons Code— and Sect:on 11181 Govcmmcnt Code

§ 5801 Notlce to Compiy

(a) The Bureau may issue a notice to ccmply to.a hcensee fcr leanon(s) of thc Act or
regulaticns observed during an mspcct:on : : : :

(b) The notice to comply shall he in wrxtmg and dcscrlbe the nature and facts of each v1olat10n
including a reference to the statute or rcgulat;on violated, and may indicate the manner in winch _
the hccnsec must correct the v101at10n(s) to achleve ccmphance ' .

{c) The Bureau will serve the not:ce to comply pI‘lOI‘ to leavmg the 11ccnsed prermses aﬂer the
ingpection on any licensee, employee, agent, or person delegated by any of the aforementioned
persons, to facilitate the inspection.or accept such- notlce or will mail the notice to compiy within
15 caIendar days of the 1ast date of mspectlon :

(d) Thc notice to comply shail 1nf0rm the 11censee that thc hcensee may, within 15 calendar days

from the date of personal service or mailing of the notice to comply, sign and return the notice to

- comply declaring under penalty of perjury that each violation was corrected and descrlbmg how
ccmphance was achleved :

_(c) leure to correct the Vlolatlon(s) in the notice to ccmply may resuit in a dlsciphnary acnon

Authority: Sectzcn 26013, Busmess a.nd Professions Codc Reference: Sectlons 26012 and
26018 Busmess and Prcfessmns Code

§ 5802 Citatlons, Orders of Abatement Admnnstratwe Fmes

(a) The Bu:reau may issue catatlons contammg ordcrs of abatement and ﬁncs agamst a llccnsee,
or an unlicensed person, for any acts or omissions which are in Vzciataon of any provision of the
Act or any regulatxon adopted pursuant thereto. - - Bl IS S

(b) The Bureau may issue a C1tat1on under thls secncn to a hcensee fcr a v1oianon of a tcrm or
condition contamcd in a decision piacmg that hcensee on prcbatlon

(c) Each mtatlon
(1) Shail be in wntmg

(2) Shalk descnbe with partlculanty the nature cf the vzolat;cn mciudmg a referencc to the law
or regulatlon determined to have been violated. : EE S
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(3) May contain an assessment of an administrative fine of up to $5,000, and/or an order of
abatement fixing a reasonable time for abatement of the violation;

(4) Shall be served personally or by’certiﬁe'd mail; and

(5) Shall inform the licensee or person that he or She may request an mformal conference or
contest the citation, or both, pursuant to section 5803.

(d) Failure to pay a fine within 30 calendar days of the date of assessment, unless the citation is
being contested, may result in further action being taken by the Bureau including, but not limited
to, suspenston or revocation of a license. If a citation is not appealed and the fine is not paid, the
full amount of the assessed fine shall be added to the fec for renewal of the license. A license
shall not be renewed without the payment of the renewal fee and fine.

' (e) The amount of any fine to be levied by the Bureau shall take into consideration the factors
listed in subdivision (b)(3) of Section 125.9 of the Business and Professions Code.

(f) Nothing in this section shall be deemed to prevent the Bureau from filing an accusation to
suspend or revoke a license where grounds for such suspension or revocation exist.

Authority: Sections 125.9 and 26013, Business and Professions Code. Reference: Sections 125.9,
148, 149 and 26012, Business and Professions Code, .

§ 5803. Contesting Citations

{a) A cited licensee or person may, within 30 calendar days of service of the citation, contest the
citation by requesting a hearing in writing to the Bureau or such hearing is waived. The hearing

shall be conducted in accordance with Chapter 5 (commencing with Section 11500) of Part 1 of
Division 3 of the Government Code. |

(b) In addition to requesting a hearing provided for in subsection (a) of this section, the cited
licensee or person may, within 15 calendar days after service of the citation, submit a written
request for an informal conference with the Bureau regarding the acts or omissions charged in
the c1tat10n '

(c) The Bureau shall, Wlthm 15 calendar days from receipt of the written request hold an
informal conference with the licensee or person cited, and/or his or her legal counsel or
authorized representative. :

(d) At the conclusion of the informal conference, the Bureau may affirm, modify, or dismiss the
citation, including any fines levied or orders of abatement 1ssued. A written decision stating the
reasons for the decision shall be mailed to the cited licensee or person and his or her legal.
counsel, if any, within 15 calendar days from the date of the informal conference. This decision
shall be deemed to be a final order with regard to the citation issued, including the levied fine
and the order of abatement, if any. -
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(e} If the citation is dismissed, any request for a hearing shall be deemed withdrawn. If the
citation is affirmed or modified, the cited licensee or person may, in his or her drscretxon
“withdraw the request for a hearing or proceed with the adrmmstratlve hearmg process

() If the citation, including any ﬁne 1ev1ed or order of abatement 1$ mochﬁed the 01tat1on
originally issued shall be considered withdrawn and new citation issued. If a hearing is requested
for the subsequent citation, it shall be requested within 30 calendar days in accordance with
subdawszon {b)(4) of section 125.9 of the Business and Professions Code. o

Authonty Section 26013, Business and Professions Code. Reference Sectlons 125.9, 26012 and
26016, Busmess and Professrons Code.

§ 5804 Cltatron Comphance |

(a) The time to abate or correct a v1olat10n as provrded for in an order of abatement may be -
extended for good cause. If a cited licensee or person who has been issued an order of abatement
is unable to complete the correction within the time set forth in the citation because of conditions
beyond his or her control aﬁter the exercise of reasonable dlhgence the licensee or - person cited
may request an extension of time from the Bureau in whi chto complete the correctlon Such a
request shali be in writing and shall be made wrthm the time set forth for abatement ' '

(b) When a citation is not contested orifi it is appealed and the person 01ted does not prevaﬂ
failure to abate the violation within the time allowed or pay a fine that was imposed shall
constitute a v1olat10n and a faalure to compty wrth the crtatlon or order of abatement

(c) Failure to timely eompiy with an order of abatement or pay a firie that was zmposed may
‘result:in further action being taken by the Bureau, including, but not limited to, suspensaon or .
revocatlon of a license, or further administrative or civil proceedings. -

Authonty Section 26013, Business and Professmns Code. Referenee Sections 125.9 and 26012,
Busrness and Professions Code

§ 5805. Minor Decoys

(a) Peace officers may use a person under 21 years of age to attempt to purchase cannabls goods,
for the purposes of enforcing the Act, and to apprehend licensees, employees or agents of
licensees who sell cannabis goods to minors. For purposes of this section, a mmor " 18 a person
under 21 years of age. : : '

(b) The following mmlrnum standards shall apply to the use of a mlnor decoy
(1) At the tlme of the operatton the decoy shall be less than 20 years of age.

(2) A decoy shall either carry his or her own identification showing the decoy s correct date of
birth, or carry no identification. A decoy who cames 1dent1ﬁcatlon shall present it upon request
to any seller of cannabts goods '

(3) A decoy shall answer truthfully any questions about his or her age.
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(4) Following any completed sale, but not later than the time a citation, if any, is issued, the
peace officer directing the decoy shall make a reasonable attempt to enter the licensed premises
ot respond to the location where the licensee is located and have the minor decoy who purchased
cannabis goods identify the alleged seller of the cannabis goods.

Authority; Sections 26013 and 26140, Business and Professions Code. Reference: Section
26140, Business and Professions Code.

§ 5806. Attire and Conduct
(a) No license shall allow the following:

(1) Employment or use of any person in the sale or service of cannabis goods in or upon the

licensed premises while such person is unclothed or in such attire, costume, or clothing as to
expose to view any portion of the male or female breast below the top of the arcola or of any
portion of the pubic hair, anus, cleft of the buttocks, vulva, or genitals.

(2) Employment or use of the services of any host or other person to mingle with the patrons :
while such hostess or other person is unclothed or in such attire, costume, or clothing as
described in subsection (a)(1) of this section.

(3) Encouraging or permitting any person on the licensed premises to touch, caress, or fondle the
breasts, buttocks, anus, or genitals of any other person. '

4) Permlttmg any employee or person to wear or use any device or covering, exposed to view,
which s1mulates the breast, gemtals, anus, publc hair, or any portlon thereof

Authority: Section 26013, Business and Professions Code. Reference: 26011.5, Business and
Professions Code.

§ 5807. Entertainers and Conduct
(a) Live entertainment is permitted on a licensed premises, except that:
(1) No hcensee shall permit any person to perform acts of or acts that snnuiate

(A) Sexual intercourse, masturbation, sodomy, bestxahty, oral copulatlon, flagellation, or any
sexual acts that are prohibited by law. :

(B) Touching, caressing, or fondling of the breast, buttocks, anus, or genitals. '
(C) Displaying of the buttocks, breasts, pubic hair, anus, vulva, or genitals.

(b) No licensee shall permit any person to use artificial devices or mammate obJects to depict any
of the prohibited activities described above.

(c) No licensee shall permit any person to remain in or upon ‘the hcensed premlses who exposes
to public view any portion of his or her breast, buttocks, genitals, or anus.
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Authority: Section 26013, Busmess and Professmns Code Reference 26011 5 Busmess and :
Professions Code. R S S I S i

§ 5808. Addmonai Grounds for Dlsc:plme

The followmg mclude but are not lnmted to addztlonal grounds that constitute a baszs for
d1s01p11nary action: : :

(a) Faﬂure to pav a ﬁne 1mnosed by the Bureau or agreed to bv the hcensee

(b) Failure to take reasonab]e steps to correct objectaonabie condltzons on the hcensed premises,
including the 1mmed1ate1y adjacent area that is.owned, leased, or rented by the licensee, that
constitute a nuisance, within a reasonable time after rece1pt of notice to make those corrections,
under- Section 373a of the Penal Code : —

(be) Faﬂure to take reasonable steps to correct Ob_] eotlonable condltions that occur dunng B
operating hours on any public sidewalk abutting a licensed premises and constitute a nuisance,
within a reasonable time after receipt of notice to correct those conditions from the Bureau. This

- subsection shall apply to a licensee only upon written, nonce to the llcensee from the Bureau The
Bureau shall issue this wntten notice upon its own determmatzon Ot upon a request from the
local law enforcement agency in whose jUIlSdlCthI‘l the premises is located, that is supported by
substantial evidence that pemlstent objectionable conditions are oceurrmg on the pubhc 31dewa1k
abuttlng the licensed prem;ses For purposes of this subseetwn EHEREE S :

(1) “Any public sidewalk abuttmg a licensed premises” means the publicly owned, pedestrian--
traveled way, not more than 20 feet from the premises, that is located between a licensed.
__premises, mcludmg any 1mmed1ately adjacent area that 1s owned Ieased or rented by the.
11censee and a pubhc street L : -

(2) “Obj ectlonahle COIldlthHS that. constltute a nuisance” means disturbance of the _peace, public
mtoxzcatlon drmkmg alcohohc beverages in pubhe smokmg or 1ngestmg cannabis or cannabis
products in public, harassment of passersby, gambhng, prost1tut10n 101ter1ng, pubhc unnatlon
1ewd conduct, drug trafﬁckmg, or excessive Ioud noise.. - : :

(3) “Reasonable steps” means ali of the foliowmg

(A) Cailmg the local law enforcement agency T1rne1y calls to the local law enforcement ageney
that are piaced by the hcensee or his or her agents or empioyees shall not be construed by the
Bureau as ev1dence of Ob_] ectzonabie cond1t1ons that constatute a nu1sance '

(B} Requestlng those persons engaglng in aet1v1ties causing ob} ectlonabie condlttons to cease
those activities, unless the licensee, or his or her agents or employees, feel that their personal - -
: safety would be threatened in maklng that request

(C) Maklng good: falth efforts to remove 1tems that facxhtate 101ter1ng, such as furmture except
those structures - approved or permitted by the local jurisdiction. The Iicensee shall not be 11a‘ole
for the removal of those items that facﬂltate loitering.
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(4) When determining what constitutes “reasonable steps,” the Bureau shall consider site -
configuration constraints related to the unique circumstances of the nature of the business.

(ed) Notwithstanding that the licensee corrects the objectionable conditions that constitute a
nuisance, the licensee has a continuing obligation to meet the requirements of subsections (a) and
(b), and failure to do so shall constitute grounds for disciplinary action.

(de) If a licensee has knowingly permitted the illegal sale, or negotiations for the sales, of
controlled substances or dangerous drugs upon his or her licensed premises. Successive sales, or
negotiations for sales, over any continuous period of time shall be deemed evidence of
permission. As used in this section, “controlled substances” shall have the same meaning as is
given that term in Article 1 (commencing with Section 11000) of Chapter 1 of Division 10 of the
Health and Safety Code, and “dangerous drugs” shall have the same meaning as is given that
term in Article 2 (commencing with Section 4015) of Chapter 9 of Division 2 of the Business
and Professions Code.

(ef) If the licerisee has employed or peri'ni’fted any persons to solicit or enicourage others, directly
or indirectly, to buy such persons cannabis goods in the licensed premises under any
commission, percentage, salary, or other profit-sharing plan, scheme, or conspiracy.

Authority.: Section 26013, Business and Professions Code. Reference: Sections 26011.5 and
26030, Business and Professions Code. '

§ 5809. Disciplinary Actions.

(a) When an accusation recommending 'ciisc'ipii'nary action against a license has been filed
pursuant to Section 26031 of the Business and Professions Code, the accusation shall be served
on the licensee in accordance with Section 11505 of the Government Code.

(b) A hearing shall be conducted in accordance with the provisions of Chapter 5 (commencing
with Section 11500) of Part 1 of Division 3 of Title 2 of the Government Code to determine if
cause exists to take action against the licensee. At such a hearing, the Bureau shall have all the
powers granted therein and by the Business and Professions Code.

(¢) If a hearing on an accusation against a licensee results in a finding that the licensee has
committed any of the acts or omissions constituting grounds for disciplinéry action, the Bureau
may order the license revoked, suspended outright for a specified period of time, or suspended
on probatlonary restriction for a specified period of time on such terms and conditions of
probation as in its judgment are supported by its findings, impose a fine, or any combination
thereof, The Bureau may also issue such other lawful orders it considers to be appropriate on the
basis of its findings.

(d) An accusation may ‘be terminated by wmten st1pu1at10n at any tlme pr10r to the conclusion of
the hearing on the accusation. If a licensee submits a proposed stipulation to the Burean for its
consideration and the Bureau subsequently declines to accept the proposed stipulation, the
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Bureau shall not thereafter be disqualified from hearing evidence on the accusation and taking
actlon thereon as authorized i in thzs sectlon )

Authority: Section 26013, Busmess and Professrens Code Reference Sectrons 26012, 26031
and 26034 Business and Professaons Code o

§ 5810 Interim Suspensmn

(a) Pursuant to Busmess and Prefessrons Cede SBCUOﬂ 494 the Bureau may petrtron foran
interim order to suspend any license or impose licensing restrictions upon any licensee, if;

(1) The licensee has engaged in acts or omissions constituting-a violation of the Business and
Professions Code or this division, or been convrcted of a crime substantially 1 reiated to the -
hcensed activity, and ‘ :

{2) Permitting the licensee to continue to engage in the 11censed act1v1ty would endanger the .
public health, safety, or welfare. - : aE

(b) An mtenm order for suspensmn or restrlctrons may issue w1th notice, as foHows

(1) The Bureau shal] provrde the hcensee wzth at ieast 15 days notree of the hearmg on the :
petrtion for an interim order.

(2) The notlee shall mclude documents submltted in support of the petltaon

(c) An interim order- for suspensmn or restrrctlons rnay 1ssue wrthout notice to the lrcensee as.
follows : B SRR R : _ . Ry

(1) If it appears' from the Bureau’s petition and supporting documents that serious injury would
result to the public before the matter could be heard on notice.

(2) The Bureau shall provide the licensee witha hearmg on 1J;he petition within 20 days after
issuance of the initial mterrm order ' '

(3) Notice of the hearing shall be provrded wrthm two days after issuance of the initial interim
order

(d) The Bureau shall file an accusation, pursuant to Chapter 5 (commencing with Section 11500)
of Part 1 of Division 3 of Title 2 of the Government Code ‘within 15 ealendar days of the '
issuance of the interim order. : : _ :

Authority: Section 26013 Business and Professrons Code Reference Sectrons 494 26011 5,
26012 and 26031, Business and Professions Code. =~ * " -

§ 5811. Postmg of Notlce of Suspensmn

' (a) A lrcensee whose lrcense has been suspended shall consplcueusly and contmuously drsplay a
notice on the exterior of the licensee’s premises for the duration of the suspension.
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(b) The notice shall be two feet in length and 14 inches in width. The notice shall read: _

NOTICE OF SUSPENSION
The Bureau of Cannabis Control License(s)
Issued For This Premises Has Been Suspended
For Violation of State Law

(c) Advertising or posting signs to the effect that the premises have been closed or that business
has been suspended for any reason other than the reason provided in the decision suspending the
license, shall be deemed a violation of this section. :

-(d) Failure to display the notice as required in this section or removal of the notice prior to the
expiration of the suspension shall be a violation of this section and may result in additional
disciplinary action.

(e) A licensee shall notify the Bureau within 24 hours of discovering that the notice under
subsection (b) of this section has been removed or damaged to an extent that makes the notice
illegible.

Authority: Section 26013, Business and Professions Code. Reference: Sections 26011.5 and
26012, Business and Professions Code.

§ 5812, Posting of Notice of Revocation

(2) A licensee whose license has been revoked shall conspicuously display a notice on the
exterior of the licensee’s premises indicating that the license has been revoked. The notice shall
remain continuously on the licensed premises for at least 15 calendar days.

(b) The notice shall be two feet in length and 14 inches in width. The notice shall read: |

* NOTICE OF REVOCATION
The Bureau of Cannabis Control License(s)
Issued For This Premises Has Been Revoked .
For Violation of State Law

{¢) Advertising or posting signs to the effect that the premises have been closed or that business
has been suspended for any reason other than the reason provided in the decision revoking the
license shall be deemed a violation of this section.

(d) If the Bureau revokes a license at a licensed premises that has one or more licenses at the
location that will remain active after the revocation, the revocation notice shall remain posted for
a period of at least 15 calendar days.

(e) Failure to display for the time required in this sectzon shail bea v1olat10n of this section and
may result in additional disciplinary action. o
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(D) A licensee shall notify the Bureau within 24 hours of discove"rihg that the notice'under
subsection (b) of thls section has been removed or damaged to an extent that makes the notlce
xlleglble : :

Authorlty Section 26013 Busmess and Professmns Code Reference Seetzons 26011 5 and
..26012 Busmess and Professmns Code o :

§ 5813 Enforcement Costs

(a) In any order in resolution of a disciplinary proceeding for suspension or revocation of a
license, the Bureau may request the administrative law judge to direct a licensee found to have
committed a violation or violations of the Act, or any regulation adopted pursuant to the Act, to -
pay a sum not to exceed the reasonable costs of the investigation and enforcement of the case.

(b) A certified copy of the actual costs, or a good faith estimate of costs where actual costs are
not available, signed by the Bureau’s designated representative shall be prima facie evidence of
reasonable costs of investigation and prosecution of the case. The costs shall include the amount
of investigative and enforcement costs up to the date of the hearing, 1nclud1ng, but not hmlted to,
eharges nnposed by the Attorney General. ' :

(¢) The administrative law judge shall make a proposed finding of the amount of reasonable
costs of investigation and prosecution of the case when requested pursuant to subsection (a). The
Bureau may reduce or eliminate the cost award, or remand to the administrative law judge where
the proposed decision fails to make a finding on costs requested pursuant to subsection (a).

(d) Where an order for recovery of costs is made and timely payment is not made as directed in
~the decision, the Bureau may enforce the order for repayment in any appropriate court. This right
of enforcement shall be in addition to any other nghts the Bureau may have as to any licensee to

pay costs :

(e) In any action for recovery of costs, proof of the decision shall be conclusive proof of the
validity of the order of payment and the terms for payment.

() Except as provided in subsection (g) of this section, the Bureau shall not renew or reinstate
any license of any licensee who has failed to pay all of the costs ordered under this division.

(8) Notwithstanding subsection (f) of this section, the Bureau may, in its discretion, conditionally
renew or reinstate for a maximum of one year the license of any licensee who demonstrates
financial hardship and who enters into a formal agreement with the Bureau for reimbursement
within _tha_t one-year period for the unpaid costs.

() Nothing in this section shall preclude the Bureau from including the recovery of the costs of
investigation and enforcement of a case in any stipulated settlement.

‘Authonty Section 26013, Business and Professions Code Reference Sections 125.3 and 26031
Business and Professions Code
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§ 5814. Disciplinary Guidelines

In réaching a decision on a disciplinary action under the Act and the Administrative Procedures
Act (Govt. Code section 11400 et seq.), the Bureau shall consider the disciplinary guidelines
entitled “Bureau of Cannabis Control Disciplinary Guidelines November 2017,” which are
hereby incorporated by reference. Deviation from these guidelines and orders, inchuding the
standard terms of probation, is appropriate where the Bureau in its sole discretion determines that
the facts of the particular case warrant such a deviation, e.g., the presence of mitigating factors,
the age of the case, or evidentiary problems.

Authority: Section 26013, Business and Professions Code; Reference: Section 26031, Business
and Professions Code. ' '

Bureau of Cannabis Control Emergency Regulations Read.opt Text — Readopt June 2018 Page 124 of 124



e -

BUREAU OF CANNABIS CONTROL

~ DISCIPLINARY GUIDELINES

NOVEMBER 2017




11.

11
IV.

- TABLE OF CONTENTS

INTRQDU_CTION

FACTORS TO'BE CONSIDERED IN DETERMINING PENALTIES
DISCIPLINARY GUIDELINES

STANDARD CONDITIONS OF PROBATION

INTRODUCTORY LANGUAGE AND OPTIONAL TERMS AND
CONDITIONS OF PROBATION

Bureau of Cannabis Control Disciplinary Guidelines Page 2 of 13



I. INTRODUCTION

Pursuant to Business and Professions Code section 26011.5, the protection of the public is of the
highest priority for the Bureau of Cannabis Control (Bureau). In keeping with its mandate to protect
the public, the Bureau has adopted these recommended uniform guidelines in order to promote
consistency in disciplinary orders for similar offenses on a statewide basis. This document is intended
for use by those involved in the administrative disciplinary process (e.g., Administrative Law J udges
(ALJ}, Deputy Attorneys General (DAG), Bureau licensees and their legal counsel, and other
interested parties), and may be revised from time to time, and distributed to interested parties upon
request.

The Bureau requests that the suggested disciplinary orders contained in these guidelines be levied
consistently and appropriately, based on the nature and seriousness of the violation(s) confirmed in
an administrative action. The Bureau recognizes that mitigating or aggravating circumstances, in
addition to other factors, may necessitate departure from these recommended orders and terms of
probation. If there are any deviations from the guidelines, the Bureau requests that the ALJ hearing
the matter include an explanation in the Proposed Decision so that the circumstances can be better
understoed and evaluated by the Bureau before final action is taken.

Additionally, these guidelines only apply to formal administrative disciplinary processes. These
guidelines do not apply to other alternatives available to the Bureau, such as administrative citations
and fines, except in cases where an Accusation has been filed against a registrant or licensee for
fatlure to pay an assessed administrative fine and/or comply with an order of abatement issued by the
Bureau. '
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I. FACTORS TO BE CONSIDERED IN DETERMINING PENALTIES

In determining whether revocation, suspension, probation, fine, or a combination is to be imposed in
a given case, factors such as the following should be considered:

Nature and severity of the act(s), offenses, or crime(s) under consideration.
Actual or potential harm to the public.
Actual or potential harm to any patient.
Prior disciplinary record.
Number and/or variety of current violations.
Mitigating evidence. .
Rehabilitation evidence, including but not limited to, a statement of rehabilitation
-containing any evidence that demonstrates fitness for licensure, or a certificate of
rehabilitation under Penal Code section 4852.01.
8. In case of a criminal conviction, compliance with conditions of sentence and/or court-
ordered probation.
9. Overall criminal record.
10.  Time passed since the act(s) or offense(s) occurred.
1L If applicable, evidence of expungement proceedings pursuant to Penal Code Section
1203 .4, : :

A Tl o
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HI. DISCIPLINARY GUIDELINES

The Medicinal and Adult-Use Cannabis Regulation and Safety Act (MAUCRSA) specifies the
offenses for which the Bureau may take disciplinary action. Following are samples of the codes and
regulation numbers, titles of the offenses and the associated Bureau determined disciplinary
recommendations. When filing an accusation. the Bureau or Office of the Attorney General are not
limited to the violations listed herein They may also cite any and all additional related statutes and

- regulations violated not listed below. The following is not a comprehensive list of potential violations
and in no way, should limit the Bureau or the Attorney General's Office from asserting any relevant
and applicable violation. The Bureau suggests that for cases with multiple violations, suspensions or
other disciplines run concurrently. All standard terms of probation as stated herein shall be included
for all probations.

As used herein, statutes and regulations are referénced as follows:
Business and Professions Code: (B&P) :

Title 16, California Code of Regulations: (CCR)

Penal Code: (PC)

* California Code of Regulations Dlsmplmary Order Guidelines - Tier 1

Minimum: revocation stayed, 5 to 15-day suspension, a ﬁne (as determined by the “Fine Formula”
below), or a combination of a suspension and fine. :

Maximum: revocation

Tier 1 discipline is recommended for:

--& violations which are potentially harmful

Violations of the following codes are representative of this category:

Violation Description - Authority
Failure to Surrender License B&P § 119 (d)
______ , CCR§5022
Failure to Notify the Bureau of Changes CCR § 5023
Unauthorized Modification of Licensed Premises | B&P § 26055(c)
CCR § 5027
Prohibited Commercial Cannabis Activity CCR § 5032(b)
Between Medicinal and Adult-Use Licensees
Unauthorized Storage of Inventory . CCR § 5033
Failure to Maintain Records - B&P § 26160
CCR §§ 5037(a), 5310, 5426, 5505-
2506
Alowing the Unauthorized Use of the Track and | CCR §§ 5048-5030 and 5052
Trace System and Failing to Maintain Track and '
Trace System Requirements :
-{_Failure to Properly Display and Post License CCR § 5039
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Failure to Comply with Advertising and
Marketing Reguirements

B&P §§ 26151- 26152
CCR §§ 5040-5041

Failure to Ensure Restricted Access to Limited-
Access and Other Restricted Areas

B&P § 26070
CCR §§ 5042 and 5401

Failure to Comply with Security Requirements

CCR §§ 5043-5047 and 5403(b)(1)-
(2)

| Failure to Comply with Proper Cannabis
Destruction and Waste Management

CCR §§ 5054-5055 and 5410(e)

Unauthorized Storage of Cannabis Goods and
Storage-only Services

CCR §§ 5033 and 5300-5302

Failure to Comply thb Packaging and Labeling B&P § 26070
| Requirements CCR §§ 5303 and 5412
Failure to Comply with Insurance Reqmrements CCR § 5308

Failure to Comply with Inventory Documentation

-~ { and Reconciliation Requirements

CCR §§ 5051, 5309 and 5423-3424

B&P § 26070

Failure to Comply with Transportation

Reguirements of Cannabis Goods _ CCR §§3311-5312
-Failure to Comply with Transpon Personnel CCR § 5313

Requirements . R

Unauthorized Use of D:stnbutor Transport Only CCR § 5315

License

Failure to Comply with Shipping Manifest
Requirements

B&P §§ 26067 and 26070
CCR § 5314

Unauthorized Hours of Operation

| CCR § 5403(a) and (b)(3), and

. 5422(b)
Unauthorized Sale of Cannabis Plants CCR § 5408(a)-(b)
Use of Pesticide on Live Plants CCR § 5408(c)
Unauthorized Furnishing of Free Cannabis Goods | CCR § 5411
Failure to Comply with E*{:t Packaging B&P § 26070.1 .
Requirements CCR § 3413

Failure to Comply with Delivery Requlrements

CCR §§ 5415-5418 and 5421

Failure to Provide Delivery Request Receipts

B&P § 26090

CCR § 5420
Unauthorized Receipt of Inventory Shipment CCR § 5422
Failure to Record Sales to Customer CCR § 5425

Failure to Comply with Requirements for
Temporary Cannabis Event License

CCR § 5600 et seq.

Non—Permttted Use of License

B&P § 119(b)-(f)

Failure to Comply with Local Ordinance
Regulating Commercial Cannabis Activity

B&P § 26030(D

Failure to Comply with Operating Procedures

B&P § 26030()

Sale of Alcohol or Tobacco Products

B&P § 26054(2)

Failure to Record Commercial Cannabis Activity | B&P § 26161
on Sales Invoice or Receipt
Failure to Exercise Care for Safety of Self or PC § 647(1)

- Others Due to Being Under the Influence of an
Intoxicating Substance
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California Code of Regulations Disciplinary Order Guidelines - Tier 2

Minimum: revocation stayed, 15 to 30-day suspension, a fine (as determined by the “Fine Formula”
below), or a combination of a suspension and fine.

Maximum: revocation
Tier 2 discipline is recommended for:
e Violations with a serious potential for harm

« Violations which involve greater risk and disregard of public safety

Violations of the following codes are representative of this category:

Violation Description Authority
Exceeding License Privileges for Commercial | B&P §§ 26050 and 26053
Cannabis Activity _ '
Unauthorized Use and Operation of Designated CCR § 5025
Premises _ -
| Sublettirig of Premises CCR § 5028

Failure to Comply with Track and Trace Reporting and
System Reconciliation Requirements

CCR §§ 5049-5031

Failure to Comply with Video Surveillance System CCR § 5044
Requirements
Failure to Comply with Security Personnel CCR § 5045

Reguirements _ , .
Failure to Verify Age of Customers and Unauthorized

B&P § 26140

Access to Retail Areas CCR §§ 5400 and 5402

| Failure to Comply with Employee Age Restrictions B&P § 26140
. ' CCR § 5031

Sale or Furnish of Aduli-use Cannabis Goods to B&P §§ 26030(g) and 26140

Minors _ CCR § 5404 '

Consumption of Cannabis Goods by a Minor on B&P § 26200

Licensed Premises

Failure 1o Properly Display Cannabis Goods CCR § 5405

Unauthorized Sale of Non-Cannabis Goods on CCR § 5407

Premises ' B

Exceeding Daily Limits of Cannabis Goods Sales CCR § 5409

Unauthorized Return of Cannabis Goods CCR §§ 5053 and 5410

Consumption of Cannabis Goods During Delivery CCR § 5419

Failure to Ensure Laboratory Testing Arrangements
and Quality Assurance

CCR §§ 5304-5307 .

Failure to Comply with Microbusiness'Operations
Requirements

CCR § 5500

Failure to Comply with Labor'atory.Testing
Reguirements .

CCR § 5700 et seq.

False or Misleading Declaration of Correction in a "CCR § 5801
Notice to Comply
Prohibited Attire and Conduct CCR § 5806
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Prohibited Entertainers and Conduct

CCR § 3807
Allowing for the Copy or Display of a Fictitious B&P § 119
License or a License that is Canceled, Revokad, or
Altered
Misdemeanor Offenses by Licensees B&P § 123
Discipline by Another Agency 1 B&P§ 141
Failure to Provide Safe Conditions for Inspection B&P §§ 26030(1)

California Code of Regulations Disciplinary Order Guidelines - Tier 3

Minimum: revocation stayed, 45-day suspension, a fine (as determined by the “Fine Formula”™
below), or a combination of a suspension and fine.

Maximum: revocation

Tier 3 discipline is recommended for:

s Fraudulent acts refating to the licensee’s commercial cannabis business

e Knowing or willfully violating laws or regulations pertaining to commercial cannabis actlvxty

VkOl&thﬂS of the following codes are representai:ve of this category:

Violation Descrlptmn Authority
Failure to Notify the Bureau of a Change in Ownership | CCR § 5023 and 5024
Obtaining a License for Premises i in Restrlcted ' B&P § 26054
Location CCR § 5026

Conducting Commerc;at Cannabls Actmty with Non-
Licensees

CCR § 5032(2)

Faiiure to Notify the Bureau of Criminal Acts, Civil CCR § 3035
Judgments, and Revocation of a Local License, or '

Other Authorization after Licensure 3

Faiture to Notify the Bureau of Significant B&P § 26070 (k)
Discrepancy, Theft, Loss, and Criminal Activity CCR § 5036

Restricting or Hindering the Examination of Books and
Records

B&P §§ 26160-26161
CCR § 5037(b)-(¢)

Obstruction of Inspections, Investma’rtorls or Audits

CCR § 5800

Delivery or Transport of Cannabis Goods Qutside of
California or to a Publicly Owned or Leased Location

B&P § 26080
CCR § 5416(b)(c)

Failure to Correct Any Objectionable Conditions on
Premises

CCR § 5808(a)(b)

Ilegal Sale of Dangerous Drugs, or Other Controlied
Substances

CCR § 5808(d)

Faifure to Pay Fine

B&P § 125.90)05)

Engage in Conduct that is Grounds for Denial of B&P § 480(a)
Licensure _

False Statement in Application B&P § 480(d)
Securing License by Fraud, Deceit, or B&P § 498

Misrepresentation.
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Fine Formula

In instances where the Bureau allows a fine to be paid: the following method will be used to calculate
the fine. ' '

Gross Cannabis Sales divided by Number of Days Open in Calculation Period = Average Daily
Sale Amount

Average Daily Sale Amount multiplied by Number of Days of the Suspension = Potentjal Fine
Amount .

The books and records of the licensee shall be kept in such a manner that the average daily sale
amount and/or the foss of profits from commercial cannabis activity that the licensee would have
suffered from a suspension can be determined with reasonable accuracy therefrom. and such books.
records. and information shall be accessible to the Bureau to make an accurate and complete
determination of any fine amount. '

Minimum and Maximum Fine Amounts

The minimum and maximum fine amount is based on the tier the licensee falls into on annual license
fee schedule listed in 16 CCR § 5015. '

License Type Operations Minimum Fine to-Maximum
(SMillion Max. Per License) Fine
Testing Laboratory Up to 50 Million $1.000 to $40,000
: ' Greater than 50 million to 500 $2,000 to $90,000
M o T
Greater than 500 Million $4,000 10 $180.000
Distributor Up 10 2 million $1,000 to $2.400
Greater than 2 million to 8 $2,000 to $10,000
million _
Greater than 8 million to 80 $4,000 10 $72,000
mtillion : o
Greater than 80 million $8,000 to $250,000
Distributor Transport Only Up to 2 million $1,000 to $2,400
Self-Distribution ,
Greater than 2 millionto 8 $2.000 to $4,000
. million
Distributor Transport Only Up to 2 million $1,000 to $2,300
Greater than 2 miltion to 8 $2.000 to $5,000
million '
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Retailer Up to .5 million - $1.000 to $8,000
Greater than .5 million to 1.3 $2,000 to $24,000
million
Greater than 1.5 millionto 4.3 |- $4.000 to §72,000
million
Greater than 4.5 million $8.000 to $144,000
“Microbusiness - Upto Smillion 51,000 t0 $10,000
Greater than .5 millionto 1.5 $2,000 to $30,000
' million
Greater than 1.5 millionto 4.5 | $4,000 to $84,000
o mitlion
Greater than 4.5 million - $8.000 to $240.000

¢ years” probation.

"IV. STANDARD CONDITIONS OF PROBATION

The protection of the public is the highest priority of the Bureau. In disciplinary matters where
probation as been imposed, the Bureau believes conditions should be imparted to ensure public
protection and to allow the probationer the oppertunity to demonstrate rehabilitation. The following
conditions of probation provide for consumer protection and establish a mechanism te monitor the
rehabilitation progress of'a probatloner Genera[ly, the Bureau recommends a minimum of three (3)

Intreductory Language and Conditions 1-7 are required as follows:

1. OBEYLAWS

Respondent shall obey all state and local laws. A full and detailed account of any and all
violations of law shall be reported by the respondent to the Bureau in writing within seventy-
two (72) hours of occurrence. To permit monitoring of compliance with this condition,
respondent shall submit completed fingerprint forms and fingerprint fees within 43 days of
the effective date of the decision, unless previously submitted as part of the hcensure
application process.

CRIMINAL COURT ORDERS: If respondent is under criminal court orders, including
probation or parole, and the order is violated, this shall be deemed a violation of these
probation conditions, and may result in the filing of an accusation and/ot petition to revoke
probataon

Bureau of Cannabis Control Disciplinary Guidelines Page 10 of 13



SUBMIT WRITTEN REPORTS

Respondent, during the period of probation, shall submit or cause to be submiited such
written reports/declarations and verification of actions under penalty of perjury, as required
by the Bureau, but no more frequently than once each calendar quarter. These
reports/declarations shall contain statements relative to respondent’s compliance with all the
conditions of the Bureau’s Probation Program. Respondent shall immediately execute all
release of information forms as may be requ1red by the Bureau or its representatives.

REPORT IN PERSON

Respondent during the period of probation, shall appear in person at interviews/meetings as
directed by the Bureau or its representatives.

COMPLY WITH CONDITIONS OF PROBATION

Respondent shall fully comply with the conditions of probation established by the Bureau and
cooperate with representatives of the Bureau in its monitoring and investigation of the _
“respondent’s compliance with the Bureau’s Probation Procrram Respondent shall inform the
Bureau in writing within no more than 15 days of any address change. Upon successful
completion of probat:on respondent’s license shali be fully restored

POSTING OF SIGN

During the period of suspension, Respondent shall prominently post a sign or signs, provided
by the Bureau, indicating the beginning and ending dates of the suspension and indicating the
~reason for the suspension. The sign or signs shall be conspicuously displayed in‘a focation or
locations open to and frequented by customers. The location(s) of the sigri(s) shall be

approved by the Bureau and shall remain posted during the entire period of actual suspension.

Additionally, the Respondent shall circulate a notice of the conditions of probation to all
employees, and post the notice in a conspicuous place where notices to employees are posted
or available to employees. New employees shall also be provided a copy of the notice of the
conditions of probation.

. MAINTAIN VALID LICENSE

Respondent shall, at all times while on probation, maintain a current and valid license with
the Bureau, including any period during which suspension or probation is tolled.

7. COST RECOVERY

Respondent shall pay to the Bureau costs associated with its investigation and enforcement
pursuant to Business and Professions Code Section 26031 in the amount of § .
Respondent shall be permitted to pay these costs in a payment plan approved by the Bureau,
with payments to be completed no fater than three months prior to the end of the probation

o term.
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If respondent has not complied with this condition during the probationary term, and

respondent has presented sufficient documentation of his or her good faith efforts to comply

with this condition, and if no other conditions have been violated, the Bureau, in its

discretion, may grant an extension of the respondent’s probation period up to one year -

without further hearing in order to comply with this condition, During the one year extension,
~ all original conditions of probation will apply.

8. LICENSE SURRENDER

During respondent’s term of probation, if he or she ceases business or is otherwise unable to
satisfy the conditions of probation, respondent may surrender his or her license to the Bureau.
The Bureau reserves the right to evaluate respondent’s request and to exercise its discretion
whether to grant the request, or to take any other action deemed appropriate and reasonable
under the circumstances, without further hearing. Upon formal acceptance of the tendered

license, respondent will no fonger be subject to the conditions of probation. Surrender of
respondent’s license shall be considered a disciplinary action and shall become a part of
respondent’s license history with the Bureau.

9. VIOLATION OF PROBATION

If a respondent violates the conditions of his or her probation, the Bureau after giving the

respondent notice and an opportunity to be heard, may set aside the stay order and impose the

stayed discipline (revocation/suspension) of the respondent’s license. If during the period of

probation, an accusation or petition to revoke probation is filed against respondent’s license,

or the Bureau has served the respondent a notice of intent to set aside the stay, the Bureau

shall have continuing jUFISdlCEIOi’l and the probationary period shall automatically be
“extended and shall not expire unt;l ﬁnai resolution of the matter.

VI. INTRODUCTORY LANGUAGE AND OPTIONAL TERMS AND
CONDITIONS OF PROBATION

The following introductory language and all standard probation conditions are to be included in
probationary decisions/orders. For applicants, cost recovery conditions do not apply. For licensees,
all standard probation conditions apply. Optional terms and conditions may be included in orders of
probation based upon violations. ' '
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INTRODUCTORY LANGUAGE FOR ALL ORDERS

IT IS HEREBY ORDERED that License Number- issued to Respondent s
[revoked/suspended/fined] [for/in the amount of] [days/amount], [however; the revocation is stayed]
- and respondent is placed on probation for years on the following conditions.

SEVERABILITY CLAUSE - Each condition of probation contained herein is a separate and distinct
condition. If any condition of this Order, or any application thereof, is declared unenforceable in
whole, in part, or to any extent, the remainder of this Order, and al] other applications thereof, shall
not be atfected. Each condition of this Order shall separately be valid and enforceable to the fullest
extent permitted by law.. : - ' ' -

Rureau of Cannabis Contro Disciplinary Guidelines Page 13 of 13
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INTROBUCTEON

Purpose

-The Foods ahd Vétennary Medicine (FVM) Enterpnse wﬂhm the U S Food & Drug

- Administration is responsible for.ensuring the safety of the nation’s food and feed

_supply. F DA aocompilshes this through education; mspectlon, data collection;

. standards setting; prompt investigation of outbreaks; and; enforcement actions
e _-when appropnate The effectiveness of the FVM: Enterprise is highly dependent on
- the quality and performance of the laboratory methods used within the FDA. To
o ensure that all iaboratory methods meet the highest ana!ytwaal standards possible

o (OFVM) through the Science and Research Steermg Committee (SRSC) has

" These criteria appiy to all FDA Iaboratorses that develop and par!icipate n the

established these criteria by which all FVM m:crobrologlcai methods shalt be

.evaluated and valldated SR

Scope.

vaindation of: analyhcal food and feed methods for Agency-wsde ;mplementation ina
regulatory capacity. This includes all research laboratories, and ORA labs where _
analytical methods may be developed or expanded for potential reguiatory use. At

the time of final approval by the OFVM and the SRSC, this document will -
- supersede all other intra-agency documents. pertaming to food- and feed-related

" : _' 'f_-method valldatlon criteria. for m:croblal analyles In addition , this '.gwdanoe is a
. hers

1.4

All criteria esiabhshed in thls document for analylicai method valkiatron have been

adopted and approved by the OFVM and the SRSC. As stated in the Methods

- Development, Validation and Implementation Program SOP (APPENDIX 3), The .
Method Validation Subcommitiee (MVS) will have nverslght responsibﬂlty for aﬁ
_oollaboratwe valldatlon studies (See Section 2 2 2. 3) _

-'-The Method Vahdation Subcommlttee il
:Under the authority of the SRSC, a Microbiclogy Methods Validatlon [ T
- ‘Subcommittee (MMVS) will oversee all microbiology method validation concems.

L The MMVS is governed by the organizational structure, roles and responsibiﬁtces

as detailed in its charter (See APPENDIX:2). Briefly, the MMVS will oversee and
coordinate — in collaboration with the originating laboratory - all coliaborative
laboratory validation studies (planning and implementation) for microbiological :
methods developed within the FDA FVM Enterprise to support regulatory anaiytical

‘needs. This includes the evaluation of Single Laboratory Validation (SLV) results

and the evaluation of any subsequent coliaborative validation study plan. Unless
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| othermse stated most correspondence between the method developer(s) and the

MMVS will be by email using the following address:
Microblology MVS@fda hhs gov

General Responsibility of the Originating Laboratory

It is the responsibility of the originating (developing) laboratory to ensure proper
- adherence to all criteria described in the document. The originating laboratory must

work in close consultation with the MMVS and/or its designated Technica! Advisory
Group (TAG) throughout the collaborative Jaboratory validation process. It will be
the responsmllzty of the originating laboratory to include their respective QA/QC
manager in all‘aspects of the validation process and to ensure proper adherenoe to
all crrtena descnbed in this document_ ,

Method Valldatuon Def‘ nition o

Method validation is a process by which a laboratory confrms by examination, and-
provides objective evidence, that the particular requirements for specific uses are
fulfilled. It serves to demonstrate that the method can detect and |denttfy an

analyte or analytes

'« Inoneor more matrices to be analyzed

» In.one or more instruments or platforms. - '
«  With a demonstrated sensrtwny specificity, accuracy, trueness reproduoub:l;ty,

ruggedness and preci_smn to ensure that results are meamngful and appropnate 7

to make a decision.

~« Reliably for its mtended puipose Intended purpose categonas tnclude but may

not be limited to emergencylcontmgency operations; rapld screemng and high
throughput testing; and confirmatory analyses,

= After the method developer has conducted experiments to determine or verify a
number of specific performance characteristics that serve to deﬁne and/or
quantrfy methad performance

Applicability - - - -
This document establishes evaluation criteria for methods to detect, identify, and

quantify all microbial analytes that may now be, or have the potential to be
assoclated with foods and feeds /.e. any microbiological organism of interest
(target organism) or the genetic material .e. DNA, RNA; toxins, antigens, or any
other product of these organisms. If not specifically identified, all information

- contained in the accompanying tables should be extrapolated to the microbial

analyte of interest. Such applicable areas of methods development and evaluation
include, but are not limited to, the following: : _

- Qual'lt.atwe asoays i.e. detection aésays :

= Quantifiable assays /.e. real-time PCR

. Analyte-spectf c
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o Bactenologicai eg
y --Salmonelia spp
Pathogenlc Eschenchfa co!f
_.Listeria monocytogenes
Shtgeﬁa spp. =
-Vibrio spp. :
Campylobacter spp. ' '
o ‘Microbial toxins (exoiudmg manne bzofoxms See Chem:st:y method
- validation gwdelfnes) : L
o Vral pathogens eg
© = . Hepatitis A virus
'- Norovirus
SRy Entemvnrus S '
o Parasitic protozoan pathogens e, g
~Cryptosponidium. = i e SOEE
. Cyciosyomcayatanens:s S e e e
Y Indlcator organisms: - i
Bioengineered analytes; e.g. :
R - 1 Genetically—mcdlﬁed foods (GMOs)
Appilcatlons
S o Ppe«and selectwe ennchment
o Microbial analyte: recovery and concentratlon
=T Screemng, hlgh-throughput conf !matlon
i Procedures A st
Biochemlcal charactenzahon for adentiﬁcatlon
: 'a Antibiotic resistance traits for identification
Anugenlc characienzation for ldemzf catmn
0o Genetlc. eg. s e
S -“Nuchkeic acld molatlonlconcentratlonlpurlf‘cation
'n Polymerase Chain ‘Reaction e
‘Conventional
_?' Real-time S R
SRS ‘Reverse’ iranscnpt:on Do
. Sequencmg,eg s
»  Whole genome o _
- Selective sequencing ' R
““Single nucleotide polymorphlsm (SNP) analysns o
SRR Straln-lypmg apphcataons g :
- §mmunotoglcai :
o Antibody capture
- o ELISA "
-y Fiow cytometry

1.8 Requlrements
5
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' Method validation shall be requnred for:
= Submission of a new or alternate method.
« Major modifications to an exlst:ng, valtdated method (See Sect:on 5.0).

2.0 CRITERIA AND GUIDANGE FOR THE VALEDATION OF FDA—
DEVELOPED METHODS

This section provides validation cnterla and gmdance for all FVM-deveIoped or any
_existing validated method(s) that has been Slgmﬁcant!y modified (See Section 5.0).

21 Validation Definitions

2.1.1 The Reference Method -
The reference method is defined as that method by whlch the performance of an
alternate method is measured or evaluated. Validation studies must include
comparison to a recognized reference method to demonstrate equivaience or
increased performance, the significance of which must be determined statistically.
For bacterial analytes, reference methods are generally culture-based and resultin
a pure isolate. The FDA Bacteriological Analytical Manual (BAM), the USDA
Microbiology Laboratory Guidebook (MLG) and SO culture methods contain
recognized reference culture methods. FDA BAM reference methods take
precedence over all other reference methods uniess otherwise determined by the
MMVS. It is recognized that this requirement may either not be practical or
possible in all instances. In such cases, consultation between the originating
laboratory and the MMVS will be necessary to define the most appropriate
reference method. All new methods must be validated against an agreed-upon
reference method if exastsng - P

2.1.2 The Alternate Method . ' '
The aiternate method refers to the newly developed or modlf' ed method that is to
be evaluated against the performance of a recogmzed reference method by a

defined validation process.

2.1.3 The Originating Laboratory
The originating laboratory refers to the Iaboratory that developed the method and

has completed the SLV reqmrements

NOTE: An “originating laboratory” can be more than a single laboratory when 2 or
more laboratories combine their resources to develop and validate a method. in

- such cases, none of the laboratories so combined may act as a. Collaborating
Laboratory.

2.1.4 The Col!aboratmg Laboratory
The collaborating {aboratory refers to the laboratory (or Iaboratones) other than the
originating laboratory involved in multi-laboratory method validation studies.
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2 2 The Method Validation Process i :
- “Within. the FVM Enterprise method valcdatmn exerclses canf rm by exammatlon
5 _'..-_(and the provision of objective evidence) that the particular requirements for a
‘method have been fulfilled. All methods used by the FDA in support of its
_-regulatory and compliance roles must be validated according fo the guidelines
. established by the FVM Enterprise. Three levels of scrutiny are defined below and
" _serve to demonstrate that the method can.defect, identify and, where applicable,
qguantify an analyte or analyles to a defined standard of performanoe The
hierarchy of criteria within the validation process also provides general
charac’(erlstms on the method’s utiiity and ms:ghts for tts.mtended use. ;.

2 2 1 Emergency Usage (Level One) S
~:This level has the lowest level of. vahdation Ali the wmk wzll have been done
-+ .. by one:ormore. labs Sensitivﬂy and specificity (inclusivity and exclusivity) -
- has been tested, but only included a limited number of strains. The MMVS,
- Agency subject matter experts (SMEs) and the originating laboratory may
- .. identify additional criteria for evaluation. Once the crisis has past and it has
. been determined that there is a need for: further vakdatlon procedures
outlaned in this dccument must be foliowed

ST _'.intended Use Emergency needs These are: methods developed or
. :modified for.the detection of an analyte; or a matrix not previously
~-recognized or identified as a threat to food safety or public health.
- Performance of the method at this'level. will determine, in pasi whether
o -_=.fuﬁhervai:datmn is: usafa! or warranted i mE _

 NOTE: Under emelyency s:tuations whene the rap:d devefopment and

- -:leployment of a method is needed to immediately address an outbreak

event; Level 1+ Emer:gency Use cntena shoufd be foﬂowed as clos:-:fy as the
-:s:taaf:on w:ﬂ aIlow : _ _ _

2.2.2 Method Vahdatlon Levels (for Non-Emergency Use Methods)
2.2.21  Single-laboratory Validation (Level Two - Parta) - o
i The originating 1ab has done a more comprehenswe initial study w:th

-“defined mclusmtyfexcluslvity levels as shown in Tables 1.If available, a
i -comparison has been done to an existing neference method Results of the
- /SLV has been evaluated and approved by the MMVS. This is the first step
i the valldatmn process for methods desngned for-‘r _ tlne regutatofy
o 3Pplscat|ons LR . b -

B lntended Use Methods validated to thss ieve! of scrutmy can be used
- immediately for emergencies. Slightly higher false-pos:teve rates may be
acceptable as all samples analyzed will reqmre conf' rmatory testmg

10
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2.2.2.2 Independent Laboratory Val:dation (Level TWo Part b}
One other independent laboratory has participated in the validation study
using the method of the originating lab and criteria described in Table 1.
Successful completion of this level of scrutiny and the approval of the
MMVS are prerequasne steps pnor to any collaboratwe vaiidatlon study.

‘Intended Use: Methods validated to this !evel of scrutiny can be used
immediately for emergencies. Slightly higher false-positive rates may be
acceptable as all samples analyzed will require confirmatory testing.

2223 - Collaborative Validation Study {(Leve! Two — Part ¢}

- A Collaborative study is an inter-laboratory study in which each laboratory
uses the defined method of analysis to analyze identical portions of
homogeneous materials to assess the performance characteristics obtained
for that method of analysis (W. Horwitz, IUPAC, 1987). It is designed to
measure inter-laboratory reproducibility, so that it can be determined if the
method can be successfully performed by laboratories other than the.
originating laboratory. For methods having more than one sample

- preparation or enrichment scheme, it is necessary to test one malrix per
sample preparatlon or ennchmeni scheme. -

The criteria defined for this level of scrutiny (to be'performed by the
originating and coliaborating labs) are closely aligned with other recognized
* and established validation criteria for collaborative studies e.g. AOAC, ISO.
~ This includes criteria for mclusmtylexclusmty analyte contamination levels,
competitor strains, aging, and a comparison {o an existing, recognized
reference method when avaalabie

Intended Use: Al methods validated to this level of scrutiny are acceptable
for use in any and all regulatory circumstances e.g. confirmatory analyses;
‘regulatory sampling, outbreak mvestugatmns and surveillance and
compilance support.

2.3 Vaildat;on Crster;a _ . -
Tables 1, 2, 3 and 4 contain the genera! cntena that must be met in order to
successfully achieve a defined level of validation for a new or modified method.
Table 1 describes general guidelines for qualitative methods to detect conventional
microbial foodborne pathogens Table 2 applies to detection methods for microbial
analytes that face unique isolation and/or enrichment challeniges. Table 3
describes general guidelines for identification or confiratory methods. Table 4
describes general guidelines for quantifiable methods. The criteria contained
within these tables also dlstlngunsh between qualitative and quantifiable methods;
and, those requirements to be carried out by the originating and collaboratmg
Iaboratones respectlvely _ .

11
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2 31 Validation Criteria for Qualatatwe Methods to Detect Conventmna]
Mlcroblal Food-bcrne Patthens it

2 3. 1.1 Deﬁnition : ] : D
A method that. identrfies analyte(s) based on chemlcal bmioglcal or physmal
properhes, method of ‘analysis whose response Is either the presence or
absence of the analyte detected either directly or indirectly in.a certain
~.amount of sample. Most' qualitative methods are or can be made at least.
sema-quantltatwe to pmwde rough estimates of the amourzt of anakyte
-resent L : RN e

'__2,_3.;'1_.2 - Critena R o R SR
Sl Tables 1. pertamsto bactenai pathogens (and other pathogemc
-. mucroorganisms) that meet the: fo!lowmg general characbenstlcs

. ;Not ilmzted by stram avatlahlhty, abnilty to fu!!y compiy wzth mclusiwty and
-exclusivity requirements. - .
- - Are capable of cultural enr;chment ina tlmely mannar e
- Canbeenumerated S

o

12
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Table 1- General Guidelines for the Validation of Qualitative Detection Methods for

Microbial Analytes
| | Emergency |  Non-Emergency Validation Processes
independent \
s Emergency Single o de Collaborative
Criteria Use Laboratory | = Laboratory | . uyqion Stud
Validation Study | Validation Study : Y
- . Originating ' Collaborating Collaborating
Parlicipnlhg Labora!ofy Laboratory Originating Laboratory “Laboratory Laboratories
# of target organism. Frpas " 50 {Untess 50 arenl : ' '
(inclusivity)® TED avallable)® - A NA
# of non-target organism . o 3 ¥
(@xclushity) *TBD 30 strains "NA NA
# of laboratonies providing 1 1 1 10
# of foods Jor more® 1or more® 1or more® lormore®
: Two inoculated levess' | Two inoculated evels’ | 3 IVels: One Inocuiated
# of anaiyle levelsHood matrix 180 and one urinoculated | and one uninoculaled | Iog*‘;l"em‘e at
' : evel  tevel igher® and one
: . uninoculated level
_ ‘ 29 for the fractions! 20 for the fractional ‘
Repiicates per food at each —_— level (5 each for the level (5 each for the N
level tested uninotulated and high | uninocudated and high
_ levels) levels)
Aging of inoculated samples k Vagh t
prior 1o testing No Yes Yes" . . Yes
Is;foodat;} t&:foodi;ia-g In 1 food at +1
\ Normal background >analyle >anal log>analyte at
Additior: of competitor strain " flora fractional positive' fractional positive’ fractional posiive'
_ level analyte level analyte level
Rﬁmﬁmpa“‘m 18D Yes, if available Yes, if available Yes, if avallable

“Using pure cultures without a food rmatrix,
bach at 10° CFU/mML following the method

melhods e.g. PCR.

100 serctypes for Salmanella testing. )
‘At 10° CFUMIL for non-target organisms grown in a non-selective rich medium.
*For FDA regulalory use, methods are only valid for foods that have been tested, the MMVS may require that a new method be

valldated for 3 foods within & food category (See APPENDIX 5). See Section & for further guidance on matrix extenslon criterla,
‘Must be adjusted to achleve fractional poskive results (one or both methods Le. the reference and altemale methods must yieid
50%:£25% of tesls positive) at this level; the high level incoulurn should be approximately? log greater than that used to achieve

fractional resutts. All & replicates at the high inoculum should yield postiive resulls. ©

971 test samples inoculated at this level must yiek! 100% positive resulls

*Period of aging depends on food being lested. Perishable fouds s

stable foods should be aged for a minimum of 2 weeks at -20°C or at room lemperature, respeciively.
iAn appropriate competitor ks one that gives sivllar reactionis in enrichment and detection syslerns. Natural background microfiora can
fulfill this requirermnent as long as i present in the matrix at a level 1 log greater fhan the target analyte.
iindependent Laboratory and Collaborative Validation Studies should use the most effective reference method avallable.

B to be delermined in consultations with the originating laboratory, the MMVS, and subject matter experts.

* Not Applicable

2313

and/or Enrichment Challenges’ |
Tables 2 provides validation criteria for microbial pathogens characterized
as difficult to isolate, limited resources for extensive inclusivity and

protocol {1 loga above the LOD for ther methods); or 10° CFUfreaction for molecular

hould be aged under refrigeration for 48 — 72 h. Frozen and shelf

Detection of Microbial Analytes That Present Unique Isolation
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exc!ustwty studles, and etther non-culturable for ennchmen! pu moses or
ennchment cannot be acoompllshed in a tlmely manner

Table 2 General Guidelmes for the Validatlon of Qualitativa Detection Methods for

' Mlcrobia! Analytes Unique Isolatlon andfor Emchment Chatlenges

_Em‘en_'gency' §

Ron—Emergency Validat!on Pmcesses

. crteda

Singls
Laboratmy S
Validaﬁon Stud!

_ Oﬂginaﬂng Laboratory

lndependent
Laboratory.

| Validation Study

col%aboratwe ‘
Va!idation Stucty

c:silaboraﬁm :
Labcratory

L Caliabnralfng Laboratories

¥ o taret ogariem

#of mon et g

wmmpmam -

#offoods

{ormore’. .

#ofaaaly’lalewlﬂfoodm

| ons ocuatdieve | “one nocusted ver |

Renllcalesparioodalewh

3

| msavma i

Y”““““”"'”

 Yes, if avallable

‘Usingpumsuttmwimmnafmdm P S
msmamdmamwm;omammsmPCR laifmm

“*Must be adjusted fo achiove fractional

“All test samples inoculated at this feve! must yield 100% positive resuits,
® independent {aboratory and Collabarative Vaiidation Studies should use#\emmacﬂverefemnce memod avallable,
SQeAPPEND]X 3 Sectiony V and Vi

18uch

* Not

“Whene efruumstame and resnurues parmit "

include bul are nol limited to RNA, food-bome viruses, and prolozoan
‘TBD!obedetemﬂnedhmtﬂtaﬁomwﬂaﬁnoﬂglmm!abomm theMmfs matzbjedmauermq:eﬂs

_ mﬁmmd&(m«%mﬂmﬂsia mmmsmamemMmtweld
‘BO%E25% of fests poslﬂve)atwslevel,ms&blelomudemnpossibiemaddﬂmamveiaiﬂbg :
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2.3.2.1 :

2.3.2.2
Tabla 3. General Gmdelines for the Validat:on of Identif'catuon Methods for

| Def' mtlon

A method used _to confirmation the :dentlty of a mlcmblai anaiyte eg. .

'serotyp:ng

Crltena

Microbial Anaiytes

2.3.2 Vahdat:on Crlterla for Identuf‘ catlon Methods o

Nan-Emergency Validation Processes
Single lndependent : ‘
Criterla’ Laboratory Laboratory vgi'::'i’::’;m
Valldation Study | Validation Study i Y
Originating Collaboratin “Collaborating -
#of target organism 250 (urdess 50 arent 1} _—
(inclusivity)® availabie)*® o
# of non-{arget o srn bic I )
o 230 strains 1 12°
# of laboralories providing 1 4 6 .
usable data S
Replicates* 3 3 ‘ 3 _
m’“‘f‘mmm Yes, If available Yes, ¥ available Yes, i avaliable

| Guudelines for the Valldat;on of Analytical Methods for the Detection of

i MlcrobialPathogens mFoods andFeeds, 2“ Ed.

"1 10° CFU/mL. for tanget orgeniems and non-targel organisms grown in a non- selectivs rich medium 10"’ CFUfmaclion for
molecular methods e.g. PCR.
400 serotypes for Salmonelia testing.

“Should be svaluated together In one single study; tndus}va and mm su’nplee shouk! be |ntermlng|ed and blmded

|’NI replicales must yield the comect answer

| 2.3.3 Valldatlon Criteria for Quant:ﬁable Methods to Detect

Conventiona! Microbial Food-borne Pathogens

2.3.3.1

Definition

A method that provides an estimate of the amount of analyte present in the

test sample, expressed as a numerical value in appropriate units, with

trueness and precision which are fit for the intended purpose.

15



- Gundehnes for the Valzdat:on of Ana!ytlcal Methods for the Detect:on of
' - M'cmb‘a’ Pa‘*“’ﬂm‘s in F°°dsa““°°dsv2" Ed i

2 3. 3 2 Criteria

L Tab!a 4— Genera! Guidalmes for the Vahdation of Quanﬁﬁab!e Detection
Methods for Mlcmbfal Analytes

Non»-Emergancy Vahdatton Pmoesses

Crtoria ---ssngleLaboratory '"‘f@?&?&“ | cotaborative

#ofnon—lameloraarﬂsm £ _ L N
o e agr_:_s_m Jooe s NAt

-k #dmmm B PSSR P IRt NS TTEI ..

) : #offnods o o ormonet g
e T '-Hevels i.wmedhnm
. #ofma@lalevehﬁoadmamf__; 8 tigh inaculum

: ... ormone*

A1 Hevels Low medium

. mmlmw!ml

iavas”andme o b tevels® and one
.5 ‘perievel | - HIeS per BVel

Rmmpairmmm mﬁp 5 replicales per sy Twotestporﬂom

7 8 W0 0r £ aitaorad - - 'Mfora!ddo!atest
Aﬂhﬂ of lnocdaied nsgamples : y“c N y.ue Yas‘ o

1 i | mimetatar Cintfoodstel | intfcodater
j Addmm'efc'ompetho_ stra!n‘ o lmmnaiyle atliﬁmt iog>ana|yleaiﬂghesi - hgmmly&e&tﬂghesf
A} anatyte lovel “analyte lovel ‘!ﬁa:war

Requimnenl
L R e i e, Tolowthe
cmﬁmalimoffeslﬁorﬂom N : HA S mfaramen'oethod

'--'FwFD&mmlﬁmym,mﬂhadsmwfyvﬂMmeMhmmmmd vaﬁdationeanbemndedtooﬂierfoodsbymrm
{esting. See setion 5.1 ¢ : E
wmhm;mmmmmmmmwmmmmm lambechosen:ospanﬂneana&yﬁeﬁranmoﬂm
mats meshiod
*Period of aging depends on food being lested, Perhhabiafoodsshuﬁdbeaoadundermﬁigeraﬂmfm:@a ~72 h. Frozen and shelf -
_slahlafmdss&uidheagedforanﬁmnunofzmkaa!-zo’CordmmmMm ‘espectivaly. -
“An ‘appropriate compatitor is one that gives similar reactions i érvichment and defaction systems. Naﬁ:ratbadcgmmd nﬂcmﬁmacm

gﬂﬁ:tﬂgﬁmw”m»ﬁmmmmmaam1 Ioggmmﬂmnumwrgetmw :

2 4 Method Valndatmn Operational Aspects
2 4 1 Generai Considerations : '
- All correspondenoe ey propcsals. vahdation neparts etc wsth the MMVS will
- be initiated via email using the following address
. Microbiology.MVS@fda.hhs.gov.. =+ :
« As defined in the SRSC Document titled “Method Development Val;datfon and
Implementation SOP (See APPENDIX 3), ali method validation plans must be

16
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Gu:delmes for the Vahdat;or_a of Analytlcal Methods for the Detectlon of
M'cmb'a' Pathog 9“3’“"0““"" Feeds 20Ed.

submztted to and approved by the MMVS pnor to |n|t|at|ng any methods
validation work beyond the single lab validation stage ‘See APPENDIX 4 for
proposal formatting. :

« The number of laboratories submitting usable data in all the above fables
represents the minimum number allowable for a successful validation study. It
is suggested that 4 additional labs be considered for participation, since a

. variety of unforeseen circumstances can cause data sets to be rejected. -

« The following elements must be addressed in all proposals for method

valldatlon studies (in non-emergency use sttuat:ons)

o Intended use of appllcabllity statement for the method being vahdated

o Applicability of paired vs. unpaired sampling/lesting.

o Statistical methods must be employed to verify equivalent or statistically-
significant |mprovement of performance between the new method and the
reference method {or in some cases, the originally validated method) to
include but not limited to sample means and the degree of accuracy. The
MVS biostatistician will provide guidance on applicable statistical tools that
will be employed on a case-by-case basus (See 2.4.2 Assessment for

~_ additional details)..
" o Use of anappropriate referenoe method as detérmined in consultation with
~ the MMVS. The reference method shall never be modified; comparison with
- amodified reference method renders the validation study 1nvalnd

o Where possible, the use of an accredited mdependent source for sample
preparation and distribution. :

o Strain selection for inclusivity and exclusivity testing ~ ThIS faoet of the
validation study it to assess the relsabaltty and Specrﬁc:ty of the attemate

ethod ' e

@ tndrvndual Iaboratones wnthm the FVM research enterpnse mamtam their
 own inventories of microbial analyte collections. These collections,

- strains and serovars derived from food surveillance programs, food-
borne outbreak investigations, and clinical specimens, are available to all
Agency scientists. Access is governed by “U.S. Food and Drug
Administration Foods Program tntemal Stram Shanng Standard

Operating Procedure”.
(hitp://i If nside.fda. gov 9003!downloadsf0ClOﬂ‘ ceofFoodsJUCM353743 pd

u The cholce of mclusnnty stra:ns should reﬂect the genetuc, serotoglca!
and/or biochemical diversity of the organisms involved, as well as other
factors such as virulence, frequency of occurrence and avallabahty
Inclusivity testing is performed on purified cultures. - =

» The choice of exctusavnty strains should closely reﬂect related potentlaliy
cross-reactive organisms. Other factors such as virulence, frequency of
occurrence and availability should be consmeted Exctusrvtty testing is
pe:formed on purified cultures ' o _
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Guldelines t‘or the Valadation of Analytlca! Methods.;for the Detectlon of
: _Microbial Pathogens in FW“““‘*F““T' 2k

n Specaeslstmms specrf‘ted for use ininc usnnty and exclusivﬁy paneis
~_must be traceable to the source, The source and origin of each
o '-"speclesistram should be documented. See Appendlxs for suggested
" inclusive and excluswe microbial analyles This is.notan. exhaustive list
- and should : serve only as a reference resource and a guide to aid the
B developer o
= |t is understood that lt is not always possub!e to meet the

 inclusivity/exclusivity requirements listed herein. For exampte, only
" limited numbers of strains may be avs 'la_ble for emergmg pathogens,
certain viruses or parasites. Under such circumstances, the MMVS or its
* ‘designee will work in concert with the originating iaboratory to test their
" “methods with the maximum number of available strains when the -
_eloper'is unable to comply w:th the req_ 'mﬁnts of thls documenl

e Suitabitity and avallabshty of naturaliy—contammated samples m the proposed
" -validation study. .. :
"« Inoculum preparation splkang methodology, and umfoﬂmty of contammat«on {when
artifi cially-contaminated samples will be used).
~« Sample preparation, natural!y—occumng mmmﬁora and the requ:rameni for
- aerobic plate colnts (APC) o verify backgrnund microfora. -
.. Need for inclusion of competmve microflora. For food matnces that exhlb;t low

" studies will adhere to AOAC-’es_tabllsh_ -parameter el log greater than .
- _microbial anatyte being tested. Selectio .mmpemive microﬂora tu be used
" will be done in consultation with the MMVS. BT
e 'Seled:on of spikmg !eveis (when art;ﬁcfally-centammated sampies wm be ' L
o used).: , .
e Matrix aglng to assess method mbustness - ol :
- Microbial analyte stress cell’ enjury, and matrix-denved mhibmon of ana!yte
.. enrichment/growth. :
.= Selection of apprcpnate foods Food mat{ices wnll be valldated md;vldua!ty
~ based on the historical outbreak record and epidemiological link between
matrix, pathogen and ilness. Some examples are.provided in Appendux 5.
‘. Extension of a method to include addlmnal food matnces wi!! requme addat;onal :
. _validation studies. See Sections IV.and V. . i
 « Formation of composited samples. In. some insfances ft may be neoessary to
' validate composited samples.. in the. case of Saimonella, an -analytical unit is
.25 g and.a composlite sample is 375g. A ‘composite test portion is. formed by
*adding fourieen uninoculated 25 g test portions fo.one inoculated 25 g test
portion for a total of 375 g. The composite is compared to a 25 g :noculated test
. portion that is analyzed with the reference method. -
- Inocula designed to yield fractional positive results: Samples for both the
" reference method and the test method must achieve 50%325% positive results
(See APPENDIX 1: Glossary of Telms fora complete descnpt;on of fractional '
recovery) ‘
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Gundelines for the Validation of Ana!ytlcal Methods for the Detectlon of

_ Microbial Path 'ensm Foods and Feeds,z"“l Ed.

242 Assessment of Valldatmn Results

Acceptabie false negative and false positive rates will be estabhshed in
consultation with the MMVS. Factors that will influence this decision may
include but not be limited to the replicate number and intended use
{emergency, screening, confirmatory).

+ False posntwe and false negative rates for a coilaboratwe study will be
evaluated in total (across all labs/data sets). .

~ +« Method equwaience determinations and empioying appropriate statistical

measurements. Statistical algorithms must be employed to test for significance
differences (superiority or equivalence) and for data disqualification (see
below), the preferred method of statistical analysis is Relative Limit of Detection
{RLOD). Selection of a statistical approach will be dictated by the type and
scope of the study and will be determined through consultations between the
orlgmatmg lab and lhe MMVS durmg the planmng phase of any validation
study. -

= Dala sets denved from a validation exercise can be dlsquahﬁed Examples
mclude but may not be Iimlted to

‘o Negative controls (un-moculated controls) yaeld a posttwe outcome—an
indicator of lab/operator error. '
o Deviation from the prescribed method. o
o Quality control deficiencies e.g. homogenelty and stab;llty Statistncally—
- supported outliers (Quantifiable methods). '
o Failure to achieve fractional resuits wsthm specrf ed ranges (across ali
_ Iabsldata sets) _

3. 0 CRSTERIA AND GUIDANCE FOR THE VALIDATION OF FDA-

3.1

DEVELOPED MOLECULAR-BASED ASSAYS

These criteria and gmdalmes are intended fo support method validation efforts for
developers of molecular-based assays, e. g. PCR to be used to confirm the identity-
or exc?usron of |solated colomes

-This gwdancs is tntended fo govern vahdatlon studles for either conventzonat or

real time PCR assays. If validating a real time assay, the platform and chemistry
must be specified. It is strongly recommended that a real time assay be validated
on two to three other platforms i.e. thermal cyclers or workstations. Other
molecular methods should provide detailed chemistry and platform prerequisites
and :nclude muittple platforms where possnbie

The critena necessary to determine four levels of valsdat:on for quahtatwe PCR
assays for bacteria are the foltowmg -

Incluswity and Excluslvety
19
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o The mcluswﬂy and excluswnty requ:mments described above apply here The
.. amount of template, whether using bacterial cells or punﬁeﬂ nucletc acid, should
o _be comparable far both mciusnnty and excluswrty paneis :

It is expected from the onglnating laboratory that all primer and!or probe

~sequences would initially be screened for unigueness by searching a bactenal

g < “genomic database for homology ‘i is recommended thata’ BLAST seaﬂ:h be
i pen'mmed agasnst fhe GenBank non«»redundant database N E'j}' o _

32

._'Target Gene(s) and Gontrols (Posntwe and Negative)

Molecular-based assays to target gene(s) from a spectﬁc microbial analyte

- -whether fo a virulence factor or taxonomic identifier (e.g. 165 DNA), must have
. .demonstrable specificity (inclusivity and exclusivity) for that particular pathogen.

_ reqmred for regulatory food or envnronmental sarnpie analyses -

33

‘Positive and negatlve control strains and reactions should be incorporated into the

assay evaluation; Internal amplification controls for real-fime PCR assays am -

Compaﬁson te the Reference Method S .
The originating faboratory will ‘compare the PCR-based method to bactenoiogacai

. - biochemnical, and/or serological reference methods. PCR-based methods may only
‘be compared to PCR-based reference identification methods when bacteriological,

- biochemical, andlcr serologlcal reference"-me!hods a_' unavaitable

| f.;cmrsmA AND GUIDANGE FOR THE VALID?
| ___vemmcmon OF COMMERCIALL_ AVAI

1c __mslr AND PLA'rFoms

Demonstrat:on that adeq uate confi dence is prowded when the resu[ts obtained by

. the alternative method i.e. the commercially-available kit, are comparable to or
. exceed those obtained using the reference method using the statistmal criteria

412

"'__contamed in the appmved validation protoco! L

| 'Verificaﬁon T

Method verification i is a process by whlch a iaboratury confrms by examination,
and provides ob}ectwe evidence, that the particular requirements for specific uses

 are fulfilled. It serves to demenstrate that tha method can detect and Mentify an

' analyte or analytes

o 'ﬁ: ‘The conﬁrmat!an by examlnaﬂon and the prawsnon of objectzve evedence
- ‘that specified requirements have been fulfilled. '
= To assess the performance of a method in the user’s laboratory agamst the
- specifications of the method established during the vaiidatton o
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Gusdelines for the Validation of Analytica! Methods for the Detection of
_ Mlcrobial Patho' ens in Foods and Feeds, ""Ed __ o

" To assess the method performance on llems mcluded in the scope of the
- method and tested routinely by the useér laboratory. . :
« -To demonstrate that the method functions {without any adaptatlon) in the
user's laboratory on matrices not inciuded in the original method validation.

4,2 Criteria - ‘

4, 2 1 Commercially-avallable M:croblologlcal Dlagnostlc Kits Whose
Performance Parameters Have been Fully Validated in a Mutti-
laboratory Collaborative Study Monitored and Evaluated by an
independent Accrediting Body e.g. AOAC-OMA, AFNOR, etc..

Each lab must perform an in-house verification for the “first use” of an alternate
method in this category. For subsequent use(s) of the methed, lab conirols will be
used per lot to re-verify the method . : :

4241 Verif' cation Requurements (per!ab)
= Six replicates of the inoculated matrix and six rephcates of the un-
inoculated matrix are tested and confirmed by both the altematwe and
the reference method. .
< Ifno false posrhve or fa!se negatlve results are obtamed ‘then the new
. matrix is verified. - :
- Each commodity to be tesled should be splked with a level close to the
detection limit, usually <30 cfu of analyte per 25 g food sample or any
_ other specified test portion to determme if there is any lnterferenoe from
the matrix. - .
- If unacceptable false posutwe or false negatwe results are observed (as
- defined for the intended use of the method), then the study must be
expanded fo a full SLV (Table1} to define the operating characteristics of
the method with the new matrix. Consult Section V: Food Matrix
Extension for more detailed mformation P :

NOTE The venf eatlon cnlena described above apply only for foods

~ which were part of the collaborative study by an independent accred;tsng
body. The use of such kits for food matrices that were not included in the
original collaborative study must be preceded by a food matnx extensu;n ,
study (See Sectwn 5: Food Matrix Extensmn) :

- 4.2.2 Commercially-a\railable Mierobiological Diagno‘stic Kits Whose
Performance Parameters are Supported by Data Obtained
Through an Independent Laboratory Validation Protocol and
Evaluated by an independent Accrediting Body e.g. AOAC-RI.
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Guidelines_ for the Vahdatmn of Analytical Methods for the Detectmn of

”Microhial Patho ens. in Foodsand Feeds, 2MEd.

Al meﬂwds fittmg mto thls descﬂption must be valsdated accordmg to the cntena

5.0

defi ned for Agency-developed (FDA) mlcrcbiology methods (See Sectlon 2)

' METHOD MODIFICATION AND METHOD EXTENSION CRITERIA

FOR EXISTING VALIDATED MICRGBIOLOGY METHODS
. Modifications to-an existing: validated method may be made for any. number of

- _reasons and may ot may not affect the established validated performance

_parameters of the original method. There is no “one size f:‘ts ali" rule or set of rules
to govem how a modif cation w:l! be addressed : e :

N _Some modlfcahons (e g: ease—of-«use capabmties avau!abﬁnyisubstituhon of
reagents or instrumentation, sample handling/sample processing adaptations, etc.)

” . may only-necessitate verification against the original method accordmg to criteria

detailed in Section 4.2.1.1.; whereas other modifications may require significant

o validation.data to support thelr use. It is recommended that statistical analyses be

___..-.._the modrﬂcat;on These mclude

performed on the verified performance specuﬁcatmns to support implementatiun of

R _--'The ttest for s;gmficanoe of drﬁerenee betwaen the tm sample means to

SN More extenswe madiﬁcaﬁons that may mﬂuence method sensitwlty spec:ﬁcnty,
precision and accuracy (quantifiable methods), e.¢..changes in sample preparat:on
_--procedures, hmeltemperature requirements for:non-selective and selective -
. .enrichment media; or; altering chemistry parameters for molecular methods for

- determine degree of accuracy The t Stat va!ua must be !ess than or equal.

: to the ¢ critical value. - . h
» - -The F test for s:gmf cance of d:fference between the 2wo sampie vananoes _
. -to determine degree of preccsuon The F value must be less than OF equai to

: _:__..thchritIcal value.. e A e

..example may require either limited (SLV or Independent Laboratory Vaiudataon
o Study) ora c::ilaboratwe Va!idat:on Study as: descnbed in Table ?

Any decisaon on how such mod:f cataons are v:ewed and the approach to be taken

il ressde wrth the MMVS

51

: '-':Specific cr;tena for matnx and platform extenmon to exzstmg methods are
.descrabed in greater detall in Secﬂons 5 1 and 5 2 TR PO

'.Matrix Extensum : R P
. FDA ORA m;crobzology Iabs analyze a huge vanety of food matriees Even s0,

methods used in FDA fieid laboratories for regulatory pulposes must be evaluated
for gach food '

- Very often however validation studies can neither address all the varied matrices

nor fully antrc:pate what matrlx or matrices will be |nvo!ved in emergency situations
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Guldelmes for the Validation of Analytical Methods for the Detectlon of
o MlcrobialPathogens in Foodsand Feeds, 2¥Ed.

“or outbreak mvesﬂgatlons lwo scenarlos where samples must be analyzed
|mmediately . _

Though itis generally assumed that the more closely related a new food matrix is

- to a previously-validated matrix for the detection of a defined analyte, the greater
the probability that the method will perform similarly with the new matrix, the.
method must nonetheless be verified for all new matrices. This is fo ensure that the
new matrix will neither produce high false positive (matrix is free from cross
reactive substances) nor hlgh false negatrve rales (matrlx is free of inhabltory
substances). : :

As described below, either a verification process or additional validation studies will
be required before any given validated method can be used to test a food (or
foods) not included in the original method validation. Close consultation between
method developers, Iaboratory managers, QMS managers and the MVS will aid in
determining which approach is more applicable for any gwen sstuatlon

NOTE Cntena descnbed ln sections 5.1, 1 and 5 1 2 only appiy to sutuatlons in
which no additional modifications to the method have been made. In those cases
where food matrix extension is accompanied by additional modifications to the
method, an SLV or independent Laboratory Validation as described in Table 1 may
be required This decision will be at the discretion of the MMVS.

5.1.1 Matrix Extension Guidance for New Foods From the Same
Category Used for the Original or Subsequent Validation Studies

in instances where a method will be used to test a food (or foods) from the same
category of food (See APPENDIX 5) included in the original validation study, ORA
laboratories will analyze the matrix in question concurrently with a matrix spike.
The matrix spike will consist of a 25 gram sample of the product spiked with an
inoculum of 30 celis or less of the target analyte. Negative spike results invalidate
the analysis and the sample must be analyzed using the conventional culture

procedure

ORA Iabs may continue to perform individual sample matrix spikes for matrices
that have not been fully validated for the method. Matrix spike resuits will be
entered into Field Accomplishment Computerized Tracking System (FACTS) and
data will be evaluated and classified according specific food, and matrix spike

results. When a specific food has yielded at least seven positive and no negative
results using matrix spikes; or, a >95% confidence level (19 of 20 positives), the
method will be considered venﬁed for that food product. The method can then be
used for that food wnthnut further posuttve spike controls. ,
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Guldelrnes for the Validation of Analytacal Methods for the Detectlon of \

ens in Foods and Feeds. 2™ Ed i

- icrohial Patho 3

" The ORA Office of Reguiatory-Smence wil ma:ntain and update lists detaihng the
expansion of food matrices for methods used by ORA laboratories; these lists will
, be posted on the ORA Ofﬁoe of Regulatory Science websrte . -

5 1 2 Matrix Extens;on Guadance for New Foods From a Dnﬁerent

'Category Than That Used for the Ongmal Method Va!idat:on

" 'Study :
-In mstanoes where a method wili be used to test a food {or foods) for whu:h tt has

" 'not previously been validated and the food (or foods) is not within the same -

52

category of food (See APPENDIX 5) included in the original validation study, then
an :ndependent valldatlon study w:l¥ be required as descnbed in Table 1 ‘

_ .~Platform E.xtonsion o b ;
- ‘Platform extension refers to the proposed use of a new siml!arly functmnmg
instrument into: approved. ‘method that. differs from the one used in the oﬂgmal

o validation study. Such platform differences may include (but not be limited to) -

~ being of similar function and capacity but from a different manufacturer; from the

| . same manufacturer but with significantly different performanoe parameters: (:

.capagity, capablhtses) Of; :epfesent the next generation for that type of -

. 'mstmmantation to mclude newer technology andlor reagent reformulations

The use of speoiahzed mstrumentataon (and m many cases thezr aocompanymg

. _.proprietary reagents) dictate the. performance sfandards of validated. anaiyt:oai
-methods. Therefore, it cannot be assumed that the impact on the method’s

- performance from any interchangeability of msfrumen‘tation mfi he negltgtbke

= Perfom\anoe comparablllty must be assessed

."_:}n geneml piatform extensnon vahdahon must be done by oompanng the proposed |

new platform to the previously validated platform. The scope of the validatior study
may vary from case to case and will: be dependent on such factors as. refonnulatlon
of buffers. primers, probes -alternative proprietary chemistries, threshold.of

,detechon sens:twuty etc. Each case will be judged mdependently through
.. examination of puhincly access:ble data mput from SMEs, the method deveioper

and the MMVS,

< n planning platform extensnon valldatfon the method developet and the MMVS

.. must determine what aspect of the technology will be compared in order to
R »deten'mne how the study. shoild procood In someinstances a platform extensron
~-... study may require only a simple verification process. Other instances, however, -

may necessntate anSLVor !ndependent Validation Study as described in Table 1.
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" APPENDIX1
Glossary of Terms E

Action |evel' Level of concern for an analyte that must be rel:ably detected ldenttf ed or
quantified in a sample.

Accuracy: A measure of the degree bf_eonferrriity of a value generated by a specific
procedure to the assumed or accepted true value, and includes precision and bias.
Alternate method: The newly developed or modified method that is o be evaluated
against the performance of a recogmzed reference method by a def‘ ned validation -

. process.

Analytical batch: An analytieal batch consisis of sarﬁples which are analyzed together
with the same method sequence and same lots of reagents and with the manipulations
common to each sample within the same time period or in continuous sequential time

- periods. A set of measurements or test results taken under conditions that do not vary

within a 24 hour time penod

Analyte: Component measured by the method of analyms 1n the case of mmrob:olog:cal
methods, it is the mlcroorgamsm or assoclated by-products (e g., enzymes or toxins).

Applacability The analyt:cal purpoee for whrch a method has been vahdated

Bias: The dafferenoe between the expectation of the test results and an accepted
reference veiue _ _

NOTE B:as is the total systemat.'c emor as contrasted fo random error.

- There may be one or more systematic error components contributing to the
bias. A larger systematic error difference from the accepted reference value
is reflected by a :‘erger bias vaiue

Callbratlon* The set of operatlcms which establzsh under specrﬁc condlttons the
relationship between values of quantities by a measuring instrument or measuring
system, or values represented by a material measure ora reference matenal and the
corresponding values realized by standards.

Certified Reference Material (CRM): Reference material, accompanied by a certificate,
one or more of whose property values are certified by a procedure which establishes
metrological traceability to an accurate realization of the unit in which the property values
are expressed, and for which each certified value is accompanied by an uncertamty ata
stated level of confidence (slightly modified from VIMO4) : .

NOTE: The ferm “Standard Reference Malerial" (SRM) is the name of a
certified reference matenial (CRM), which is the trademark name of a
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o cemﬁed reference matenai that has been ceri:ﬁed and is d;stnbuted by the
Natlonai Insm‘ute of Standam‘s and Technofogy (N!SD :

-collaboratwe study A Collaboratwe study is an mter-laboratory study in: whlch each

- laboratory uses the deﬂned method of analysis to analyze identical portions of
_ hcmogeneous materials to assess the perfonnance characteristics obtained for. that

method of analysis. It is designed to measure inter-laboratory reproduc:b;luty, so that ut

" can be determined if the method can be. suooessfuily performed by. laboratories other. than
" the originating laboratory. For methods having more than one sample preparatlon or

enrichment scheme, itis neoessaryto testone matnx per sample preparatmn or -
ennchmentsc.heme L O R L R TN B AR R T

o Detecﬁon hmit A detectlon llmrt is the Eowest amount of analyte in a samp!e whlch can

' detect;on (LGD), whach is the Iowest ooncentrat:on Ievel that can be determmed as
- -stattstucally different from a blank at a specified level of confidence. Itis detenmned from

the analysis of sample blanks and samples at Ievels near the expected LOE) (see ISO '
11843 CLS! EP'!?) , TS .

. Exciuswity Specrf‘csty, the ablllty of the method to dfsﬁnguish the target fmm s:rmlar but
- genetically distinct non-target. It is the lack of interference in the alternative m_ethod from _

a relevani range of non-target strains whsch are potentlally cmss-reachve

ific reiated foods Append;x 2 t;sts nine recommended

o -_:_;food;__catagon'es- rﬁeat productswpoixltry, fish and seafood: products, frut- and vegetable- _
‘based products, dairy products chocolatefbakery products amma[ feeds pasta and .

'mssce!ianeous Co

Food matrix Components that oomprise the fcod sample

Food product Any substance usua!ly oomposed pr;manly of carbohydrates fats water

-and/or proteins that can be eaten or drunk by an animal or human for nutntlon or.
' pieasure See APPEND!X 5 for examples of representative food producis

Food type An ltem that is processed partially processed of unprocessed for =
consumption. APPENDIX 5 lists various types such as raw, heat pfocessed frozen, :
fermented cured smoked dty, towmois!ure eic A et

Fractional movery Valldatron cnterion that 1s sat:sﬁed when a common set of samples

(e.g., inoculation level), yields a partial number-of positive determinations and a- partial
. number of negative determinations within a replicate set of samples. The proporhen of

positive samples should approximate 50% (£25%) of the total number of replicates in the
set. A set of replicate analyses are those replicates analyzed by on method (either
:reference or alternate). In the context of the entire data set, values outs:de the prescribed
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- fractlonal range (50%125%) may be eonsrdered For example for studies where a larger f

number of test portions were analyzed, (i.e., 60), a larger fractional range may be
acceptable. Other parameters may be consrdered onan zndlvrdual basis.

Inclusivity: Sensitivity; the ability of the method {o detect a wide range of targets by a
defined relatedness e.g. taxonomic lmmunological genetic eomposzhon v

incurred samples Naluraily-contam:nated test samples

Laboratory An entity that performs tests and/for cailbratlons When a Iaboratory is part
of an organization that carries out activities additional to sample preparation, testing and
calibration, the term {aboratory refers only to those parts of that organization that are
involved in the sample preparation, testing and calibration process. A laboratory’s -~
activities may be carried out at a permanent, temporary, or remote location. .

Limit of Quantification (LOQ): Lowest amount or concentration of anelyte that can be
quantitatively determined with an acceptable level of uncertainty, also referred to as the
~ limit of determination.. _ . _ :

Lmearlty Defines the abllsty of the method to obtain test results proportlonal to the
concentration.

Matrix blank: A quality control sample ofa specrfed amount of matrix that does not
contain the analyte of lnterest . - _

Matrix spike: An aliquot of a sample prepared by adding a known quantlty of target
analytes to a specified amount of matrix and subjected to the entire anaiytical procedure

’ to establish if the method or procedure Is appropriate for the analysis of a spectﬁc analyte
in a particular matrix. -

Method blank: Quality control sample that dees ﬁei contain the anelytes of interest but
is subjected to all sample processing operations including all reagents used to analyze
the test samples

Method Detm:tron L.rmlt (MDL also known as LOD) Lowest amount or conoentratlon
of analivte that a specific method. can statistically differentiate from analyte-free sample
matrix. This is dependent on sensitivity, mstrumental noise, blank vanablllty, sample
matrix vanabillty and dllutlon factor.

Minimum Detectabla Concentratron (MDC) An estimate of the minimum true
concentration of analyte that must be present in a sample to ensure a specified high
probability (usually >95%) that the measured response will exceed the detection
threshold (i.e., critical value), leading one to conclude correctly that the analyte is present.
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_Mlmmum Quantiﬁab!o Concentration (MQO) The smalles! coneentrahon of analyte
whose presence in a laboratory sample ensures the relative standard dewatnon of the
'measurement does not exceed & speclﬁed value, usuai!y 10 percent. _

_ Precision Degree of agreement of measurements under spec&ﬂed condltlons The
precision is described by statistical methods such as a standard deviation or conﬁdence
limit. - See also Random Error; Repeatabﬂily expresses the precision’ under the same. -

“operating conditions over a short period of ime. Intermediate precision expresses. w;thm~
laboratory variations, such as different days, different analysts, and dlfferent equlpment

Reprodu