State of California
Office of Administrative Law

In re: ' NOTICE OF APPROVAL OF EMERGENCY
Department of Public Health REGULATORY ACTION

Regulatory Action:

Government Code Sections 11346.1 and

Title 17, Cahforma Code of Regulations 11349.6

Adopt sections: 40100, 40101, 40102, ;
B s OAL Matter Number: 2018-0525-02
40130, 40131, 40133,
28: gg: :g: g;; :g: gg: OAL Matter Type: Emergency Readopt (EE)
40162, 40165, 40167,
40169, 40175, 40177,
40178, 40180, 40182,
40200, 40205, 40220,
40222, 40223, 40225,
40232, 40234, 40236,
40238, 40240, 40242,
40250, 40252, 40254,
40256, 40258, 40260,
40262, 40264, 40266,
40268, 40270, 40272,
40275, 40277, 40280,
40282, 40290, 40292,
40300, 40305, 40306,
40310, 40400, 40401,
40403, 40405, 40406,
40408, 40410, 40411,
40412, 40415, 40500,
40510, 40512, 40513,
40515, 40517, 40525,
40550, 40601

Amend sections:

Repeal sections:

This emergency rulemaking action by the Department of Public Health readopts eighty
sections in chapter 13 of division 1 of title 17 of the California Code of Regulations in
response to the Medicinal and Adult-Use Cannabis Regulation and Safety Act (Senate
Bill 94, Stats. 2017, Ch. 27). This action will: 1) establish the licensing scheme,
including temporary licenses, for manufacturers of manufactured cannabis products,
including the requirements for applications and the individuals or entities that are
required to submit applications; 2) establish licensing fees; 3) set minimum standards
_for extraction processes; 4) set minimum standards for sanitary manufacturing
practices; 5) establish licensee responsibilities for operations including requirements
related to security, training, recordkeeping, and disposal; 6) establish quality and safety



standards for finished manufactured cannabis products; and 7) establish packaging and
labeling standards for manufactured cannabis products.

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.

. | \m@
Date: June 4, 2018 ' N

yS McNeill
: Atto Y

For: Debra M. Cornez
: - Director
Original: Dr. Karen Smith, Director :
Copy: Linda M. Cortez
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DPH-17-010E
Emergency Cannabls Regulation — Cannabis Manufacturing Licensing

June 1, 2018 o

Attachment to Std. 400 NOTICE PUBLICATION/REGULATIONS SUBMISSION
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SECTION(S) AFFECTED (List all section number(s) individually. Attach additional sheet
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California Code of Regulations, Title 17
_ . - Division 1 e _
Chapter 13. Manufactured Cannabis Safety
e -SUBCH_APTER 1. General Provisions and Definitions .
2 - Article 1. Defmltlons '
Readopt §40100 with amendments - :
- §40100. Definitions. . |
" In addition to the definitions in Business and Professions Code section 26001, the

- following definitions shall govern the construction of this chapter: =

(a) “A-license” means a I'i_cen.ée issued for commercial cannabis activities involving
cannabis and cannabis products’._that_are intended for individuals 21 years of age-and
otder ahd who do not possess physiciah s recommendations. i

(b) “Act’ means the Medicinal and Adult-Use Cannabss Regulation and Safety Act,
_COdierd at Business.and Professions Code section 26000, et seq. :

(c) “Actual yield” means the:quantity that is actually produced at any approprsate
step of. manufacture or packagxng of a particular cannabls product. '

(d) “Adequate” means that whlch is necessary to accomplish the mtended purpose in

keeping with good public health practice to ensure cannabls product quality %keepmg .

(e) ‘.‘AdUE't-use Market” means the products intended for sale at an-A-licensed a

retailer or microbusiness to mdzwduals 21 years of age and older and who do not -
- possess physician’s recommendatzons o

(f) “Aduiterated” or “adulteration” has the meaning stated in section 26131 of the

Business-and-Professions Cede-Act.
.__(g)._‘.'-AIEe_rgen".-means a major food --a!lergesi- including any of the following: (1) Milk,

'eggs, fish (e.g., bass, flounder, or cod), crustacean shelffish (e.g., crab, lobster, or |
shrimp), tree nuts (e.g., almonds, pecans, or walnuts), wheat, peanuts, and so’ybeans,'

- (2) A food ingredient that contains protein derived from a food specified in (1), except
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DPH-17-010E - READOPTION -
- Cannabis Manufacturing Licensing
May-18,2018 June 2 201 8
the foflow;ng Any highly refined oil derived from a food spemfued in (1) and any
ingredient derived from such highly refined oil.

(h) "Allergen cross-contact” means the unintentional incorporation of a food allergen
intc a cannabis product. _

(i) “Applicant” means the owner that is appiying on behalf of the commercial
cannabis business for a license to manufacture cannabis products.

(i) “Batch” or “production batch” means either: _ _

(1) An amount of cannabis concentrate or extract produced in one production cycle
using the same extraction methods and standard operating procedurés; or

(2) An amount of a type of cannabis product produced in one production cycle using
the same formulation and standard operating procedures.

(k) “Bureau” means the Bureau of Cannabis Control in the Department of Consumer
Affairs. : _ |

) “Cannabis concentrate” means cannabis that has undergone a process to
- concentrate one or more active cannabinoids, thereby increasing the product's potency.
For purposes of this chapter, “cannabis concentrate” includes, but is not limited to, the
separated resin obtained from cannabis, whether crude or purified, tinctures, capsu!es
supposatones extracts, and vape cartridges. ’ _

{m) “Cannabis product” as used in this chapter means cannabis that has undergone
a process whereby the plant material has been transformed into a concentrate,
~ including, but not limited to, concentrated cannabis, or an edible or topical product
containing cannabis or concentrated cannabis and other ingredients.

(n) "Cannabis product quality,” “quality cannabis product,” or “quality” means that the
cannabis product consistehtly meets the established specifications for idehtity,
cannabinoid concentration (as defined specified in Section 5724 of Title 16 of the
California Code of Regulations), composition, and limits on contaminants (as defined
specified in Sectionsg 5718 to 5723, inclusive, of Title 16 of the California Code of
Regulations), and has been manufactured, packaged, labeled, and held under
conditions to prevent adulteration and misbranding. '

(0) “Cannabis waste” is waste that contains cannabis or cannabis products.
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(p) “CBD” means the compound cannabidiol. :

(q) “Commerc;al—grede non-residential door lock” means a Iock manufactured for
comrnercratuse L s T e e e

(r) ‘ Component means any subStance.or__item .i_nt_end'ed_for,uSe in the manufacture
- of a cannabis product, including those substances or items that are not intended to
appear in the final form of the product “Component” fayincludes cannabts, c_annabis
products used as lngred;ents other mgredlents and processing aids.’ -

{s). “Contact surface means any surface that contacts cannabis products, and
| cannabls product components and those surfaces from which dralnage or other -
_ transfer onto the cannabts product or cannabzs product components occurs durang the
normal course of operatrons Examples of contact surfaces include contalners utensﬂs
tables, and equnpment B A A '

: (t).“Department means the State Department of Public Health.

(u) “Distribution” means the procurement sale and transport of cannabis and
cannabis produots between licensees, - L ' '

(v) “Edible cannabis product ‘means a cannab|s product intended to be used orally,

in whole or in. part for. human consumptlon For purposes of this chapter, “edlbte -

” '_ _cannabzs product does not znclude any. product otherwnse deftned as “cannabis
ooncentrate e ] : '
(w)' “Env:ronmental pathogen means a pathogen capabte of survwlng and per3|st1ng
~within the _m_a_nuf_ac_tur_mg environment such -th_at.cannabts products maybe .
contaminated and may result in iliness if consumed or used without treatmentto
significantly minimize the environmental pathogen. .Examples of environmentat'
pathogens include Listeria monocytogenes and Saimonel[a spp. but do not lnctude the
spores of pathogenic spore-forming bacteria. '
(x) “Extraction” means a process by which cannabinoids are separated from -
- cannabis plant material through chemical or physical means. RS
(y) “Finished product” means a cannabis product in its ftnat form to be sold ata retail

ptemtses
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(2) “Harvest batch"'means a_specifically ident_iﬁed guantity of dried flower or trim,

leaves, and other cannabis plant matter that is uniform in strain, harvested at the same

time, and, if applicable, cultivated using the same pesticides and other agricultural

chemicals, and harvested at the same time.

(zaa) “Hazard” means any biological, chemical, i‘adio[Ogica!, or physical agent that
has the potential to é:ause itlness or injury. - -

(aabb) "Holding” means storage of cannabis or cannabis products and includes
activities performed incidental to storage of a cannabis product and activities performed
as a practical necessity for the distribution of that cannabis product.

{(bbcc) “Informational panel” means any part of the cannabis product label that is not
the primary panel and that contains required Iabéling information.

(eedd) “Infusion” means a process by which cannabis, cannabinoids, or cannabis
concentrates are directly incorporated into a product formulation to produce a cannabis |
product. _ ,

(ddee) “Ingredient” means any substance that is used in the' manufacture of a
cannabis product and that is intended to be present in the product’s final form.

{eeff) “In-process material” means any material that is fabricated, compounded,
blended, ground, extracted, sifted, sterilized, derived by chemical reaction, or processed
in any other way for use in the manufacture of a cannabis product. _

(ffag) “Labeling” means any label or other written, printed, or graphic matter upon a
cannabis product, or upon its container or wrapper, or that accompanies any cannabis
product.

(gghh) “Limited-access area” means an area in which cannabis is stored or held and
is only accessiblé to a licensee and authorized personnel. _

(hhii) “M-license” means a license issued for commercial cannabis activity invo'iving |
medicinal cannabis. _

(iij)) “Manufacturer licensee” or “licensee” means the holder of a manufacturer
license issued pursuant to the Act. |

(jikk) “Manufacture” means to compound, blend, extract, infuse, or otherwise make
or prepare a cannabis product.
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(1) The term "manufacture” includes the.f_o_[i_owing processes: .. -

l(A) Extraction processes; - : |

(B) Infusion processes; _ .

(C) Packaging or repackagmg of cannabis products and--

(D) Labeling or relabeling the packages of cannabis products. . - |

(2) The term “mahufacture” does not include the following:

(A) The repaokmg of cannabis products froma bulk shipping containerbya
dlstrlbutor or dlspensary where the product's ongmai packaging.and Iabelmg is not
othen/v;se altered; . . _ 2 s '

(B) The p[aolng of cannabls products into opaque packaging at a retail premises for
purpose of complying with section 26070.1 of the Act; or ‘

. ..( C) .The.ola.cement ofta staoker-statmq ‘FOR MEDICAL USE ONLY"on cannabis

products ata retall premises, ;f the cannabis product is so!d toa medtotnai -use

customer e . - R B s RERES . .
- (D) The col!eotion of the gtandutanr resmous tnchomes that are. d;slodged or sifted
from the cannabis plant incident to cultivation actlwt;esm by .a Itoeosed cultivator in

accordance with the requirements of the California. Department of Food and Aqnculture_ o

speolﬂed tn Artlole 4 of Chapter 1 of Dzwsnon 8 of Tltie 3 of the Callfornla Cede of

Requlat|ons or .-

( E) The processing of nonmanufaotured cannabss products as defined in Seotion

8000 of T;tle 3 of the California Code of Regulations; by a licensed cultivatorin ©

~accordance with the requirements of the Cal;forma Department of Food and Aqncutture

soecn‘ted m Amole 4 of Chaoter 1 of DiViSIon 8 of Title 3 of the Cahfornsa Code of

Regulat:ons . _ i Lt .
(kkli) "Manufacturmg or “manufacturing operation” means all aspects of the -

extraction process. andfor infusion process, and packaging and labeling processes, =

including processing, preparing, holding, -and -and storing;-packaging-erlabeling of -
_oannab:s products Menufactunng also includes any processing, preparlng, holding, 1 or

_stormg of components and mgredzents
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(imm) "Microorganisms” means yeasts; molds, bacteria, viruses, protozoa, andler
microscopic parasites and includes species that are pathogens. The term “undesirable
microorganisms” includes those microorganisms that are pathogen_s, that subject a
cannabis product to decomposition, that indicate that a cannabis product is
contaminated w'ith filth, or that otherwise may cause a cannabis product to be
adulterated. '

_(ramnn) “Monitor” means to conduct a planned sequence of observations or
measurements to assess whether control measures are operating as intended.

{ano0) “Nonvolatile solvent” means any soivent used in the extraction process that is
not a volatile solvent. For purposes of this chapter, "nonvolatile solvents” includé
carbon dioxide and ethanol. | | _

(eepp) “Package” or “packaging” me.ans any container or wrépper that may be used
for enclosing or containing any cannabis products. The term “package” does not include
any shipping container or outer wrapping used solely for the transportation of cannabis
products in bulk quantity to another licensee or licensed premises. |

(ppaq) “Pathogen” means a microorganism that can cause illness or injury.

(gqrr) “Personnel” means any worker engaged in the performance or supervision of
. operations at a manufacturing faciity premises and includes full-time employees, part-
time employees, temporary employees, contractors, and volunteers. For purposes of
training requirements, “personnel” also includes owner-operators. .

(ress) “Person” includes any individual, firm, partnership, joint venture, association,
corporation, -limited liability company, estate, trust, business trust, receiver, syndicate, or
any other group or combination acting as a unit; and the plural as well as the singular.

| (sstl) “Pest” means an undesired insect, rodent, nematode (small worm), fungus,
bird, vertebrate, invertebrate, weed, virus, bacteria, or other microorganism (except
microorgahisms on or in humans or animals) injurious toshealth or the environment.

(#uu) “Premises” means the designated structure(s) and land specified in the
application that is owned, leased, or otherwise held under the control of the applicant or

licensee where the commercial cannabis activity (as defined in subdivision (k) of section
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26001 of the Business-and-Professions-Coede Act) will be or is conducted. The -
premises shall be a contiguous area and shall only be occupied by one licensee. -

(uvv) “Preventive controls” means those risk-based, reasonably appropriate
procedures, practices, and processes that a person knowledgeable .about the safe
manufactunng processing, packing, or holding of food would employ to sagn:fscantiy
minimize or prevent the hazards identified pursuant to a hazard analysis. -

- (vwww) “Primary panel” means the part of a cannabis product label that is most likely
to be d|splayed presented, shown, or exammed under customary conditions of display
for retail sale. . '

(wavxx) “Processing aid” mea_ns_ any substance fhat is added to a Cannabis product
d-urihg manufacture but-is removed in some manner from the cannabis product before it
is packaged in its finished form. This includes substances that are converted into ™
constituents normally present in the product, and do not significantly increase thé 5
amount bf the constituent naturally found in the product. This also includes substances

-that are added to aproduct for their technical or functional effect i in the processing but
are present in the finished product at mmgmfscant Ievels and do not have any techmc:al
__orfunctional effect in that product. . T L '

- (eeyy) “Product Identzty’ or-‘“identity of the product” means the generic or common
name_of-.the produbt-type by.which it is:-most.commonly known. - For edible pro'ducts the
product identity sha![ not contain any trademarked identity of a traditional food product
or the term “candy” or “candies.” :

(¥yzz) "Qualified individual” means a person who has the education, training, or
experience (or a co'm'bination thereof) necessary to manufacture guality cannabis - |
products as appropriate to the individual's assigned duties. A quallfied individual may
be, but is not required to be, an empioyee of the Ilcensee TR '

(aaa) “Quality control” means a planned and systematic operation or- procedure for
ensurlng the quality of a cannabis product. - B e

(bbb) “Quality control operation” means a planned and systematic procedure for -

: tak_ing all actions necessary to prevent cannabis product(s) from being ad_ultera_ted or

misbranded.
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(cec) “Quality control personnel” means any person, persons, or group, designated
by the licensee to be responsible for quality control operations. , )

(ddd) "Quarantine” means the storage or identification of a product; to prevent
distribution or transfer of the'product.

(eee) “Raw material” means any unproce§§_ed material in its raw or natural state that
is intended to become part of the componenté of a cannabis product.

(fff) “Sanitize” means to adequately treat cleaned surfaces by a process that is
effective in destroying vegetative cells of pathogens, and in substantially reducing
numbers of other undesirable microorganisms, but without adversely affecting the
product or its safety for the consumer.

{(ggg) “Serving” means the designated amount of cannabis product established by
the manufacturer to constitute a single unit.

(hhh) “THC" means the compound tetrahydrocannabinol. For purposes oflth'is
chapter, “THC" refers specifically to delta 9-tetrahydrocannabinol. |

(iii} “Theoretical yield” means the quantity of a particular cannabis product that would
be produced at any appropriate step of manufacture or packaging, based upon the
quantity of components or packaging to be used, in the absence of any loss 6r error in
actual production. | _ |

(iij) “Topical cannabis product” means a cannabis product intended to be applied to
the skin rather than ingested or inhaled. '

(kkk) “Track and trace system” means the program for reporting the movement of
cannabis and cannabis products through the distribution chain established by the
Department of Food and Agriculture in accordance with section 26067 of the Act.

(IN)'UID" means the unique identifier for use in the track-and-trace system
established by the Department of Food and Agriculture in accordance with section
26069 of the Act.

(mmm} “Universal symbol” means the symbol developed by the Department
pursuant to paragraph (7) of subdivision (c) of section 26130 of the Act to indicate a

product contains cannabinoids.
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(nnn) “Validation” means obtaining and evaluating scientific and technical evidence
that a control measure, combination of control measures, or quality control probedu_res
as a whole, when properly lmpiemented is capab!e of. effectlveiy controi!mg the '
‘identified hazard ' R '

(000) “Verification” means the application of methods, procedures, tests, or other
evaluations, in addition to monitoring, to determine whether a control mea5uré of
combination of control measures is or has been operating as zntended and to establish
the vaildlty of: the quality control procedures. - ’ L

- {ppp) _“:Voiatx!_e solvent” means any solvent that is or produces a flammable gas or
_ya:pot_-that_, when present.in the air in sufficient quantities, will create explo_s:ve or
' i.g'nitabie mixtures. Examples of volatile solvents include, but are not li'mit_ed to, butane,
 hexane, and propane. | ' i

Authority:  Sections.26012; 26013; and 26130, Business and PrOfeszs'fons Code. -
-Reference: Sections 26001 26120; and. 26130 Business and Professzons Code—
Section 11018.1, Health and Safety Code.
Readopt §401 01 w:th amendments
§40101 Apphcablhty e

(a) Unless otherwase spec:lﬂed the requarements of this chapter apply to alf Ilcensed

manufactur_e_rs_,_an_d to-the manufacture of cannabis products for either both the
medicinal-use market er-and-the adult-use market. -

(b) The requirements for the production, packaging, and labeling of cannabis

products in ef-subchapters 3, 4, and 5 shall apply to licensed microbusinesses
conducting manufacturing operations. B ; o .

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26050, and_ 26106, Business and Professions Code.

Readopt §40102
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§40102. Owners and Financial Interest Holders.

(a) An owner shall mean any of the following:

(1) Any person that has an aggregate ownership interest, other than a security
interest, lien, or encumbrance, in a commercial cannabis business of 20 percent or
more; _

(2) The chief executive officer of a commercial cannabis business;

(3) If a non-profit entity, each member of the Board of Directors; "

(4) Any individual that will be participating in the direction, control, or manageh}ent of
the licensed commercial cannabis business. An owner who is an individual participating
in the direction, control, or management of the commercial cannabis business includes 7
any of the following: ‘

(A) Each general partner of a commercial cannabis business that is organized as a
partnership;

(B) Each non-member manager or managing member of a limited liability company
" for a commercial cannabis business that is organized as a limited liability company; and

(C) Each officer or director of a commercial cannabis business that is organized as a -
corporation.

(b) Persons that hold an ownership interest of less than 20 percent in a commercial
cannabis business are considered to be financial interest holders for purposes of
subsection (d) of section 26051.5 of the Act and shall be disclosed on the application for
licensure. A financial interest means 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.

(c) The following persons are not considered to be owners or financial interest
holders:

(1) A bank or financial institution whose interest constitutes a loan;

(2) Persons whose only ownership interest in the commercial cannabis business is
through an interest in a diversified mutual fund, blind trust, or similar instrument:

(3) Persons whose only financial interest is a security interest, lien, or encumbrance
on property that will be used by the commercial cannabis business; and
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(4) Persons who hold a share of stock that is less than 5 percent of the total shares
‘in a publicly traded company. ' : '

Authority: Sec_t_ion_s'26012; and-26013, Business and Professions Code. Reference:
Septions_ZGOQi_;'an_d_ 26051.5, Business and Professions Code.
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- _ Article 2. General Provisions
Readopt §40115 with amendments
§40115. License Required.

(a) Every person who manufactures cannabis products shall obtain and maintain a

valid manufacturer license from the Department for each separate premises at which

cannabis-products-will-be-manufastured manufacturing operations will be conducted.

(b) No person shall manufacture cannabis products without a valid license from the

Department. -

(C) A RAL

{e) Licenses shall not be transferrable.

Authority: Sections 26012; 26013 and 26130, Business and Professions Code.
Reference: Sections 26053, Business and Professions Code.

Readopt §40116 with amendments

§40116. Personnel Prohibited from Holding Licenses.

(a) A license authorized by the Act and issued by the Department may not be held
by, or issued to, any person holding office in, or employed by, any agency of the State
of California or any of its political subdivisions when the duties of such person have to
do with the enforcement of the Act or any-ether penal provisions of law of this State
prohibiting or regulating the sale, use, possession, transportation, distribution, testing,
manufacturing, or cultivation of cannabis or cannabis products.

(b) This section applies to, but is not limited to, any persons employed in the State of
California Department of Justice as a peace officer, in any district attorney's office, in

any city attorney’s office, in any sheriff's office, or in any local police department.
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(c) All persons listed in subsection (a) or (b) may not have any ownership interest,
directly or indirectly, in any business to be operated or conducted under a cannabis .
license. - B B |
{d) This section does not apply to any person who holds a Ilcense in the capacity of
executor, adm_lmst_rator_ or _g_uardla_n _ ‘ '

Authority: Sections 26012; 26013 an_d'26130, Business and Professions Code. -
Re_fe;en(;e:-SectEQns_ 26010 and 26012, Business and Professions Code. . .-

Readopt §40118 with amendments . .
§40118. Manufactunng License Categones and Types
(@) Ma

{b}‘l‘he foliowmg lzcense types are available from the Department:

(1) “Type.7," for extractions using voiatlie solvents as defined by subsection (ppo) of
Section 40100. A Type 7 licensee may also S ' '

(A) Conduct extractions using nonvolatile _s_qive_n@s_or_._mechaniﬁ:af_._fnet_h_ods onthe

Iice_hs_g_d premises provided that the extraction process is noted on the application form

and the relevant information pursuant to Section 40131 is provided to the Department;
(B) Conduct infusion operations on the licensed premises, provided that the infusion

~ method is noted on the application form and thatthe relevant information pursuant fo -

Section 40131 is provided to the Department; and - :
(C) Conduct packaging and labeling of cannabis products on the licensed premises:;
nd '

(D) Register and operate their licensed premises as a shared-use facility in

accordance with Article 6 {commencing with Section 40190).

(2) “Type 6,” for extractions using mechanical methods or nonvolatile solvents as

_defined by subsection (00) of Section 40100. A Type 6 licensee may also eenduct;

(A) Conduct infusion operations and-packaging-andlabeling-of cannabis-produsts on

the licensed premises, provided that the infusion method is noted on the application
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fdrm and the relevant information pursuant to Section 40131 is provided to the

Department:;

(B) Conduct packaging and labeling of cannabis produdts on the licensed premises;

(C) Register and operate their licensed premises as a shared-use facility in -

accordance with Articie 8 (commencing with Section 40190).

(3) “Type N,” for manufacturers that produce edible products or topical products
using infusion processes, or other types of cannabis products other than extracts or
concentrates. A Type N licensee may also paekage .

(A) Package and label cannabis products on the licensed premises:; and

(B) Reqgister and operate their licensed premises as a shared-use facility in

accordance with Article 6 (commencing with Section 40190).

(4) “Typé P,” for manufacturers that only package or repackage cannabis products
or label or relabel the-cannabis product' containers or wrappers. -Manufacturers-that

(5) “Type S," for manufacturers that conduct commercial cannabis manufacturing

activities in accordance with Article 6 (commencing with Section 40190) at a registered

shared-use facility.

Authority: Sections 26012; 26013 and 26130, Business ahd Professions Code.
Reference: Sections 26012; 26050; and 26130, Business and Profes'sions Code.
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SUBCHAPTER 2 - MANUFACTURING LICENSES
Article 1. Apphcatlons for Licensure a
Readopt §40126 : R &

- §40126. Temporary Licenses.

(a) To request a temporary lrcense -an app[;oent shall submit to the Department the
foilow:ng e . i :

(1) Form CDPH-9041 (10/17) ‘which is ‘hereby incorporated by reference |

(2) A copy of a local ficense, permit, or other authorlzetlon ;ssued by a local
jurisdiction, that enables the appircent to conduct commercral cannabzs busrness at the
location requested for the temporary license. Upon recelpt of the apphcat:on the |
Department shall contact the applicable local Junsdlctron to oonﬁrm the vahdlty of the
authorization. " If the local }UI’ISdECtIOI‘t does ot respond wsthln 10 catendar 'da'y's the _
Department shall consu:ter the authorization va!sd g i _

(b) A temporary license shall be valid for 120 days from the effectlve date No
temporary license shalf be effective pnor to January 1, 2018. '

(c) A temporary Eicense may be extended by the Department for additional 90- day

_ _penods if the holder of a temporary lrcense submits a complete application for annuat

licensure to the Department pursuant to Sectlon 40128 pnor to the rnlt:ai explratlon date :
of the temporary license. ST _ L : SR R

(d) A temporary license is a conditional license and authonzes the holder thereof o
engage in commercial cannabis activity as would be permitted under the pnvaleges of
the license forwhich:the applicant may- subm;t an appnoation to the lzcens:ng authonty

(e} Refusal by the Department to issue or extend a temporary license shall not
entitle the applicant to a hearing or eppeal of the decnsmn Chapter 2 (commencmg with
Section 480) of Drvrsson 1.5 and Chapter 4 (commeno:ng with Section 26040) of the
Business and Professions Code shall not apply to temporary licenses.

- (f) A'temporary license does not obtlgate the Department to issue an anndat 'Iioense
to the temporary t;cense holder, nor does the temporary Itcense create a Vested rrght in
the hoEderto either an extensnon of the temporary ||cense orto the grantmg of a. '. -

subsequent annual license.
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Authority: Sections 26013; and 26130, Business and Professions Code. Reference:
Section 26050.1, Business and Professions Code.

Readopt §40128 with amendments :
§40128. Annual License Application Requirements.

(a) To apply for a manufacturer license from the Department, the applicant shall
submit the foEIowing on behalf of the commercial cannabis business:

(1) A completed application form as prescribed by the Department, or through enline
submission the Onlf_ne licensing system available on the Depaﬁment’s website, which

includes ali of the following information: _
(A) Business information specified in Section 40129; -
(B) Owner information as specifiéd in Section 40130; and -
(C) Manufacturing premises and operations information as specﬁified in Section

40131+

(2) For new _app!ications, Fthe nonréfundablé application fee as s'pecified in Section .
40150; ’ |

(3) Ewdence of comohance with or exemptlon from the California Enwronmental
Quality Act (CEQA) as specified in Section 40132.; and _

(4) The limited waiver of sovereign immunity as specified in Section 40133, if

applicable.
(b) The appllcatlon sha!l be signed by the applicant under penalty of perjury that the

information provided is complete, true, and accurate, and shall include the following
attestahons

(1) The applicant is authonzed to act on behalf of the commercial cannabis

business; o - _ o
(2) If the licensed-premises applicant has 20 or more employees, the applicant has
entered, or will enter into a labor peace agreement and will

abide by the terms of the agreement as requn'ed by section 26051.5 (a)(5)(A) of the Act.
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(3) The commercial cannabis business is operating in compliance with all local

ordmances and . _ ST 3 5 _
(4) The proposed premises is not within a 600-foot rad!us of the perimeter of a
sohooi providing instruction in kmdergarten orany. grades 1 through 12, ora day care
center, or youth center, or that the premises complies W|th the EocaE ordlnance s
specrfy;ng a dn‘ferent radius, as specr’r" edin section 26054(b) of the Act |

Authorsty Sectlons 26012 26013 and 26130, Business and Professzons Code.
: Reference Sect:ons 26050 26051 5, and 26054 Busmess and Profess;ons Code

' Readopt §40129 wrth amendments . . .. ..

§40129 Annual License Apphcatlon Requrrements Busmess Informatnon

(@) The applicant shall subm;t the followmg information for the commercral cannabrs
__busmess e . ' BE—
(1) The IegaE busmess name;: . _ |
(2) The federaf tax :dentlfloatson number If the commerolal cannabls busmess isa

so!e _propnetorshlp without a federal tax identification number, the applicant shall submit

the social security number or individual taxpayer identification number of the sole
proprietor; ' :

(3) The name(s) under whlch the busmess will operate { Flctrtrous Buerness Name.
Trade Name “Doing Busmess As"), if applicable; ' '

(4) The bus;ness s mailing address which will serve as the: address of. record

(5) The name, tatie phone number and email address of the primary contact person
for the commercial cannabis business; T e

-(6) The seller's permit number issued by the. Callfom:a Department of Tax and Fee
Admsnistratzon or notification iSSUGd by the California Department of Tax and’ Fee o
Administration that the business is not required to have a seller’s permit. If the applicant
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has not yet received a seller's permit, the applicant shall attest that the applicant is
currently applying for a seller's permit;
(7) The business structure of the commercial cannabis business as filed with the
California Secretary of State (e.g., limited liability company, partnership, corporation) or

operation as a sole proprietor. A commercial cannabis business that is a foreign

corporation under the California Corporations Code shall 4i'nkclude in with its application

the certificate of gualification issued by the Secrétary of State of California;
(8) A list of the owners, as defined in Section 40102;
.{9) A list of financial interest holders, as defined in Section 40102;, which shall
include: ‘

(A) For financial interest holders that are individuals, the first and fast name of the

individual, and the type and number of the individual's government-issued identification

{e.q. driver's license), or

(B) For financial interest holders that are entities, the legal business name and

federal taxpaver identification number of the entity. -

(10) Proof of having obtained a surety bond in the amount of $5,000, payable to the
State of California as obligee, to ensure payment of the cost incurred for the destruction
of cannabis or cannabis products necessitated by a violation of the Act or the
regulations adopted thereunder. The bond shall be issued by a corporate surety

licensed to transact surety business in the State of California;

(11) The license type applied for and whether‘thé application is for medicinal

cannabis product manufacturing, er adult-use cannabis product manufacturing, or both.
(b) Pursuant to section 26055(e) of the Act, an applicants may voluntarily submit a
copy of a license, permit, or other authorization to conduct commercial cannabis

manufacturing activities issued by the local jurisdiction. When an applicant submifs a

local authorization, uldpon receipt of the application, the Department shall contact the

applicable local jurisdiction to confirm the va[idity‘of the authorization. If the local
jurisdiction does not respond within 10 calendar days, the Department shall consider the

authorization valid.
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Authority: Sections 26012; 26013 and 26130, Business and Professions Code.
Reference: Sections_26050; and 26051.5, Businesg and Professions Code.
Readopt §40130 with amendments L
§401 30. Annual License Application Requirements - Owners.

~ (a) Each owner M%GH—MGMGHGJ shall submit all of the foilowzng mformatlon

QU)Name s : Vol o '

- (2) Title or position held; -

(3) Social security number or mdmdual taxpayer tdentiﬁcatton number; - -
(4) Date of birth; |

{5) Ma:hng address,
~(6) Contact phone number and email address;

(7) A-copy of _De_paﬁ'Mckﬂ“Q{" Jush‘ce. form'BCl'A'SG_‘.lG;anol o

(8) Dlsciosure of all of the followmg, mciuding dates and a descrtptlon of the -
c:rcumstances if applicable: -

- {A) Any criminal conviction from any jurisdiction.. Adjud:cat;ons by a juvenne court

' and anfractlons do not need to be disclosed. Convictions dismissed under Penai Code '

section 1203.4 or equivalent non-California law must be disclosed;

(B) Any civil proceeding or adminisirative citation, penalty or license sanctlon that is

' substantlaily related to the qualifications of a manufacturer as identified in Section -

40162, subsectlons {f) and (g), including proceedmgs penalties or sanct:ons agalnst
you or against a business entity in which you. were an owner or officer; S
(C) Any fines or penalties for cuitivation or production of a controlled substance on
public or private land pursuant to Fish and G'anﬁe Code section 12025 or 12025.1¢
{D) Any sanctions by a licensing authority, city, or county for unlicensed commercial
cannabis activity within 3 years preceding the date of the application;
- {E) Any suspension or revocation of a cannabis license by a licensing authority or

local jurisdiction within 3 years preceding the date of the application.
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- (b} The owner form shall be-signed-bythe-owner sign undér penalty of perjury that

the information provided is complete, true, and accurate.

(c) An owner disclosing a criminal conviction or other pénalty or sanction pursuant to
subsection (a), paragraphs (8)(A) and (B), shall submit any evidence of rehabilitation
with the application for consideration by the Department. A statement of rehabilitation
shall be written by the owner and contain all the evidence that the owner would like the
Department 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, evidence specified in Section 40165, and dated Iettérs of reference from
employers, instructoré, or counselors that contain valid contact information for the

individual providing the reference.

Authority: Sections 26012; 26013 and 26130, Bﬁsiness and Professions Code.
Reference: Sections 26012; 26013, 26050; 26055; and 26130, Business and
Professions Code.

Readopt §40131 with amendments - _
§40131. Annual License Application Réquirements--— Manufacturing Premises

and Operations Information.
The applicant shall submit all of the following information regarding the
manufacturing premises and operation:

(a) The physical address of the manufacturing premises;

(b) Whether the premises manufactures medicinal-use cannabis products -andfer
adult-use cannabis products, or both;

(c) The type of activity conducted at the premises (extraction, infusion, packaging,
and/or labeling); o ,

{d) The types of products that will be manufactured, packaged, or labeled, including .

a product list; ‘ _
(e) The name, title, email address, and phone number of the on-site individual who

manages the operation of the premises; -
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(f) The name, title, email address, and phone number of an alternate contaot person

- for the premises, if applicable;

(g) The number of emptoyees atthe | premises;

(h) The ant:crpated gross annual revenue from products manufactured at the

(i) A prerztises diagram The diagram shall be specific enough to ena:ble“re'ady
determlnatron of the bounds: of the. property and the proposed premtses to be hcensed

- showing all boundanes dimensions, entrances and ex:ts interior partitlons walls,
--rooms, windows, -and.common or shared entryways The' dlagram must show the areas

.in which all.commercial cannabis act;vmes will be conducted The dlagram shall be to

scaie If the proposed premlses cons:sts of only a portion of a property, the d;agram |
shaH be !abeied to: mdtcate which part of the property is the proposed premlses and
|dent|fy|ng whatthe remammg property is used for- CREE '

(i) The following information: N S DA DU

(A descrlptlon of. mventory control proced ures sufﬂcrent to demonstrate how the
apphcant WIH compty W|th the requrrements of Sectlon 40282 or a copy of the standard
operating-procedure addressing inventory control; ' ' .

(2) A descnpt:on of quality control procedures sufficient to demonstrate how the *
applicant wili comply with all of the applicable requ:rements specified in Sections 40232- _

. 40268 or a copy of the standard operating procedure addressmg quallty control

(3)A descript:on of the transportation process to be used by the appllcant that
descrxbes how cannabzs or. cannabls products will be’ transported mto and out of the

gremsses ts»meemphaaee—wrth—etate-taw or a copy of the stanciard operatmg procedure
addressmg transportation; -

(4):A description of security procedures sufficient to demonstrate how the applicant
will comply with the requnrements of Sectzon 40200 ora copy of the standard operatmg N
procedure addressmg secunty procedures ; ' ' R
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. (5) A description of the cannabis waste disposal procedures sufficient to
demonstrate how the applicant will comply with the requirements of Section 40290, ora
copy of the standard operating procedure addressing cannabis waste management.
(k) A written statement signed by the owner of the property, or the owner’s agent,
identifying the p'hysical location of the property and acknowledging and consenting to
the manufacture of cannabis products on the property. The name, address and contact

phone number for the owner or owner's agent shall be included;:

(1) A copy of the signed closed-loop system certification required pursuant to Section
40225, if applicable; o
(m) Any manufacturer submitting operating procedures and protocols to the

- Department pursuant to the Act and this chapter may claim such information as a trade
secret or confidential by clearly identifying such information as “confidential” on the
document at the time of submission. Any claim of confidentiality by a manufacturer must
be based on the manufacturer’s good faith belief that the information marked as.
confidéntial constitutes a trade secret as defined in Civil Code section 3426.1(d), or is
otherwise exempt from public disclosure under the California Public Records Act in

Government Code section 6250 et seq.

Authority: Sections 26012; 26013 and 26130, Business and Professions Code.
Reference: Sections26050; 26050.1; 26055; and 26130, Business and Professions -
Code.

Readopt §40133 with amendments

§40133. Limited Waiver of Sovereign Immunity..

(a) Any applicant or licensee that may fall within the scope of sovereign immunity
that may be asserted by a federally recognized 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 administrative or
judicial enforcement actions against the applicant or licensee, regardiess of the form of
relief sought, whether monetary or otherwise, under the state laws and regulations
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" governing commercial cannabis activity. The applicant or l'icensee must submit a written
waliver of sovereign immunity to the Department with any license application b’r renewal,
which is: valid for the period of the license. The wntten wawer shall mctude thatthe -
appt:cant or licensee has the lawfu} authonty to enter into the watver requrrect by this
section, the applicant or licensee hereby walves soveresgn zmmunrty, and the apptrcant
or trcensee agrees to do all ofthe following: ' SRR _

(1) Provide documentation to the Department that establsshes that the apptrcant or
licensee has the lawful: authonty to enter into the waiver reqwred by this sectlon

{2) Conduct all commercial cannabls actlwty in-full comphance wrth the state iaws
and regulat:ons governing commercial cannabts actwrty, mcludrng submissaon to all |
enforcement provrs:ons thereof; S

- (3) Allow access as required by state statute or regulatlon by persons Of entities
charged with dutzes under the state laws and regulatrons governlng comrnerc;at o
cannabis activity to any premlses or property at whzch the applicant conducts any
commercrat cannabis activrty, including premises or property where records of -
commerclal cannabis activity are maintained by or for the applzcant or Iicensee _

(4) Provrde ‘any-and all records reports and other documents as may be requrred
under the state ans and regulations: govemmg commerc1al cannabls actrvrty, B

(5) Conduct: commerczat cannabis act:wty w:th other state commermat cennabrs
licensees oniy, uniess otherwrse specified by state law _ [ERE

(6) Meet all of the reqwrernents for licensure under the state Iaws ‘and regulatrons
governing the conduct of commercial cannabis-activity, and prcvrde truthfuland
accurate documentatron and other information of the apptlcant ] quahflcattons and
swtaballty for. trcensure as may be requested - ST '

(7} Submit to the personal and subject matter jUi‘lSdiCthl’} of the Cahfornra courts to
address any matter related to the waiver or the commercial cannabis appl:caﬂon
license, or activity, and that all such matters and proceedings shall be govemed
construed and enforced in accordance with Callfornra substantrve and procedural law,
including but not limited to the Medicinal and Adutt Use Cannab;s Reguiatron and Safety
Act and the Administrative Procedure Act.: ' 2 ' ' -
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(b) The Deparﬂnent shall not approve an application for a state license if approval of
the license would violate the provisions of any local ordinance or regulation adopted in
accordance with Section 26200 of the Act 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 Department of any
changes that may materially affect the applicant'and licensee’s compliance with
subdivision (a). | - '

(d) Any failure by an applicant or licensee fo comply with the requirements of -
subdivisions (a) or (¢) shall be a basis for denial of an application or renewal or

discipline of a licensee.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Section 26011.5, Bu_siness and Professions Code.

Readopt §40135 . R
§40135. Incomplete Applications. - : _

(a) Incomplete applications will not be processed. Applications will only be
considered complete if all of the information requested under Sections 40128 to 40131
is included. The Depaﬁmeht shall issue a written notice to the applicant informing them
of any information missing from the application.

(b) If the applicant fails to submit the required information within 180 days from the
date of notice, the application shall be deemed abandoned.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.

Reference: Section 26050, Business and Professions Code.

Readopt §40137 _
§40137. Applicétion Withdrawal. | |

(a) An applicant may withdraw an application for annual licensure at any time prior to
the issuance or denial of the license. Requests to withdraw an application shall be
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submitted in wntlng to the Department or through enline-submission the online Ilcensmq
system available on the Department’'s website. : L SN

“(b) An applicant may reapply for annual licensure at any time subsequent to the . -

withdrawal of an application. -

Authority: Sections 26012; 26013; and 26130, Business and Profes_sib_n_s Code..
. Refe_ren:ce': .Seb_tior;s 26012; and 26050, Business and Professions Code.
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- Article 3. Fees
Readopt §401 50 with amendments
§40150. Application and License Fees.
(a) Manufacturer application fees and-annuatlicense-fees for new applications shall

apphrto-all-manufacturer-applicantsand-licensees; be as follows:
23(1) Fora Type 7, Type 6, Type N, or Type P license application, a A

nonrefundable application processing fee of $1,000 for each new appiication submitted;-

(2) For a Type S license application, a nonrefundable application processing fee of

$500 for each new application submitted. spall e

(b) The annual license feerbased—upen—arshééng—seae—%alculated as follows:

(1) For a licensed premises with an annual gross revenue of up to $100,000 (Tier 1),
the fee shall be $2,000;: - _ '

(2) For a licensed premises with annual gross revenue of $100,001 to $500,000
(Tier 11), the fee- shall be $7,500:-

(3) For a licensed premises with annual gross revenue of $500 001 to $1,500,000
(Tier HI), the fee shall be $15,000;- |

{4) For a licensed premises with annual gross revenue of $1,500,001 to $3,000,000
(Tier V), the fee shall be $25,000;- '

(5) For a licensed premises with annual gross revenue of $3,000,001 to $5,000,000
(Tier V), the fee shall be $35,000;

{6) For a licensed premises with an annual gross revenue of $5,000,001 to
$10,000,000 (Tier V1), the fee shall be $50,000;-

(7) For a licensed premises with an annual gross revenue of over $10,000,000 (Tierr
Vi), the fee shall be $75,000.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.

" Reference: Sections 26012; and 26180, Business and Professions Code.
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_ Article 4. Approval or Derual of Apphcatlon for Llcensure
Readopt §40155 with amendments ' : '
- §40155. New License Approval

(a) The Department shall notify the appllcant upon approvai ofa Itcense apphcatlon
by email or through the online licensing system available on the Denartment s website.

(b) The applicant shall pay the applicable license fee _sp'ecified in Section 401 50(b)
within 30 calendar days of notification. The license fee for the first year of licensure shall

be based on the estimated gross-annual revenue submitted in the license _éppii'ca'tion as

spec_ifi_e_d in Sect-ion--40131. SIS

aapheable—hea%s&fee—m#uH—No I|cense shall be issued before the license fee is pa|d to

- the Depaﬁment in fuli

Authority: Sections 26012;.26013 and 26130, Business and Prof_es's'ion'sl 'Cc_)de. '
Reference: Sections 26012; and 26130, Business and Professions Code. "

_Readopt §40156 e
: -§401 56 Pr:onty Llcense lssuance _
~(a) Pnorsty in issuance of licenses shal I be givento appllcants that can demonstrate
 that the commercial cannabis business was in operat:on underthe Compassxonate Use -
~ Act of 1996, ‘Health and. Safety Code sectlons 11362 5 et seq -as of September 1,
2016. _ . L s T
Ab) Eligibility for priorityin apphcatlon processmg shall be demonstrated by any of the _
_followzng, dated prior to September'l 2016: o R :
(1) Local license or permit or other written authorlzatlon
(2) Collective or Cooperative Membership Agreement;
- -. (3) Tax or business forms submitted to the Board of Equalization or Franchise Tax
Board: _ o o . _

(4) Incorparation. documents; or-
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(5) Any other business record that demonstrates the operation of the business prior
~ to September 1, 2016. - _ o
(c) Any applicant identified by the local jurisdiction pursuant to section 26054.2(b) of
the Act shall be considered eligible for priority issuance. |
~ (d) The Department may request additional documentation to verify the applicant’s

date of commencement of dperations.

Auth_ority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26012; 26054.2; and 26130, Business and Professions Code.

Readopt §40159 |
§40159. Denial of License.

- '(a) The Department may deny an application for a new or renewal license for any
reason specified in section 26057(b) of the Act. Further, the Department may deny a
new or renewal license application for any of the following additional reasons:

(1) The applicant, an owner, or licensee made a material misrepresentation in the
application for the license;

(2) An owner of the commercial cannabis business has been convicted of a crime or
has committed a violation of law substantially related to the qualifications, functions, or
duties of a manufacturer as identified in Section 40162; \

(3) The applicant or licensee has been denied a license to engage in commercial
cannabis activity by a state licensing authority; or '

(4) The applicant or licensee has denied the Department access to the premises.

(b) The Department shall deny an application for new or renewal license if the
proposed manufacturing operation or premises would violate the applicable local
ordinance.

(c) A conviction within the meaning of this section means a plea or verdict of guilty or
a conviction following a plea of nolo contendere.

(d) Prior to denial of a license based upon paragraph (2) of subsection (a), the
Department shall consider any evidence of rehabilitation as provided in Section 40165,
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Authority: Sections 26012; 26013; and 26130, Business and Professzons Code.
Reference: Sectlon 26057, Business and Professmns Code =

Readopt §40162
§40162. Substantially Related Acts. _

For the purpose of denlaf of a license, a conviction or violation from any ;urlsdictlon
that is substantially related to the quallflcatlons functxons and duties of the busmess for
which the application is made include: . S
(@) A violent felony. ccnwctlon as spec:ﬂed in subdiwsnon (c) of Sectlon 667.5 of the
Penatl Code; R

- {b) A serious felony conviction, as specified in sqbdivisionlt(c) of Section1192.70f

the Penal Code; _
| {c) A felony conviction irwolviné fraud, decett, or'emb'ez_zle_rn'ent;_ o _
(d) A felony conviction for hiring, employin‘g,:_or using a-minoriin _frans’pb?ting_,_ -
'~ carrying, selling, giving away, preparing for sale, or péddiing--any contrb!le’d 'sub's'ta'n'ce
toa minor, or offer;ng furnishing, or selling any controlled substance foa mmor
- (e) A felony conviction for drug traffzcklng with enhancements pursuant to Health and
Safety Code sectlons 11370.4 0r 11379.8; ' S N
~-{f) A violation of section 110620, 110625, 110630, 110760 110765, 110770,
11_07?'_5, 111290, 111295, 111300, 111440, 111445, 111450, or 111455 of the Health )
and Safet.yuCode (Sherman Food, Drug, and Cosmetic Law) that resulted in suspension
or | révocation of a license, administrative: penalty, civil prcsé'eding or cnmina’[cénv’ict'ion'
(g) A violation of sections 111950-112130 of the Health and Safety Code (Caizfomla _
Food Samtatlon Act) that resu!ted in suspensmn or revocation’ of a Ilcense o
admsnlstrat:ve penalty, civil proceeding or: cnmlnaf conviction; -
(h) A conviction of section 382 or 383 of the Penal Code; or
HA violation of law identified in subsections (f) or (g) committed by a business entity
in which an owner was an officer or-had an ownership interest is con3|dered a woiatlon

that is substantlatiy related to the owner's qualifications for licensure.
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Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26011.5; and 26057, Business and Professions Code.

Readopt §40165 with amendments
§40165. Criteria for Evidence of Rehabilitation.

(a) When evaluating whether a license should be issued or denied when an owner

~ has been convicted of a criminal offense or committed a violation of law that is
substantiaiiy related to the qualifications, functions, or duties of the business for which
the application is made, the Department shall consider the following criteria in its
evaluation of evidence of rehabilitation:

(1) The nature and severity of the act or offense, including the actual or potential
harm to the public; '

(2) The owner's criminal record és a whole;

(3) Evidence of any act committed subsequent to the act or offehse under
consideration that could be considered grounds for denial, suspension, or revocation of
a manufacturing license; |

(4) The time elapsed sEnce' commission of the act or offense listed in Section 40162,
or in section 26057 ~subdivision (b)(4) of the Business-andProfessions-Cede Act;

(5) The extent to which the owner has complied with any terms of parole, probation,
restitution, or any other sanctions lawfully imposed against the applicant owner or
licensee;

(6) If applicable, evidence of expungementproceedings dismissal under Penal Code
section 1203.4, 1203.4a, 1203.41, or a similar law in another state;

(7) If applicable, a certificate of rehabilitation obtained under Penal Code section
4852.01 or a similar law in another state; and

(8) Other evidence of rehabilitation submitted by the owner.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26011.5; 26055; and 26057, Business and Professions Code.
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Readopt §40167 . -~
§40167. Appeal of License Denial.

(a) Upon denial of an application for a license, the Departmeht shall notify the
appilcant in wntmg of the reasons for the dema! and the rlght to a heanng fo contest the
denlai S . . : _ o ' |

(b) The applicant may request a hearing by filing a wrftten request with the
-Department within 30 calendar days of service of the notice of denial.” The written
request for hearing must be postmarked within the 30 day perzod lf a request is not
filed within the 30 day penod the appilcant s r[ght to a hearmg is wa:ved N

- {c) Upon receipt of the request for hearmg, the Department shall commence N
proceedings in accordance with Chapter 5 (commencing with Section 1 1500) of Part 1
of DiV!SiOI’} 3 of Title 2 of the Govemment Code. ' ' N

Authority: Sections 2601_2_; 26013, and_26130, Business and Professions Code.
Reference: Sections 26058, Business and Professions Code.

_ __Readept §401 69 with amendments

-§40169 Notification of Cnmma! Acts, Civil Judgments, and Revocatlon of a Loca!

L:cense, Permit, or Other Authonzat!on after Licensure.

(a) A licensee shall notify the Departmen_t in writing of a criminal conviction of any
oWner, either by mail or electronic rﬁait, within 48 hours of the conviction. The written
no_tiﬁca’t_io_n to the Department shall include the date of conviction, the court decket case
nunﬁber, the name of the co.urt in which the owner licensee was con\)icted, and the
specific offense(s) for which the owner licersee was convicted.

(b) 'A licensee shall notify theDepartment in writing of a civil penalty or judgment
rendered against the licensee or any owner in their individual capacity, either by mail or
electronic mail, within 48 hours of delivery of the verdict or entry of judgment, whichever
is sooner. The written notification to the Department shall include the date of verdict or
entry of judgment, the court deeket case number, the name of the court in which the. _
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matter was adjudicated, and a description of the civil penalty or judgement rendered
against the licensee or owner.

(c) A licensee shall notify the Department in writing of the revocation 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 sha'll 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.

| LA
peragency  Authority: Sections 26012 26013; and 26130, Busmess and Professmns Code

request
wiu% Reference: Section 26031 Business and Professaons Code.
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.~ Article 5. Llcensmg
Readopt §401 75 with amendments '
§40175. Llcense Constramts '

{(a) A manufacturer: l;censee shall not manufacture prepare, package or label any

products other than cannabis products at _the licensed premlse_s. For pur_poses of this
section, the term “cannabis products” also inCiude's"-;irOducts’ that do not COntain :
cannabis, but are otherwise identical to the cannabls-contamlng product and are
intended for use as samples. ' '

- {b) No licensee shall employ or retain an incfiyidual under 21 years of age.

 Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26050; 26053 and 26140, Business and Professions Code. -

* Readopt §40177 with amendments
___§4G177 Change in Licensed Operations

{a)At any time aﬁer issuance of a l:cense and pﬁor to submssaon of an appllcatlon
to renew the license, a iscensee may request to change the manufactunng operatlons
conducted at the licensed premises. To request approval foraédmena—mam#aetanng
eperaﬁens for the change, the !mensee shall submit the following: - o

(1) The information’ requwed under Section 40131; and -

(2) A non-refundable $1, 000 applucation processing fee, orif a Tvpe S iicensee a
non- refundable $500 apphcat:on processmq fee. fo rewew all documents '

(b) The information submitted under subsection (a) shal! be evaluated on a case- by—
case basis by the Department, and upon approval of the request by the Department, the
licensee may begin conducting the additional manufacturing b’p’e?a’tibh " Thé"'éx'iSiing" |
license shall be amended to reflect the change in operations, but the date of exptratnon

shalf not change
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{(c) Pursuant to section 26055, subdivision (c) of the Act, the Iicenseé shall also
obtain approval from the Department prior to making any méteriél or substantial
changes to the premises. The request describing the proposed material or substantial
change shall be submitted in writing to the Department and shall be evaluated on a
case-by-case basis. _ _ |

(d} Llcensees that choose to cease operation of any heenseé activity shall notify the
Department within 10 days of cessation of the activity. License fees shall not be pro-

rated or refunded upon cessation of any activity.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26050; and 26055, Business and Professions Code.

Readopt §4'0178 with amendments .

§40178. Add or Remove Owner(s).

The licensee shall notify the Department of the addltlon or remaval of an owner

renew-the-license within 10 calendar days of the chahge. Any new owner shall submit
the information required under Section 40130 to the Department.. The Department shall
review the _qualifications of the owner in accordance with the Act and these regulations
and determine whether the change would constitute grounds for denial of the license.
The Department may approve the addition of the owner, deny the addition of the owner,

or condition the license as appropriate, to be determined on a case-by-case basis.

Authority: Sectibns 26012; 26013; and 26130, Business and Professions Code.

Reference: Sections 26050; and 26057, Business and Professions Code.

Readopt §40180 with amendments
§40180. License Renewal. '

(a) An application for renewal of a manufacturing license shall be submitted to the

Department at least 30 calendar days prior to the expiration date of the current license.
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No renewal application shall be accepted by the Department more than 60 caiendar
days prior to the expiration date of the current license. R e
(b)Ifa complete renewal application is submitted in a timely manner, the iicensee
may continue to operate until the Department approves or denies the renewal |
application. For purposes of this section, “timely manner" means postmarked no Iater ‘ |
-than or submitted through the online database no [ater than 11 59 pm on the explrat;on
;date of the current license. ' L e

(c) After expiration of the license, a-licensee the manufacturer shalt submit a' Iate fee

of $500 to be paid in addition to the required annual renewal fee'in .or_der to renew the
license. {d}-A licensed-manufacturer that does not subm:t 'a'.'cemp.lete ticense renewal
apphcatlon—metuemg—tﬁaee%alete#temqa%eta%eiee to the Department wrthsn 30
calendar days after-the: explrataon of the I:cense shall forfeit the;r ehg;bihty to apply for a
license renewa! and, instead, shall be required to submlt a new tzcense appllcatson o
(e—d) To applyfora Ilcense renewal the: Ilcensee shaii submct any changes to thelr

- ongma] license: mformaﬂon (as requ;red by Sectlon 40128) ona form prescr:bed by the
Department, or through en#ne——submee:ee the onisne i:censmq system. avallable on the
Department S websute aee—shatkssgn the renewai form under penalty of perjuwm '

fee as. spec;fted in subsection (b) of Sectlon 40150_ and any Iate fee.if aDptlcabte

sha%submst the annual hcense

(g~e) Llcensees and owners apptylng for i;cense renewa! are not requared to submit .
fingerprints to the Department of Justice if they have’ prev:ously submitted ffngerprmts
~ with an application for.a cannabls manufacturer hcense ' ' o
R A The {Jeoartment shatt notify'the applicant upon approvai of the renewal

appltcatlon throuqh email or the onl;ne izcensmq svstem avaltable on the Department S

website. The Department shall notify an applicant of the denial of an application'in
accordance with Section 40167. - L L
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Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26050; 26051.5; and 26180, Business and Professions Code.

Readopt §40182 . _
§40182. Disaster Relief. |

(a) If a licensee is unable to comply with any licensing requirement due to a disaster,
the licensee may notify the Department of this inability to comply and request relief from
the specific licensing requirement.

(b) The Department may exercise its discretion to provide temporary relief from
specific regulatory requirements in this chapter and from other licensing requirements
when allowed by law.

(c) 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 Department may require that certain conditions be followed in ofder fora
licensee to receive temporary relief from specific licensing requirements.

(e} A licensee shall not be subject to an enforcement action for a violation of & -
Iicensing requireme'nt in which the licensee has received temporary relief. ..

{f) For purposes of this sectidn, “disaster” means fire, flood, storm, tidal Wave,
earthquake, or similar public calamity, whether or not resulting from natural causes.

{g) Notwithstanding subsection (a) of this section, if a licensee needs to move
cannabis or cannabis products stored on the premises to anocther location immediately
to prevent loss, theft, or degradation of the cannabis or cannabis products from the
disaster, the licensee may move the cannabis or cannabis products without obtaining
prior approval from the Department if the following conditions are met:

(1) The cannabis or cannabis products are moved to a secure location where access
to the cannabis or cannabis products can be restricted to the licensees, its employees,
and its contractors; _ o o _

(2) The iicehsee notifies the Department in writing that the cannabis or cannabis

products have been moved and that the licensee is requesting relief from complying
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with the specific licensing requirements pursuant to subsection (a) of this section within
' 24 hours of moving the cannabis .or cannabis products; . ’ _

(3) The licensee agrees to grant the Department access to the location where the
cannabis or cannabis products have been moved; | _ | _

(4) The licensee submits in writing to the Department within 10 days of moving the
_ cannébi__s or cannabis products, a request for temporary relief that clearly indicates what
_ sté_t_utory and regulatory sections relief is requested from, the time period for which the

relief is requés_t_ed,_ and the reasons relief is needed for the specified amount of time.

Authority: Sections 26012; 26013; and 261.30, Business and Professions Code.
Reference: Section 26012, Business and Professions Code. ' '
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SUBCHAPTER 3. REQUIREMENTS OF OPERATION
Article 1. Safety and Security
Readopt §40200 with amendments '
§40200. Security Plan. |
Every applicantand licensee shall develop and implement a security plan. At a

minimum, the sec_:urity plan shall include a description of the security measures to be
takente:

~ (a) Prevent access to the manufacturing premises by unauthorized persennel -
persons and protect the physical safety of employees. This includes, but is not limited
to: '

(1) Establishing physical barriers to sécure perimeter access and all points of entry
into a manufacturing premises (such as locking primary entrances with commercial-
grade, non-residential door locks, or providing fencing around the grounds, driveway,
and any secondary entrances including windows, roofs, or ventilation systems);

(2) Installing a éecurity alarm system to notify and record incident(s) where physical
barriers have been breached;

(3) Establishing an identification and sign-in/sign-out procedure for authorized
personnel, suppliers, and/er visitors;

(4) Maintaining the premises such that visibility and security monitoring of the
premises is possible; and

(5) Establishing procedures for the investigation of suspicious activities.

(b) Prevent against theft or loss of cannabis and cannabis products. This includes
but is not limited to:

'(1) Establishing an inventory system to track cannabis and cannabis products and
the persohnel responsible for processing it throughout the manufacturing process;

(2) Limiting access of personnel within the premisés to those areas necessary to
complete job duties, and to thbse ’Eime—frames specifically scheduled for completion of
job duties; _

(3) Supervising tasks or processes with high potential for diversion (including the
loading and unloading of cannabis transportation vehicles); and
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(4) Providing deagnated areas in which personnei may store and’ access personaE
ftems _ R " _
(c) Secure and back up electronic records in a manner that prevents unauthorszed

access and that ensures the mtegnty of the: records is mamtalned

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26011.5; and 26051.5, Business and Professions Code.

Readopt §40205 with amendments e

1§40205 Vldeo Survelliance

(a) At minimum, a Ifcensed premises shaﬁ have a digital video survelflance o

- system with a minimum camera resolution of 1280 x 720 pixels. The video -

surveifiance system sha!l be able to effectzvely and cEear[y record ;mages of the area
under surveillance.’ N ' o S

(b) The video survelilance system shall be accessxble via remote access by the
licensee. '

rlnstaiied in a manner that pr-ev_ents mtentlon_al obstructlon_, tampering W|t_h, aee,!c_)r
~disabling. - o ' ' '

(d) Areas that shall be recorded on the video surveillance system include the

following:

(1) Areas where cannabis or cannabis products are Weighed, packed, stored,
QUara_h_tined, loaded and/er unloaded for transportation, prepared, or moved within
the prerﬁise_s; | |

(2) Limited-access areas;

| (3) Security rooms;
- (4) Areas containfng surveillance-system storage devices, which shall contain at
Ieast_one camera to record the access points to such an area; and
"(5) The interior and exterior of all entrances and exits to the premises.

(e) The surveillance system shall record continuous!y 24 hours perday and at a
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minimum speed of 15 frames persecond. _ _
(f) Monitoring equipment and any on-site surveillance system storage devices Al -

recording-and-monitoring-equipment shall be located in secure rooms or areas of

the premises in an access-controlled environment.

(9) The licensee shall ensure that all Al surveillance recordings are shall-be kept on

the-licensee'srecordingdeviee for a minimum of 90 days.

(h) All video surveillance recordings are subject to inspection by the Department

and shall be copied and sent, or otherwise provided, to the Department upon request.
(i) The video recordings shali display the current date and time of recorded events.

Time is to be measured in accordance with the U.S. National Institute of Standards and

Technology standards. The displayed date and time shall not significantly obstruct the

view of recorded images.

‘Auihority: Sections 26012; 26013; and 26130, Business and Professions Code.

Reference: Sections 26011.5 and 26070, Business and Professions Code. -
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Artlcle 2. Extract:ons R | |

Readopt §40220 with amendments
§40220. Permissible Extract:ons

-{a) Except as provided in subsection (b), cannabis extracnon shall only be -
conducted using the following methods:

(1) Mechan;ca! extraction; - B

(2) Chemical extraction using a nonvolatile solvent such as a nonhydrocarbon based
or other solvent such as water, vegetable glycerin, vegetable oils, antmai fats, or food-
grade glycerin. Nonhydrocarbon-based solvents shall be food grade; - B T

(3) Chemical extraction using a profess:onai closed !oop CO2 gas extraction system

(4) Chemical extraction using a voiatsle.soive_nt, as defined in subsection (ppp) of
Section 40100; or ' o
(5) Any. other method authorized by the Department pursuant to subsect:on (b).

_ .(b)_ To _.reque_st_authonzatlon from the Department to.conduct canna_bzs extraction -
using a method other than.those specified:in -paragrép.hs (1) through (4) of subsection
.(é), the applicant or Eicénseé__shall submit a detailed d_ésc_ription‘of the extfaction
~ method, including any;_tj_pp'u_m_ef;t_attpn.thaf validates the method and any safety. =
procedures to be utilized to:mitigate any risk to public or wofke_r-he_aith'fand saféty." o

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26011.5 and 26130, Business and Professions Code. "~~~

'Readopt §40222
§40222. Volatile Solvent Extractions. -
- Chemical extractions usmg vola'n!e solvents shail be subject to the fol!owmg :
requirements: : ' R B '
(a) Hydrocarbon- baseci solvents shall be at least 99 percent purity; -
(b) All extractions shall be performed in a closed lo_op.extract:on system as |
described in Section 40225; | Sl

“Page 41 of 100

- Red-sirkeouttext is deleted
Blue underline text is added




DPH-17-010E - READOPTION
Cannabis Manufacturing Licensing

May-18-2048-June 2, 2018
(c) No volatile solvent extraction operations shall occur in an area zoned as
~ residential; and _ .
(d) The extraction operation shall be approved by the local fire code official and shall

be operated in accordance with all relevant state and local requirements.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26011.5; 26105; and 26130, Business and Professions Code.

Readopt §40223 with amendments .
§40223. Ethanol Extractions. _
(a) Ethanol used for extractions or for post-extraction processing shall be food-

gi'ade. _
(b) Ethanot Fhe-extraction operations shall be approved by the local fire code official
and shall be operated in accordance with Division of Occupational Heaith and Safety

(Cal/OSHA) regulations and any other relevant state and local requirements.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26011.5; and 26130, Business and Professions Code.

Readopt §40225 with amendments _
§40225. Closed-Loop Extraction System Requirements.

(a) Chemical extractions using CO:z or a volatile solvent shall be conducted in a
professional closed loop extraction system. The éystem shall be commercially
manufactured and bear a permanently affixed and visible serial number. The system
shall be certified by a California-licensed engineer that the system was commercially
manufactured, safe for #s-use with the intended use solvent, and built to codes of
recognized and generally accepted good engineering practices, such as:

(1) The American Society of Mechanical Engineers (ASME);

(2) American National Standards Institute (ANSI);

(3) Underwriters Laboratories (UL); or
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(4) The American Society for Testing and Materlais (ASTM).
(b) Professional closed loop systems, other equzpment used the extractlon

per agency o '
request  operation, and faduties mvst : o be approved for use by

“li® the local f|re code ofﬁmat and compiy w;th any reqwred fzre safety, and bw!dlng code
reqwrements related fo the processmg handlingl and storage of thé apphcabte so]vent
or gas. S _ _

(c) The cerhfscat;on document requurad pursuant to subsection (a) shall conta;n the
sxgnature and stamp of a Californsa licensed profess:onal englneer and the senaf o

‘number of the extractlon umt belng certmed

Authorlty Sections 26012 26013 and 26130 Busmess and Professrons Code
--Reference Section 26011 5 Busmess and Professmns Code DA
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Article 3. Good Manufacturing Practices

Readopf §40232 with amendments
§40232. Requirements for Personnel.

The licensee shall establish and implement written procedureé to énsUré_ the
following for all personnel:

(a) Disease control. Any individual who by medical examination or supervisory
observation is shown to have, or appears to have, an iliness, open lesion (such as boils,
sores, or infected wounds), or.any other source of microbial contamination presenting a
reasonable threat of contamination to cannabis products, contact surfaces, or
packaging materials, shall be excluded from ahy related manufacturing operatidns until
their health condition is corrected. Open lesions, boils, and/er infected wounds shall be
adequately covered (e.g., by an Empermeab!e cover). Personnel shall be instructed to
report such health conditions to their supervisors.

(b) Cleanliness. All individuals working in direct contact with cannabis products,
cannabis product-contact surfaces, and cannabis product-packaging materials shall
conform to hygienic practices to the extent necessary to protect against allergen cross-
contact and contamination of cannabis products while on duty. The methods for
maintaining cleanliness include:

(1) Wearing appropriate outer garments to protect against allergen cross-contact
and contamination of cannabis products, contact surfaces, andfer packaging materials;

(2) Maintaining adequate personal cleanliness;

(3) Washing hands thoroughly in an adequate hand-washing facility before starting
‘work, after each absence from the work station, and at any time when the hands may
have become soiled or contaminated, and sanitizing hands if necesséry to protect
against cbntaminaﬁon with undesirable microorganisms;

(4) Removing all unsecuréd jewelry and other objects that might fall into cannabis
products, equipment, or containers, and femoving hand jewelry that cannot be
adequately sanitized during periods in which cannabis products are manipulated by |
hand. If such hand jewelry cannot be removed, it may be covered by material which can

be maintained in an intact, clean, and sanitary condition and which effectively protects
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against the contammatfon by these ob;ects of the cannabls products cannabls product-
contact surfaces, or cannabis product-packaging materials;- R '

(5) Maintaining any gloves, if they are used in cannabrs product handilng in an mtact
clean and sanitary condition; B

(8) Wearmg hair nets headbands caps beard covers or other harr restramts in an
effective manner, where approprtate - ' ' ANERE

A7) Stormg clothing or other personal belongings in areas separate from those where
carmabis products are exposed or where equrpment or utens;ls are washed .

(8) Conﬁnmg the foltowrng activities to areas separate from those where cannabis
products may be exposed or where equ;pment or utensns are washed: eatlng food
chewmg gum,-drinking beverages andfer using tobacco = R ,

(9) Takmg any-other necessary precautlons to protect agarnst atiergen cross contact
a_nd. against contamination of cannabis products,_ cannabis product contact surfaces, or
cannabis ‘product-packaging mater’tals by microorganisms or foreign-substances' o
(including perspzrat:on hair, cosmet;cs tobacco chemlcats and med;c:nes applied to
thesk:n) RO . S

'Author’zty: Sections 26012; 26013; and 26130, Business and Professions Code. _
Reference: Sections 26011.5; and 26131, Business and Professions Code.
Readopt §40234 with amendments o

§40234. Grounds. . LR

- The. hcensee shall establish-and lmptement wrztten procedures to ensure that the

grounds of the premrses that are contro!led by the licensee are kept in a condatron that'

prevents the contamination of Components and’ cannabls products The methods for

adequate maintenance of the grounds shall include at minimum: B
-:{a) The proper-storage of equipment, removal of litter and waste, and cuttmg of

weeds or grass within the immediate vicinity of the cannabls manufacturmg faerhty

premises so that thapreamsesshall— Mnot constitute ‘an attractant, breed;ng place .
or harborage for pests. . T : o .
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(b) The proper maintenance of roads, yards, and parking lots so that these areas
shall not constitute a source of contamination in areas where cannabis products are
handled or transported. | | |

'(c) The provision of adequate draining areas in order to prevent contamination by
seepage, foot-borne filth, or the breeding of pests due to unsa‘nitary conditions.

(d) The provision and maintenance of waste treatment so as to prevent
contamination in areas where cannabis products may be exposed to such a system’s
waste or waste by-products. '

(e) If the g%eends%imeeanﬂab%manufacturmg—fae}h%y—a;e premises is bordered by
grounds outside the licensee’s control that are not maintained in the manner described
in subsections (a) through (d) of this section, inspection, extermination, and 6ther :
reasonable care shall be exercised within the eannaleJrs manufacturing facility premises
in order to eliminate any pests, dirt, andfer filth that pose a source of cannabis product

contamination.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26011.5; and 26131, Business and Professions Code.

Readopt §40236 with amendments S
§40236. Facility Premises Construction and Design.
At minimum, a cannabis manufacturing facility premises shall:

(a) Provide adequate space for such placement of equipment and storage of
materials as is necessary for maintenance, sanitary operations, and the production of
quality cannabis products.

(b) Permit the taking of adequate precautions to reduce the potential for allergen
cross-contact and for contamination of carnabis products, cannabis product-contact
surfaces, or cannabis product-packaging materials by microorganisms, chemicals, filth,
and other extraneous material, ,

(c) Permit the taking of adequate pfecaution_s to protect product components in

installed outdoor bulk vessels by any effective means, including:
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(1) Using protective coverings;
(2) Contro_i_iirrg areas over and around the vessels in order to eliminate harborages
for pests; or | | | o
: (3) Checking such vessels on a regular basis for pests and pest infestatioh '
(d) Be constructed in such a manner that floors, walls, and cerhngs may be
adequately cleaned and kept clean and in.good reparr o _
() Be constructed in such a manner that drip or condensate from _ﬁxteres,' ducts and
pipes does not contaminate cannabis products,_can_nabis product-contact surf_aoes, or
cannabis product-packaging materials. o - 5 :
(f) Be constructed in such a‘manner so as to provrde adequately wsde and
unobstructed aisles or working spaces between equrpment and wa!ls that perm!t
= employees to. both: perform their duties and protect agalnst the contamination of
cannabrs products cannabis product*contact surfaces, or cannabls product—packegrng
materra!s via clothing or personal contact. RO R S TRt o
- (g) Provide adequate Irghtmg in. hand-washmg areas; dressrng and Iocker rooms
toilet facilities; all areas. where components or cannabls products are examrned
) manufactured processed paoked or he!d andin all areas where equrpment or utensrls
are cleaned.. e ' B ' e -
~.{h) Provide shatter—reszstant Ilght bulbs, fixtures, skylights andfer other sha’xter-'
resastant glass fixtures in all areas where glass breakage may result in the '
contamrnatron of exposed cannabis, components or products at any step of: preparatron
i) E’-ro_yrde adequate ventilation or-control equipment-to minimize dust, odors and
vapors (including steam and noxious fumes) in areas where they may cause -auerge_h- -
cross-contact or _c_ontami_netion of cannabis products; and locate and operate fans and
other air-blowing equipment in-a manner-tﬁat minimizes the pote'ntial for allergen :oro'ss-
contact.and contamination of cannabis products, cannabls product—packag;ng mater;als
and cannabis product-contact surfaces. ' ' i '
. _(J)__Prov_r_de, where necessary, adequate screening or other protection 'a_gair_asi pests,
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Authority: Sections 26012; 26013; and 26130, Business and Professions Code. |
Reference: Sections 26011.5; and 26131, Business and Professions Code.

Readopt §40238 with amendments
§40238. Sanitary Operations. :

The licensee shall establish and implement written sanitary operation procedures to
ensure the following: |

(a) The premises, including any Bbuildings, fixtures, and other physical facilities

therein enthe-premises are maintained in a clean and sanitary condition and are kept in
good repair so as to prevent cannabis products from becoming adultérated.

(b) The cleaning and sanitization of utensils and equipment is conducted in a
manner that protects against allergen cross-contact and contamination of cannabis
products or product components, cannabis product-contact surfaces, or cannabis
product-packaging materials.

(c) Cleaning compounds and sanitizing agents used in cieaning and sanitizing
procedures are free from undesirable microorganisms and are safe and adequate under
their conditions of use. Only the following toxic materials shall be used or stored in a
manufacturing facility-premises where cannabis products are processed or exposed:

(1) Those required to maintain clean and sanitary conditions; _

(2) Those necessary for facility-premises and equipment maintenance and
operation; and o

(3) Those necessary for use in the cannabis manufacturing #aeihtyds—gre}nises
operations. '

(d) Toxic cleaning compounds, sénitizing 'agents, and pesticide chemicals are
identified, held, and stored in a manner that protects against contamination of product
components, cannabis products, cannabis product-contact surfaces, or cannabis
product-packaging materials. '

(e) Measures are taken to exclude pests from the cannabis manufacturing fasility
premises in all areas where cannabis components andior products may be at risk of

contamination by pests. The use of pesticides to control pests in the cannabis
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manufacturing facHity-premises is permitted only under precautions and restrictions that
protect against the contamination of cannabis products, cannabis product-contact - -
surfaces, and cannabis product-packaging materials. |

(f) All cannabis product-contact suffaces including utensils and equipment are -
cleaned as frequently as necessary to protect agamst ailergen cross contact and
contammatlon of cannabis products. - _ _ s

(g) Cannabis product-contact surfaces used for manufacturing, processing, packing
or holding low-moisture cannabis products shall be maintained in a clean, dry, and
sanitary condition before use. When such surfaces are wet-cleaned, they shall, when
necessary, be sanitized and thoroughly drled before subsequent use. :

(h) When cleaning is necessary to protect against allergen cross-contact or the -
“introd uc‘t_io_n of .micr_oorga_nis:m_s .in_tc'canna_bisp.rpduct_s during p_roce.ssing methods that
utilize water (wet processing), all cannabis product-contact surfaces shall be cleaned
and sanitized before use and after any mterruptlon durmg which cannab;s product-
contact surfaces may have become. contaminated. Where equlpment and utensils are

' "used ina contlnuous productlon operatlon the:r surfaces shaii be c!eaned and sanltazed

as necessary. .

(|) Single- servace articles (such as utens&ls intended for one-t;me use paper cups F
and peper_.t_owe!s) are stored,_h_an_dfe_d_, and _d;sposed of in-a manner that -pr_otec_ts
against allergen cross-contact and contamination of cannabis product, -ca’nnabis- :
product-contact surfac:es or cannabis product-packaglng materials. '_

0} The non-cannabls product- contact surfaces of equipment used in the cannabfs
manufacturing facilit-premises are cleaned in a manner and as frequent!y. as necessary.
to protect against allergen cross-contact and'contaminaﬁon of cannabis products,
canr_;ab_is;pro_d_uc-t_-_cohtat:t surfaces, and cennabis product-packaging materials. ©

f(k) Cleaned and sanitized portable equipment with cannabis product-contact
surfaces and utensils are stored in-a location and manner that protects cannabis

product-contact surfaces from allergen cross-contact and contamination. .~
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Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26011.5; and 26131, Business and Professions Code.

Readopt §40240 with amendments -
§40240. Sanitary Facilities and Controls. - . |
The facility manufacturing premises shall be equipped with adequate sanitary

accommodations as follows: 7

(a) Water supply. The water supply shall be adequate for the operations intended
and derived from an adequate source. Any water that contacts cannabis products,
cannabis product-contact surfaces, or cannabis product-packaging materials shall be
safe and of adequate sanitary quality. Running water shall be provided in all areas
where required for the processing of cannabis products, for the cleaning of equiprﬁent, '_
utensils, and cannabis product-packaging materials, andier for employee sanitary
facilities. _ ' |

(b) Plumbing. Plumbing systems shall be of adequate size and design and shall be
adequately installed and maintained in order to: |

(1) Carry adequate quantities of water to required locations throughout the
manufacturing fasilibrpremises:-

(2) Properly convey sewage and Eiquid disposable waste from the fasility-premises;-

(3) Avoid the creation of unsanitary conditions andfer contamination to cannabis
- products, water supplies, equipment, or utensils;: ,

" (4) Provide adequate floor drainage in all areas where floors are subject to flooding-
type cleaning or where normal operations release or discharge water or other liquid
waste on the floor;:

(5) Provide that there is not backflow from, or cross-connection between, piping
systems that discharge waste water or sewage, and piping systems that carry water for
cannabis products or cannabis product manufacturing.

(c) Sewage disposal. Sewage shall be disposed of into an adequate sewerage

system or through other adequate means.
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- {d) Toilet facilities. Each manufacturing ieedey premises shall :provide eni'pioyees
W|th access to adequate, readrEy accessible toilet facilities. Toilet facilities shall be kept
clean and shall not pose a potent:ai source of contammatron of- cannabrs products
cannabfs product-contact surfaces, or.cannabis product-packagmg materals. ~
~(e) Hand-washing facilities. Each manufacturmg feemty grem|se s shall prowde hand-
washlng faoriittes designed to ensure that an employee s hands do not pose a source of
contamination to.cannabis products, cannab|s product- contact surfaces or cannabas
_product—packagmg materials. Hand—washmg facilities shall be adequate convenient
and furnssh running water of at least 100° F (30° C). - S
D) Waste drsposal Waste shai! be conveyed stored, and d;sposed of so as to R
__ minimize the development of odor ‘minimize the potent:al that waste will attract harbor
—or-othenwise: contribute to the breeding of pests and protect aga;nst the contammatlon '
of cannabis products cannabls product-contact surfaces cannabrs product-—packagmg

materlais water supplles and ground surfaces

Authorlty Sectlons 26012; 26013 and 26130 Buszness and Professzons Code
Reference Sectlon 26011 5 aod 26131 Busmess and. Profess;ons Code

_Readopt §40242 w:th amendments :
§40242 Equ:pment and Utens:fs ' _ _ _
~{a)All cennabfs manufactunng equlpment and utensris used in manufactunng

_ cannab|s products shall be so designed and of such material and workmanship asto be

adequately cleanable, and shall. be adequately maintained to protect egemst aliergen

~ cross-contact and contamination. - S : '

(b) Equrpment and utens;ls shali be des;gned constructed ‘and used eppropnately

" to avoid the adulteration of cannabis products with lubricants, fuel, metal fragments,

contaminated water, or any other contaminants. e i S
(c) Equrpment shall be: enstalted so as to facilitate the cieanmg and malntenance of

the equipment and of adjacent spaces.
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(d) Cannabis product-contact surfaces shall bé corrosion-resistant when in contact
with cannabis products.

(e) Cannabis product-contact sQrfaces shall be made of no.ntoxic materials,
désigned to withstand the environment of their intended use, and, if applicable, cleaning
compounds, sanitfzihg agents, and cleaning procedures.. ' ,

(f) Cannabis product-contact surfaces shall be maintained to protect cannabis
products from allergen cross-contact and from contamination by any source-including

(g) Seams on cannabis product-contact surfaces shal‘l be smoothly bonded or
maintained so as to minimize accumulation of parﬁcles, dirt, and organic matter and
thus minimize the opportunity for growth of microorganisms and allergen cross-contact.

(h) Equipment in areas where cannabis products are manufactured and that do not
come into contact with cannabis products shall be constructed so thaf they may be kept
in a clean and sanitary condition. , _

(i} Holding, conveying, and manufacturing systems, including gravimetric,
pneumatic, closed, and automated systems, shall be of a design and construction that
enables them to be maintained in a clean and sanitary condition.

(i) Each freezer and cold storage compartment used to store and hold cannabis
products, ingredients, or components capable of supporting growth of microofganisms
shall be fitted with an indicating thermometer, tempefature-measuring device, or
temperature-recording device so installed as to show the temperature accurately within
the compartment. _ |

(k) Instruments and controls used for measuring, regulating, or recording
temperatures, pH, acidity, water activity, or other conditions that control or prevent the
growth of undesirable microorganisms in cannabis products or components shall be
accurate, precise, adequately maintained and calibrated, and be provided in an | '
adequate numbef for their designated use(s). .

() Compressed air or other gases mechanically introduced into cannabis products or
used to clean cannabis product-contact surfaces or equipment shall be treated in such a

way that cannabis products shall not be contaminated.
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Authority: Sections 26012; 26013; and 26130, Business and Professions Code. -
Reference: Sections 26011.5; and 26131, Business and Prqfessions_Code.-l”
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_ Article 4. Production and Process Controls
Readopt §40250 with amendments
§40250. General Provisions.

(a) Appropriate quality control operations shall be employed to ensure that cannabis
products are suitable for human consumption or use, and that cannabis product-
packaging materials are safe and suitable. '

(b) Overall sanitation of the premises shal! be under the supervision of one or more
qualified individuals assigned responsibility for this function.

(c) Adequate precautions shall be taken to ensure that production procedures do not
contribute to allergen cross-contact and or te contamination from any source.

(d) Chemical, microbial, or extraneous-material testing procedures shall be used
where necessary to identify sanitation failures or possible allergen cross-contact and
cannabis prdduct contamination. -

(e) Any cannabis product that has become contaminated to the extent that it is
adulterated shall be rejected, or if appropriate, treafed or processed to eliminate the

contamination, as determined by a qualiﬁed individual.

Authority: Sections 26012; 26013; and 26130, Busihess and Professions Code.
Reference: Sections 26011.5; and 26131, Business and Professions Code.

Readopt §40252 with amendments
§40252. Quality of Raw Materials and Ingredients.

The licensee shall establish and implement written policies and procedures to

ensure the quality of raw materials and ingredients as follows:

(a) Raw materials and other ingredients shall be inspected, segregated, or otherwise
handled as necessary to ensure that they are clean and suitable for processing into
cannabis products, and shall be stored under conditions that protect against allergen

cross-contact and contamination, and in such a way as to minimize deterioration.
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(b) Raw materials must be washed or cleaned as necessary to remove soils 'enci |
other contaminates contamunants Water used for washsng, nnsmg, or conveymg
cennebrs product mgred;ents must be safe and of adequate samtary quallty

(¢) Raw materials and cther ingredients shall not contain levels of mlcroorganisms
thet render the cannabis product i m;urlous to human health, or shall be pas’ieur:zed or
otherwise treated during manufactunng so that they no Ionger conteln Ieveis of
_ mmroorgamsms that would cause the cannabls productto be adulterated

(d) Raw matenals and other mgredlents susceptible to contamrnatlon wsth aﬂatox:n
or other natural tcx;ns pests, or extraneous materae! shall not. exceed generalty
.acceptable limits set by the U.S. Food and Drug Adm;nrstration in the Defect Levels '
Handbook (Rev February 2005) which is hereby lncorpcrated by reference before
‘these raw materials or other mgredrents are mccrpereted into’ flmshed cannabls ER
products: _ SR R ) '

(e) Raw: matenels and other mgredlents shall be he!d :n teatk——er:-m ccntalners '
desrgned and constructed so'as.to protect agaznst aiiergen cross- contact or
contammatfcn and shall be. held at'such temperature and reiatzve humrdzty and in such
_-amanner as to prevent the cannabis prcducts from beccmmg adulterated.

- (fyFrozen raw matenals and other mgredrents shall be Kept frozen. if thawzng is
- required pricr to use, it shall be done in a manner that prevents the raw matersats and
other mgredrents from becoming edulterated , ' R

(g) Raw matenais and cther mgredrents that are food allergens shall be identified

“and held in a manner that prevents cross contact wnth cther raw materlals or

mgredients

Authcnty Sectzcns 26012; 26013; and 26130 Busmess and F’rofessmns Ccde
: Reference Sectlons 26011.5; and 26131, Business anct Professions Code
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Readopt §40254 R '
§40254. Manufacturing Operations. - |
The licensee shall establish and implement written manufacturing operation
‘procedures to ensure the foliowing: '

(a) All cannabis product manufacturing shall be conducted undei‘ such conditions
and controls as ai‘e necessary to minimize the potential for the growth of |
microorganisms, allergen cross-contact, contamination of cannabis products, and
deterioration of cannabis products.

(b) Cannabis products capable of supporting the rapid growth of undesirable
microorganisms shall be held at temperatures that prevent the cannabis product from
becoming adulterated during manufacturing, processing, packing and holding.

(c) Measures such as sterilizing, irradiating, pasteurizing, cooking, freezing,
refrigerating, controlling pH, or controlling water activity that are undertaken to destroy
or prevent the growth of undesirable microorganisms shall be adequate under the
conditions of manufacture, handling, and transfer to prevent the cannabis product from
being adulterated. For purposes of this chapter, “water activity” (aw) is a measure of the
free moisture in a manufactured cannabis product and is the quotient of the water vapor
pressure of the substance divided by the vapor pressure of pure water at the same
temperature. '_ '

(d) Work-in-process shall be handled in a manner that protects against allergen
cross-contact, contamination, and growth of microorganisms. _

(e) Measures shall be taken to protect finished cannabis products from allergen
cross-contact and from contamination by raw materials, other ingredients, rejected
components, or waste. When raw materials, other ingredients, or waste are
unprotected, they shall not be handled simultaneously in a receiving, loading or shipping
area if such handling could result in allergen cross-contact or contaminated cannabis
products. Cannabis products transported by conveyer shall be protected against
allergen cross-contact and against contamination as necessary.

(f) Equipment, con{ainers, and utensils used to convey, hold, or store raw materials

and other ingredients, work-in-process, or other cannabis products shall be constructed,
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hand!ed and maintained durmg manufacturmg processing, packmg, and holdzng ina
manoer that protects agalnst allergen cross -contact and contaminatxon

{9) Adequate measures shal! be taken to protect agamst the ;nciusmn of metal or
_other extraneous material in cannab;s products - R '
- (h) Adulterated cannabss products raw materials, or other Jngred|ents shatl be elther
(1) Dlsposed ofin a manner that protects agemst the contammatlon of other |
cannabis products or: rngredlents or - R IR c
(2) Reprocessed, if approprtate using a method that has been proven to be effectlve
~and subsequentty reexamlned and found to be unaduiterated R
(i) Steps such as washing, peeling, trimming, cutting, sorting, mspectmg, mashzng,
_dewaterlng coohng, shredding, extruding, drylng; _wh;pping, defattmg and formmg shaII
---be performed so as to protect cannabrs products agamst a!tergen cross contact and '
contammatzon ‘Cannabis products shall be protected from contaminants that mey dnp,
drain, or: be drawn into the cannab:s product. ~ S S o
(I When: requared in the preparat!on of cannabls products capabie of supportmg
‘ mloroblal growth heat blanchmg shall be conducted by heatmg the cannabrs product or
_ component to a temperature to control microbial growth hotdlng at that temperature for
- an amount of time to control microbial growth and then e:ther rapldly coolrng the "
cannabis- product or passmg it to subsequent manufactunng without de!ay Growth and
| contammat:on by thermoph:hc mmroorgamsms :n bianchers sha!t be mznfmlzed by the
use of adequate operatmg temperatures and by pernod:c c!eaning and samtazatlon as
necessary - . - . oL e T |
() Batters breading, sauoes gravres dressmgs dipping solutions, ‘and other S|melar
preparatlons that are held and used repeatedty over time shall be treated or marntalned
in such a manner that they are protected agalnst a]iergen cross contact and S |
contammahon andina manner ‘that mm:mrzes the potentral growth of undes;rab!e o
mlcroorgamsms el e S . o B
(I) Filling, assembling, packagmg and retated operations shall be performed in such
a way that the cannabis product is protected against allergen cross-contact, '
contamination and growth of undesirable microorganisms. '
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(m) Cannabis products that principally rely on the control of water activity {aw) for

.prevénﬁng the growth of undesirable microorganisms (such as dry mixes, nuts, and
dehydrated cannabis products) shall be processed and maintained at a safe moisture
level. For purposeé of this section “safe moisture level” is a level of moisture low enough
to prevent .t‘he growth of undesirable microorganisms in the finished product under the
intended conditibns of manufacturing. The safe moisture level for an edible cannabis
product is related to its aw. An aw will be considered safe for a manufactured cannabis
product if adequate data is available to demonstrate that at or below the given aw the
manufaétured cannabis product will not support the growth of undesirable
mlcroorgamsms _ _

| {n) When iceis used in contact with cannabis products, the ice shall be made from
water that is safe, potable, and of adequate sanitary quality.

Authdrity: Sections 26012; 26013; and 26130, Business and Professions Code.

Reference: Sections 26011.5; and 26131, Business and Professions Code.

.Rea'dopt §40256 with amendments.

§40256. Hazard Analysis. _ _
The licensee shall conduct and prepare a written hazard analysis to identify-erand

eva!uate known or reasonably foreseeable hazards to the consumer for each type of

cannabis product produced at their-facility the manufacturing premises in order to

determine whether there exist any hazards requmng a preventive control. The hazard
anafys&s shall inciude:

(a) The identification of potential hazards, including:

(1) Bioiogicallhazards, inciuding microbiological hazards;. _ _

(2) Chemical hézards,. 'inciuding radio!ogicél hazards, pesticide(s) contamination,
solvent or other residue, natural toxins, decomposition, or food allergens; andior

(3) Physical hazards, such as stone, glass, metal fragments, hair or insects.
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(b) The evaluation of the hazards identified in order to assess the severity of any
|Iiness orinjury that may occur as a result of a given hazard, and the probab:hty that the
- hazard will occur in the absence of preventlve controls. : - s
~{c)The hazard evaluatzon shall cons:der the effect of the followmg on the safety of
the finished cannabis product for the intended consumer:
(1) The sanitation conditions of the manufacturing premzses
(2) The product formulation; - o S _
(3) The design, functzon and condmon of the manufacturlng iae#&ty—gremlse and its
equipment; . S e T
- (4) The raw mater_i:a!, ingredients and other components used in a given cannabis
product; _ e | |
o :(_5_:)_ ‘Product transportation and transfer practices; - R
' -(6) The__.manufa_cfuring and processing procedures; - -
(7} The packaging and labeling activities; 3
~(8) The storage _of-compoﬁents and/er the fi nishéd--cannabis product,
(9) The intended or reasonably foreseeabte use. of the fm|shed cannabts product
_ __(1 O) Any other relevant factors. - '

Authority: Sections 26012; 26013; and 26130, Business and Professions Code. - "
Reference: Sections 26011.5; and 26131, Business and Professions Code.

Readopt__.§402_58:w_ith amendments
§40258. Preventive 'Cont-rois.__f

Upon complehon of the hazard analysis, the hcensee shall ldent;fy and mplement
wntten preventive coratro!s to provide -assurance that any hazards requiring a _
preventative control will-be significantly minimized or prevented such thatthe -
manufactured cannabis 'product is not adulterated or misbranded. The prevehtive
con_trois_ shall include the following components:- .. - '
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(a) The identification of critical control points. The points, steps or procedures in a
given process in which control can be applied, and as a result, a hazard can be
prevented, eliminated, or reduced to acceptable levels.

(b) The establishment of critical limits for each critical control point. A critical limit is

the The maximum or minimum value to which a physical, biological, or chemical hazard
must be controlled in order to prevent, eliminate, or reduce to an acceptable level the
occurrénce of an identified hazard. Fof example: the establishment of specific limits on
temperature, humidity, or pH.

(c) The establishment and implementation of monitoring procedures in order to use
monitoring re.sults to adjust a given process and maintain control. This shall include
specifying the frequency and documentation requirements for monitoring.

(d) The establishment and implementation of corrective actions to be taken when
monitoring indicates there is a deviation from an established critical fimit. This shall
include procedures for ensuring:

(1) Appropriate action is taken to identify and correcf a problem that has occurred
with implementation of a preventative Control; _

(2) Appropriate action is taken, when necessary, to reduce the likelihood that a
problem will recur,

-(3) All affected material(s) or product(s) are evaluated for safety;

(4) All affected material(s) or product(s) are prevented from entering into commerce
if the safety or quality of that material(s) or product(s) cannot be verified.

(e) The establishment and implementation of record keeping procedures to
document hazard analyses and control plans, identify the person responsible for each
step, and identify the corrective actions that were taken upon of the discovery of a
deviation. These records shall be subject to review by the Department.

(f) The establishment and Emptementaﬂon of verification procedures in order to
validate that preventative controls are consistently implemented and are effective in
minimizing or preventing identified hazards; and that monitoring activities are being

conducted as required.
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Authority: Sections 26012; 26013, and 26130, Busmess and Professions Code.
Reference: Sections 26011.5; and 26131, Business and Professions Code. .

| Readopt §40260 with amendments
§40260 Equipment and Machinery Qualzﬂcatlon

(a) The licensee shall establish and implement written: procedures to ensure that
each piece of equipment and machinery is suitable for its. intended use prlor to
operatlon These procedures include, but are not limited to:-

(1) Procedures for valzdating that all equipment and machinery has de3|gn
specifications, operating procedures and performance charactenstics appropnate forits
intended use. by the licensee;- FI ' :

{2) Procedures for validating that all equapment and machinery are built as des:gned
with proper materials, capacity, and functions, and properiy msta!ted connected and -

;.calrbrated T ' ' ' s

(3) Procedures for. vatldatmg that a!! equ:pment and machlnery perform in
' accordance wuth quality requirements in all antrczpated operating ranges using the
licensee’s standard .operating. procedures Operatmg ranges shall be shown to be
; :capabie of ‘being held as long as would be necessary during routtne production =
__(4)____T_he__est_.a_b__h_shme_ni of a schedule for routine re-verification of all equ_;-pment and
machinery. | _ | _ ' .
(b) The licensee shall maintain verification records for all equipment-and machinery,
which contain at minimum; ' S ' ' '
(1) Documentation of successfui verification of each. piece of equrpment and .
machinery, dated and signed by the person conducting the verification;: _

- (2)-Do'cumentation.of.successful:re~'verifications of each piece of equipment and
machinery upon any modification to the equlpment or machinery, intended use, or
standard operating procedure;: - ' '

__(_3)_A log documenting the verification and re-verification of all equipment and -

.machinery in operation on the licensed premises. - = -
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Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26011.5; and 26131, Business and Professions Code.’

'Readopt §40262 with amendments
§40262. Master Manufacturing Protocol. -

The licensee shall establish and follow a written méster manufactufing'protOCol for
each unique formulation of cannabis product manufactured, and for each batch size, to
ensure uniformity in finished batches and across all batches produced.

{a) The master Enanufacturing protocol shall: 4

(1) Identify specifications for the points, steps, or stages in' the manufacturing
process where control is necessary to ensure the quality of the cannabis product and
that the cannabis product is packaged and labeled as specified in the master |
manufacturing protocol; and

(2) Establish controls and procedures to ensure that each batch of cannabis product
manufactured meets the specifications identified in accordance with subsection (a){(1) of
this section. | _

. (b) The master manufacturing protocol shall include:

(1) The name and intended cannabinoid(s) concentration perservirg of the cannabis
product to be manufactured, and the strength, concentration, weight, or measure of
each ingredient for each batch size;

(2) A complete list of components to be used;

(3) The Weight or measure of each component to be used;

(4) The identity and weight or measure of each ingredient that will be declared on
the ingredients list of the cannabis product; |

(5) A statement of theoretical y'ield of a manufactured cannabis product expected at
each point, step, or stage of the manufacturing process where control is needed to
ensure the quality of the cannabis product, and the expected yield of the finished
product, including the maximum and minimum percentages of theoretical yield beyond
which a deviation investigation of a batch is necessary and material review is conducted

and disposition decision is made;
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(6) A description of packaging and a representatrve label, or a cross- reference to the
physical location of the actual or representatrve label; ' ' '
(7) Written instructions, inciudlng the followmg o

_ (A) Specifications for each point, step, or stage in the manufactunng process where
c_o_ntrol is necessary to.en_sure the quality of the cannabis product and that the cannabis
prodect is packaged and labeled 'as Speciﬁed in the master ménefa'cwring record;

{B) Procedures for. product and/er batch sampling and a cross reference to
procedures for tests or examrnatrons of products andler batches ' '
(C) Specmc actzons necessary to perform and validate pomts steps or stages in the

' manufacturmg process where. contrcl is necessary to ensure the quahty of the cannabis

-product and that the cannabls product is packaged and Eabeled as spec:f;ed in the |
* master manufacturing record;- S |
(D) Special notations and precautlorns to be followed; and o

(E) Corrective action pians for use when a specification is not met, * :

(8) The. master manufactunng protocol for any given product may mc!ude the ablirty
to adjust the amount or welght of cannabinoid- contalnmg zngredlents in order to account
for the vanab:lrty of cannabinoid content in- harvest batches. - B

. .-_(_c) Not_hmg_- in this ;chapte_r_. req uar_e_s disclosure of the master _ma_rr'ufac_turirég' p'ro_t'OCol
to any person ot_he'r than the individuals conducting activities that utilize the protocol or
to the Depar{ment and its inspectors and agents, or other law enforce'rhent ag.ehr:ies
The licensee may consider the master manufacturmg protocoi subject to trade secret

protect;on

Authority: Sections 26012; 26013; and 26130, Busmess and Professrons Code
Reference Sections 26011.5; and 26131 Busmess and Professrens Code.

Readopt §40264 with amendments
§40264. Batch Production Record.
' (a) The licensee shall prepare a written batch production record every time a batch

of a cannabis product is manufactured. The batch production record shall accurately
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follow the appropriate master manufacturing protocol, and each step of the protocol
shall be performed in the production of the batch. |

(b) The batch production record shall document complete information relating to the
production and control of each batch, including all of the following details:

. (1) The UID, and if used, the batch or lot number, of the finished batch of cannabis
product and the UIDs of all cannabis products used in the batch.

(2) The equipment and processing lines used in producing the batch; -

(3) The date and time of the maintenén_ce, cleaning, and sanitizing of the equipment
and processing lines used in producing the batch, or a cross-reference to records, such
as individual equipment logs, where this information is retained; _

(4) The identification number assigned to each component (or, when applicable, to a

cannabis product received from a-supplier another licensee for packaging or labeling as

a cannabis product), packaging, and label used;

(5) The identity and weight or measure of each component used;

(6) A statement of the actual yield and a statement of the percentage of theoretical
yield at appropriate phases of proéessing; .

(7) The actual results obtained during any mo'nitor.ing operation;

(8) The results of any testing or examination performed during the batch productlon
- or a 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 master manufacturing protocol was
performed; and

(B) The initials of the persons performing each step, including:

(i) The initials of the person responSIbIe for weighing or measuring each component
used in the batch;

(i) 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 responsible for adding the component to the batch; and
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(iv) The lﬂmals of the person responsible for verifying the addition of components to
the batch. ' ' '
(10) Documentation, at the time of performance of packagmg and labelmg
operatlons including: - Sl _
. (A) An actual or representat!ve label, or a cross—reference to. the physical location of
'the actual or representatlve label specified in the master manufacturing record; |
{B) The expected number of packaging and labels to be usé’d the actua'[.quan'tity of
the packaging and labels used, and, when label reconcnl:atzon is:required, reconcmatlon
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 :pr_oducts_), Or @ Ccross-
~-reference to the physacal location of such results. ' S o
(‘i 1) Documentatlon at the time of performance that quallty control personnel
(A) Reviewed, the batch production record; - - .
(B) Reveewed all reqLured monitoring operat:on(s) reqwred by thls article;
(C) Rewewed the resuits of all tests and exammatlons lncludmg tests and
| exam?natﬁons. _c_ondt_ggted__ p_n.pp_m_ponents,_ in- _p_r_o.c;ess maten_.ais,-ﬁnrshed batches-of .
oanpabis produot_, and packaged and labeled c.adr}abis pr'odu'ots;" _
_(D_)_ Either _app.m\_ko.d, and .Eret.ea_s&d,.;.qr_.ré}'ecféd,- the batch for_-‘di_str_ibution';-'ah’d '
(E) Either approved and released -oi'-rejeoted' the. ﬁnished cannabis produot,
_mcludlng any repackaged or relabeled cannabis product s _
- (12). Documentatlon atthe tlme of performance of. any requured material review and
dusposrtion decision.. R ' R '
~{c) The batch produotion record shail _
(1) Contain the actual values and observations obtained during monltonng and, as
appropr:ate during verlﬁcation activities;- S
* (2) Be accurate, indelible, and legible; |
-(3) Be created concurrently. with performance of the activity doCume_nted “and

_(4) Be as detailed as necessary to provide history of work pe_rfo'rmed-;fithIu'ding': o

Page 65 of 100

Red strikeout-text is deleted
Blue underime text is added




v
per agei»
reques

bl

DPH-17-010E - READOPTION
Cannabis Manufacturing Licensing

May18,-2018-June 2, 2018
(A) Information to identify any assobiated manufacturing fasility-premises (e.q., the
name, license number, and when necessary, the location of the facility-premises);
(B) The date and the time of the activity documented;
(C) The signature or initials of the person performing the activity; and
(D) The identity of the product, the UID, and the lot number or batch identifier, if any.

Authority: Sections 26012; 26013; and 26130, Business and Professions Cade.
Reference: Sections 26011.5; and 26131, Business and Professions Code.

Readopt §40266 with amendments
§40266. Product Complaints.

The licensee shall establish and implement written procedures to ensure that:

(a) A qualified individual shall review and investigate all product complaints to
determine whether such complaints involve a possible failure of a cannabis product to
meet any of its specifications; ‘ 7

(b) Quality control personnel shall review and approve decisions determining
whether to investigate a product complaint and shall review and approve the findings
and follow up action(s) of any investigation performed;

(¢) Pursuant to subdivisions (a) and (b) in this section, any review and/or-
investigative activities by qualified individuals and quality control personnel shall extend
to all relevant batches and records.

(d) Quality control personnel shall maintain written records for every product
complaint and subsequent investigation, if any. The records shall include:

(1) The name and description of the cannabis product;

(2) The batch number or UID of the cannabis product, if available;

(3) The date the complaint \}_uas received and the name, address, andfer telephone
number of the complainant, if available;

(4) The nature of the complaint including, if known, how the product was used:;

(5) The reply to the complainant, if any; and
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(6) Any findings of the investigation and/or follow~up action taken whenan
investigation is performed. _ ' o
. (e) For purposes of this section, “product comp[a_in_t’.’ meahs any wr_itten,'efe_'ctrc')n'ic,
or.brai comfnunication that contains any allegation expressing concern, for'any reason, '
with the quality of a cannabis product that .could be related to the manufacturing |
practices. Examples of product complaints may include but are not limited to: foul odor,
off.ta_ste, iilness orinjury, .-disintegration_téme,“cofdr variation, foreign material in a :
cannabis product container, improper packaging, mislabeling, cannabis products that
contain incorrect concentration.of-ﬁannébinoids,_or cannabis products that ‘con't‘é\_in an
_  'ruhidéntiﬁed_.ingredient, orany form of ‘contami.nént. ' ' i '
- Authority: Sections 26012; 26013; and 26130, Business and Professions Code.

Reference: Section_s 26011.5; and 26131, B_usiness and Professions C_o_de.
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Readopt §40268 with amendments
§40268. Recalls.

A licensee shall estabtish. and implement written procedures for recalling cannabis

products manufactured by the licensee that are determined o be misbranded or
adulterated. These procedures shall include: -

(a) Factors which necessitate a recall;- .

(b) Personnel responsible for implementing the recall procedures; and

(c) Notification protocols, including:

(1) A mechanism to notify all customers that have, or could have, obtained th.e
product, including communication and outreach via media, as necessary and
appropriate,

(2) A mechanism to notify any licensees that supplied or received the recalled
product; , _

(3) Instructions to the general public and/er ofher licensees for the return andfor
destruction of recalled product. _

{(d) Procedures for the collection and destruction of any recalled product. Such
procedures shall meet the following requirements: |

(1) All recalled products that are intended to be destroyed shall be quarantinéd for a
minimum of 72 hours. The licensee shall affix to the recalled products any bills of lading,
shipping manifests, or other similar documents with product information and weight. The
product held in quarantine shall be subject to auditing by the Department;:

(2) Following the quarantine period, the licensee shall render the recalled cannabis

product unusable and unrecognizable and dispose of it in accordance with Section

40290, and do so on video surv'eil'lance in accordance with Section 40205. A-tecalled
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(e) ln addlt:on to the trackmg requrrements set forth in Sectron 40512 a ircensee

shaﬁ use the track~and trace database and on- stte documentation to ensure that
recal!ed cannabts products :ntended for destructron are identlﬂed wesghed and. tracked
while on the iacensed premlses and when drsposed of in accordance with thls section.
For reca!led cannabrs products the Ircensee shall enter the foliowrng details into the
track and trace database the werght of the product reason for destructron and the date
the quarantrne period will begin. , R

- (f) The licensee shall notlfy the Department of any recall thhln 24 hours of mrt;atang
the recall. ' '

‘Authority: Séc’ri'ona"?ﬁ(')‘té; 260'1:3; and .28130',. Business and Professions dee.
Reference: Sections 26011.5; and 26131, Business and Professions Code, . .. .
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Article 5. Special Processing Requirements

Readopt §40270 with amendments
§40270. Juice Processing. | o

(a) Requirements of this section 's:hali abply to mahuféétﬁreré of cahnabis juice, and
cannabis-infused juice or beverages. m%em%eﬁmma%*m&m%

o nla Y i P O e aldmba ala ¥ wiaalaysl ) ] = alallialailala
oo T e - -

(b) Manufacturers of juice or beverages shall prepare a writien juice hazard analysis
and control plan in accordance with the reqUi'rements of 21 CFR, Part 120, subpart A,
section 120.8, and subpart B, section 120.24, (Rev. January 2001), which is hereby

incorporated by reference.

Authority: Sectio‘hs 26012; 26013, and 26130, Business and Professions Code.
Reference: Sections 26011.5; and 26131, Business and Professions Code.

Readopt §40272
§40272. Dried Meat Processing.

Manufacturing of cannabis-infused dried meat products shall be conducted in
accordance with the United States Department of Agriculture FSIS Compliance
Guideline for Meat and Poultry Jerky Produced by Small and Very Small _
Establishments: 2014 Compliance Guideline (Rev. 2014), which 'is hereby incorporated
by reference. Meat for processing into dried meat products shall be acquired from a

commercially-available source.

Authority: Sections 26012; 26013, and 26130, Business and Professions Code.
Reference: Sections 26011.5; and 26131, Business and Professions Code.
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-Article 6, Other Responsublhtres
Readopt §40275 with amendments
§40275. Standard Operating Procedures.'

A iioensee shall eetablish and maintain written standard operating prooedu'res that

are easily accessible to onsite personnel. The standard operat';_ng procedures shall, at
minimum, include the following: ' et D

- (a) Any policies or procedures devetoped in accordance wrth the secunty plan
requ;red by Section 40200 ' ' ‘

(b)_ﬁmerge_ncy. response.procedu_ree; SRR _
. -{c) Policies and:procedures developedin accorcianoe with Artioie.S of 'th'is '
eubchapter-(Good Manufacturing Practices); - | o

-(d) Policies and procedures developed in accordance with Article 4 of this

subchapter (Productlon and Process Control) _. o _ _

) Proced ures for compiylng wzth the track—and—trac:e requrrements established m
Article 2 of subchapter 5, ' R

) inventory control procedures in compliance with Sectron 40282 and

- {g) Cannabis wasteWasfre management prooedures in. compf;ance Wsth Seotlon
_40290 L - S _ _

Authorlty Seotrone 26012 26013 and 26‘130 Bus;ness and Professzons Code N |
~ Reference: Sections 26011.5; 26033, 26130 and 26160 Busmess and Professzons
Code. '

Readopt §402?7
§40277. Weights and Measures. .

“(a) Weighing devices used by a licensee shall be approved tested and seaied in
accordance with the requirements in Chapter 5 (comrnenctng wrth Sect;on 12500) of
Division 5 of the Business and Professions Code, and reg;stered W|th the oounty sealer
_consxstent with Chapter 2 (commencrng w:th 12240) of Dwnsron 5 of the Busmess and

Professions Code Approved and registered dewces shaIE be used whenever
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(1) Cannabis or cannabis product is bought or sold by weight or count;

(2) Cannabis or cannabis product is packaged for sale by weight or count; -

(3) Cannabis or cannabis product is weighed or counted for entry into the track-and-
trace system; and _ _ _ _

(4) The weighing device is used for commercial purposes as defined in section
12500 of Business and Professions Code.

(b) For the purposes of this chapter, “count” means the numerical count of the
individual cannabis product units.

(c) Bulk shipments of cannabis and cannabis products shall be weighed by a
licensed weighmaster, and shall be issued a certificate consistent with the requirements
in Chapter 7 (commencing with section 12700) of Division 5 of Business and
Professions Code.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26011.5; and 26060, Business and Professions Code.

Readopt §40280 with amendments
§40280. Training Program

(@) The licensee shall implement a training program to ensure that all persdnnel
present at the premises are provided information and training that, at minimum, covers
the following topics: '

(1) Within 30 days of the start of employment

(A) Health and safety hazards; _

(B) Hazards presented by all solvents or chemicals used at the licensed premises as
described in the material safety data sheet for each solvent or chemical; .

(C) Emergency procedures; \ '

(D) Security procedures; _

(E) Record keeping requirements: and

(F) Training requirements. A o |

(2) Prior to independenﬂy engagi.ng m any cannabis manrufacturi'ng process:
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(A) An overview of the cannab|s manufacturing process and standard operatmg
procedure(s); ' o o

{B) Quality control procedures,
- '-__-(C')_Haz_ard analysis and control procedures, as appropriate; -

(D) Proper and safe usage of equipment or machinery;

- (E) Safe work practices applicable to an employee's job tasks mcludmg approprlate '
use of any necessary safety or- san;tary equipment; ' ' '

(F) Cleaning and maintenance requ;rements

(G) Emergency operetlens mciud:ng shutdown and

(3) Addlt:onaliy, a I:censee that produces edible cannabns products sha!l ens_ure that

- all personnel who prepare, handle, or package edible 'prodncts sUccessfutly eemplete a

California food handler cemflcate course from an entity accred;ted by the Amencan '

Natzenal Standards Institute (ANSE) within 90 days of commenemg employment atthe
premises and again every three years dunng employment. Ee#heeneeee—usrepepagea

' The iacensee shal! obtam documentatlon ewdencmg the fulf:llment of th;s reqwrement o

(4) The Ilcensee shall ensure that: ail personnel. receive annual refresher training to
cover, at minimum, the topics i:_sted_ln this section. This annual ref.res_hertraming must
be completed within 12 months .of ihe previous-training completion date.” ERE

~(b) The licensee shall maintain a record which contains at minimum:

(1) A list of aII personnet at the premlses mctudmg at. mm;mum ‘name and jOb duties
of each; _ EEREEEE SRR

- {2) Documentatron of training toplcs and dates of training compIetlon mcludlng
refresher training, for all personnel; L ' ' :

. {3) The signature of.the individual personnel and the iacensee verifying rece|pt and
_-understandmg of each training or refresher training compieted by the personnel; and -

- {4) Any official documentatlon attesting to the successful completzon of required
training by personnel.
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(c) The licensee may assign responsibility for the training of individual personnel to
supervisory personnel. Assigned supervisory personnel must have the education, - .
training, or experience (or a combination thereof) necessary to ensure the production of
quality cannabis products by all personnel. The designated assigned training personnel
shall sign and date a document on an annual basis attesting that he or she has received

and understands all information and-training that will be provided to individual personnel

in the training program. This documentation shall be maintained as part of the record
requirements. |
(d) For licensees in operation pursuant to Section 40126, applicable personnel shall

receive required training no later than 90 days after the effective date of the annual

jicense.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26011.5; 26130; and 26160, Business and Professions Code.

Readopt §40282 with amendments _
§40282. Inventory Control — Cannabis and Cénnabis_Prod’ucts.

(a) A licensee shall establish and implement a written inventory control plan capable
of tracking the location and disp_o.sition of all cannabis and cannabis products at the
licensed premises.

(b) A licensee shall reconcile the on-hand inventory of cannabis and cannabis

products at the licensed premises with the records in the track-and-trace database at

least once every thirty (30) calendar days. Reconciliation-shall-be-perdormed-byone

arifia
by ofic-person

= v - - » - = .

(c) if a licensee finds a discrepancy between the inventory and the track-and-trace
database, the licensee shall conduct an audit.

(d) The licensee shall notify the Department within 24 hours of the completion of the
audit if the audit reveéls a discrepancy that is not within five percent of the documented

inventory.
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{e)If a licensee finds evsdence of suspected theft or diversion, the licensee shalt
. report the. suspected theft or dzversnon to the Department w;thm 24 hours of the .
discovery. . ' R

Authority: Sections 26012; 26013; and 26130, Business and Professions Co_de.
Reference: Sections 26011.5; and 26130, Business and Professions Code. |

Readopt §40290 with amendments
§40290. Waste Management.

(a) A licensee shall dispose of all waste including cannab;s waste, in accordance

- with applicable state and local laws and regulations. It is the respons;blllty of the

- licensee to properly.evaluate waste to determine if it shoutd be de&gnated a hazardous

waste under section 40141 of the Public Resources Code | S
(b)YA Iacensee shall dispose of any cannabis waste in a secured waste receptacte or

secured area on the licensed premises. F_or_the purposes of this section, "secured

waste receptacte” or “seCLired area".means that phys'i'cat aocess to the"'r'ecéptacilé.c')r :

: hauier fran_c_h:sed or contracted by Iocal gov_emment, or pnvate waste hau_ler_.permltted

.by the local government only. Public access to the designated recep_ta'cté'_o:tﬁ areashall

- be strictly prohibited.

. {c) No cannabis product shall be disposed of in its packaging; and ail cannabls
products shall be unrecogn:zabte and unusable at the time of d|sposat |

~{d) Cannabis waste shall be entered into the track-and -trace ‘system as requlred
under Section 40512, : ' o

{e) If a local agency, a waste -Hau!er;fr’ahchised or contracted by local government,
or a private waste hauler permitted by local government is being used to collect and
process cannabis waste, a licensee shall do all of the following:
() Provide the Department with the name of the entity hauling the waste;
(2) Obtain documentation from the entity hauling the waste that indicates the date

and time of each collection of cannabis waste at the licensed premises; and
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(3) Obtain a copy of the certified weight ticket, or other documentation 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;

(B) A manned fully permitted composting facility or manned composting operation;

(C) A manned fully permitted in-vessel digestion facmty or manned in-vessel
digestion operation; or _

(D) A manned fully permitted transfer/processing facility or manned
transfer/processing operation.

(f) If a licensee is self-hauling cannabis waste to one, or more, of the solid waste
facilities in subsection (e)(3)-efthis-section, the 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: Sections 26012; 26013; and 26130, Business and Professions Code. -
Reference: Sections 26011.5; 26013_; and 26130, Business and Professions Code.

Readopt §40292 ‘ :
§40292. Consent to Sample Collection. _

A manufacturer licensee that transfers possession but not title of cannabis products
to a licensed distributor shall allow the Bureau, upon the Bureau’s request, to collect

samples for purposes of conducting oversight of licensed testing laboratories.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26011.5; 26013; and 26130, Business and Professions Code.
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 SUBCHAPTER4.PRODUCTS
Article 1. Cannabis Product Standards -

Repeal §40299

- Readopt §40300 with amendments
--§40300. Prohibited Products. - 2 |
" The following types of products shall not be sold as edible cannabis produicts:

- (a') Alcoholic beve_r_agéS,-:as_-deﬁne_d_ .in.--section 23004 of the:Busin'ess and
" _ :
per agency Professnons Code

request ¥ E , ‘nmhm:( ’thodr @mmm d.cﬁNmDN a§ a\tomut- b&v&@qe " !NS tLhDN 2300‘-{
LU TUT Dbfne BUSINCIC AMNA TYOIEIEIONS CodL AVE NOF promeited; 7
(b) Any product containing any non-cannabinoid additive that would i mcrease o

| ._potency, toxicity; or addictive potentlai orthat wou!d create an unsafe comblnatlon W[th
other psychoactlve substances Prohlbited addlttVGS mclude but are not Ilmlted to,” |
n;cotane and caffeine. This prohiblt:on shall not-apply to products contalnlng naturally-
occurring caffeine, such as coffee, tea, or chocolate;: e ' '

(¢) Any cannabis product that must be held at or below 41 degrees Fahrenheit to

keep it safe for human cornsumpiion including, but not Iimited 3-f0"-"c’rearr’t b'r.idusta"rd -filled
pies; ples or pastrzes which consist in whole or.in part of mlik or milk products, or eggs '
and meat-ﬂl!ed pies or pastries. This prohibition shall not app!y to juices or beverages
that need to be held below 41 degrees Fahrenheit if the juice or beverage was

processed in accordance with Section 40270, or to mfused but’cer manufactured in"

accordance with subsectlon (g);
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(d) Any low-acid cannabis product with a finished equilibrium pH greater than 4.6
and water activity greater than 0.85, packed in a hermetically sealed containerin a
reduced oxygen package (e.g. vacuum packed);

(f) Any juice that is not shelf-stable orthat is not processed in accordance with
Section 40270;

(g) Dairy products of any kind, as prohibited by subdivision (t) of section 26001 of
the Business-and-Professions-Cede Act, except that butter purchased from a licensed
milk products plant or retail location that is subsequently infused or mixed with cannabis
may be sold as a cannabis product;

(h) Meat products other than dried meat products prepared in accordance with
Section 40272; |

(i) Seafood products of any kind;

(i) Any product that is manufactured by application of cannabinoid concentrate or
extract to commercially available candy or snack food items without further processing
of the product;

(k) Any cannabis product that the Department determines, on a case-by-case basis,
is attractive to chiidreh, as defined i.n Section 40410;

(I) Any cannabis product that the Department determines, on a case-by-case basis,
is easily confused with commercially available foods that do not contain cannabis;-

(m} Any cannabis product in the shape of a human being, either realistic or

caricature, animal, insect, or fruit.

Authority: Sections 26012; 26013; and 2'6130_, Business and Professions Code.
Reference: Sections 26011.5; and 26130, Business and Professions Code; Section
37104, Food and Agricultural Code.

Readobt §40305 with amendments .
§40305. Requirements for Edible Cannabis Products.

(a) Edible cannabis products shall not contain more than ten (10) milligrams of THC

per serving.
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(b) Edible cannabis products shall not contain more than one hundred (100) -
mlli:grams of THC per package. ' _ -

“{c) Except for cannabis, cannabis concentrate, or terpenes, no product ingredient or
component shall be used in the manufacture of an edible cannabis product unless that
ingredien_t or component is permitted by the United States .Foo_d and Drug _4 |
Aaministration for use in food or food manufacturing, as_..speciﬁed_in Everything Added
fo Food in the Umted States, ava:fabie at _. - it L
https: //www fda, gov/Food/lngredlentsPackag|ngLabelmg/FoodAddatlveslngredxents/ucm
115326htm _ . : Tt E S RIS .
| (d) Ed;ble cannabls products that cons:st of more than a szng[e servmg shail elther
- be: _ _ :
| (1) Scored or delineated to _:indicate-one serving, if the edible cannabis pr_oduc’;t_is in
solid form. For. purposés of t'his section, “delineated” includes direcfly marking the

product tc mdecate one servmg or prowd;ng a means by wh:ch a.consumer can L]
-accuratefy adentn‘y one serving; or ' _

- {2) If the edible cannabis product is not in SOIid form, packaged in a manner such
that a smgie serving is readily . udentzﬂabfe _ T Tty L
| (e) Each-servingef-an An edlb!e cannabis product consxsting of multiple serv;nqs n
'&mam-seﬁv}ﬂg—aaskag&shali be homogenlzed so that each serving te-containg the
same concentration of THC, within the variance establlshed by the Bureau through
¥e_§~bﬂa~¥+@-ﬂ in Section 5716 of Title 16 of ’_{he California Code of Regulations. " - -

| Authority: S__eq’ti_on_s_26012;_2_60_1 3;.and 26130, Business and Professions Code.
Reference: Sections 26011.5; and 26130, Business and Professions Code.
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Readopt §40306 with amendments
§40306. Requirements for Topical Cannabis Products, Concentrates, and Other

Cannabis Products.

(a) Except as provided in subsection (b). A a cannabis product that is not an edible
cannabis product %M%&WH#&@HF@M%@HWHS&%FK@ shall not contain
more than 1,000 mg of THC per package.

(b) A cannabis product that is not an edible cannabis product and-thatis
mam#ae%umé—iepﬂ#e—medieinakmarket—sha#ne%m@y_contain more than 1,000 mg THC,
but not more than 2,000 mg of THC per package, provided the cannabis product bears -
a label stating “FOR MEDICAL USE ONLY” and is only available to medicinal-use

customers.

(c) Topical cannabis products shall only contain ingredients permitted for cosmetic
manufacturing in accordance with Title 21, Code of Federal Regulations, Part 700,
subpart B (section 700.11 et seq.) (Rev. March 2016), which is hereby incorporated by

reference.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Section 26011.5, Business and Professions Code. '

Readopt §40310 with amendments
§40310. Failed Product Batches.

(a) No finished cannabis product shall contain a contaminant identified in Section
26100 of the Act at a level set by the Bureau in Sections 5718 to 5723, inclusive, of Title
16 of the California Code of Regulations. Any cannabis product batch that fails a

laboratory testing requirement required by section 26100 of the Act is adulterated and
may be embargoed pursuant to section 26133 of the Act.

(b} Any cannabis product batch that fails quality assurance review required pursuant
to section 26100 of the Acf is misbranded and may be embargoed pursuant to section
26133 of the Act.
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= {c) Failed product batohee shali be destroyed unless a oorreotive action plan"for' :
remediation or reprocessing is approved by the Department. Corrective actron pians
shali be approved by the Departmenton a case-by-case basis.

(d) Remediation or reprocessing of fafled product batches or the use of harvest -
batches that have failed any Iaboratory fest shai! comply with any requrrements and
procedures established by the Bureau in Sectiong 5727 and 5728 of Title 16 of the
Cah_fom;a Code of Regulations, in addition to the requirements of this chapter.

- | (e) Edible cannabis products that fail Iaboratory testing requirements shall not be
remediated or reprocessed _end_ s_hel_[ be destroyed. If any edible cannabis product that
~ has failed Eaboratory testing is remediated. reprocessed, or otherwise mixed with-

- another batch of cannabis product, such action shall render the final cannabis product

o 'adulterated regardless of the defect level of the final cannabis product.

(f) Notwithstanding subee_ctaon (e), a cannabis product that is determined through
Ieb_oratory testing to be labeled with an incorrect amount of THC per package or per |
serving may be relabeled with the correct information in accordance with a corrective

'-act:on plan approved by the Department, prowded that the THC limits under Seo’uons
40305 and 40306 are met.. ‘ ,

(9) Prior to any remed:atson or reprocessing of a failed product batch or the use of a
failed harvest batch, the licensee shall submit a corrective action plan to the Department
to include, at minimum, a description of how the product or harvest batoh will be
remediated such that the product or any product produced therefrom wm meet all
Iaboratory testing and quality assurance requirements. A failed product or harvest
batch shall not be remediated or reprocessed by.a licensee unless the Department has
approved the licensee's corrective act:on plan. Remedtat;on or reprocessing of edible
produots shall not be approved

-(h) Any remediation or reproceessng of a product batch that has failed laboratory
testing or quality assurance review or the use of a failed harvest batch by a licensee

-shall be documented in the manufacturing records. All remediated product batches and

products produced therefrom shall be tested and undergo quality assurance review in
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accordance with the requirements established by the Bureau in Article 7 of Chapter 6 of
Division 42 of Title 16 of the California Code of Regulations prior to retail sale.

Authority: Sections 26012'; 26013; and 26130, Business and Professions Code.
Reference: Section 26131, Business and Professions Code.
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SUBCHAPTER 5 LABELING AND PACKAGING REQUIREMENTS
Article 1. General Provisions
Readopt §40400 ' '
§40400 Apphcablllty . o o
(a) The requ;rements in thls subchapter shaEI apply to ﬁnlehed cannabts products

' and shall not apply to cannabis or cannabis products that are transferred between o

Iicensees for the purpose of further processmg or packagmg

(b) Except as otherwise prowded in Sectlon 40601 the requ:rements of th:s
subchapter shali apply to any cannabls product manufactured on or after January 1
2018, _ _ . _

" Authority: Section 26012; 26013 and 26130 Buszness and Professzons Code

| Reference Section 26130 Busmess and Professions Code

Readopt §40401 w:th amendments

'_§40401 Release to Dastrnbutor as leshed Product

Pnor to retease of a product to a dlstrsbuter a Iacensee shalf ensure that the product

is in fmished form and is labeled and packaged in its fmal form for sale. For purposes of
T PVALL MENT OF A SCEE ST MG, -

'this sectton “final torm for sale does not mc!ude the-staiomont FOR MED (J—\L USE

ONLY,” e the oannabls oroduct contalns more than 1 000 mg THC per package or

the manufacturer mtends the cannabis product fo be soid onlv to a medlcmal -use

 customer.

Authonty Sectlon 26012, 26013 and 26130, Busmess and Profess:ons Code
Reference Sectaons 26011 5 and 26130 Busmess and Profess:ons Code .
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Article 2. Labeling Requirements

Réadopt §40403
§40403 General Provisions.

(a) Any information required to be listed on a label shall be wntten in English.

(b) A label shall be unobstructed and conspicuous so that it can be read by the
consumer. o

(c) All required label infor’matio'n'shal'i 'be located on the outside container or wrapper

of the finished product to be sold at a rétailer,

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.

Reference: Section 26120, Business and Professions Code.

Readopt §40405
§40405. Primary Panel Labeling Reqmrements All Products.

(a) The label for a cannabis product shall include a primary panel that includes the
following information in a type size no less than 6 point font and in relation to the size of
the primary panel and container:

(1) The ldentlty of the product in a text size reasonably related to the most prominent
printed matter on the panel; |

(2) The universal symbol as prescribed in Section 40412;

(3) The net weight or volume of the contents of the packagé_;'

(4) The THC contentland CBD content for the package in its entirsty, expressed in
milligrams per package.

(b) Nothing in this section prohibits the inclusion of additional information on the
primary panel. The content of other cannabinoids or terpenes may be included if such
information is verified by the certificate of analysis issued by a licensed testing

laboratory.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.

Reference: Section 26120 Business and Professions Code.
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Readopt §40406
§40406. Additional Primary Panel Labeling Requirements: Edible Products.

In addition to the r.equirements of Section 40405, the primary panel of an edible.
cannabis product shall include the following information: o o

(a) The words “cannabis-infused” immediately above the identity of the product in -
bold type and a text size larger than the text size used for the identity of the product.

(b) The THC content and CBD content per serving, expressed in milligrams per
serving. ' '

‘Authority: Sections 26012; 26013; 26120; and 26130, Business and Professions Code.
Reference: Section 26120, Business and Professions Code. e
Réadopt §40408 with amendments

§40408. Informational Panel Labeling Requirements.

-~ (a) The label for a cannabis product shall include__an informational'panel‘that .
includes the following: -~ | - e
+(1) The licensed manufacturer and its contact number or website address;..

- (2) The date of the cannabis product’s manufacture and packaging; - '

= ('3) The following statement in bold print: “GOVERNMENT WARNING: THIS -
PRODUCT CONTAINS CANNABIS, A SCHEDULE | CONTROLLED SUBSTANCE.

KEEP OUT OF REACH OF:CHILDREN AND ANIMALS. CANNABIS PRODUCTS MAY |

ONLY BE POSSESSED OR CONSUMED BY PERSONS 21 YEARS OF AGE OR
OLDER UNLESS THE PERSON 1S A QUALIFIED PATIENT. THE INTOXICATING
EFFECTS OF CANNABIS PRODUCTS MAY BE DELAYED UP TO TWO HOURS.
CANNABIS USE WHILE PREGNANT OR BREASTFEEDING MAY BE HARMFUL.
CONSUMPTION OF CANNABIS PRODUCTS IMPAIRS YOUR ABILITY TO DRIVE.
AND OPERATE MACHINERY. PLEASE USE EXTREME CAUTION.” '

(4) lf the cannabis product is intended only for sale in-the-medicinal-use-market to
- medicinal-use customers or contains more than 1.000 mg THC per package, the
statement "FOR MEDICAL USE ONLY;” o
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(5) A .Iist of all product ingredients in descending order of predominance by weight or
volume; | \

(6) If the edible cannabis product contains an ingredient, flavoring, coloring, or an
incidental additive that bears or contains a major food allergen, the word “contains,”
followed by a list of the épp[icable major food allergens;

(7) If an edible cannabis product, the names of any artificial food colorings contained
in the product; ,

(8) If an edible cannabis product, the amount, in grams, of s.bdium, sugar,
carbohydrates, and total fat per serving;

(9) Instructions for use, such as the method of consumption or application, and any
preparation necessary pﬁorto use;

(10) The product expiration date, “use by” date, or “best by” date, if any; and

* (11) The UID and, if used, the batch number. |

(b) The informational pane! text shall be in a text size of no less than 6 point font and
in relation o the size of the primary panel énd container, unless there is insufficient area
on the container available to print all the required information in a text size of no less
than 6 point font. In such a case, the label shall include the wamning statements required
by paragraph (a)(3) in a text size of no less than 6 point font, and the product shall be
accompanied by a éupplemental labeling that includes all of the information required by
- this section. The text of the supplemental iabeling shall be no less than 8 point font.

{c) Nothing in this section prohibits the inclusion of additional information on the

informational panel. The content of other cannabinoids or terpenes may be included if

such information is verified by the certificate of analysis issued by a licensed testing |

laboratory.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.

Reference: Sections 26120; and 26121, Business and Professions Code..
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“Readopt §40410 with amendments
§40410. Labeling Restrictions.,
The labeling shall not contain any of the following: .
(a) Claims that the cannabis product was produced from cannabis grown ina

California county when-the-unless all of cannabis wa_s rot grown there in that county.

(b) The name of a California county unless all of the cannabis used in 'i'h_e product

was grown there in that countv

(c) Content that iS or js designed to be attract;ve to mdlv:duais under the age of 21
including but not limited to: | | B

(1) Cartoons;

(2) Any likeness to images, characters, or phrases that are popularly use'd.to' o
advertise to children; o - T L A

(3) Any smitatlon of candy packag:ng or Iabelmg, or

(4) The terms “candy or | candtes

(d) Any information that is false or mzsleadeng

{e) Any health-related statement that is untrue or mtsleadmg Any heaith related
statement must be supported by the totality of publicly ava;lable smentlflc evidence
{(including ev:dence from well- deS|gned stud;es conducted in a manner Wthh is
consrstent Wzth generaliy recogmzed scnentlfic procedures and prmmples) and for whlch
there is sngmfrcant scientific agreement among experts qualiﬁed by sclentlﬂc trammg
and experience to evatuate such cialms '

Authority: Sectlons 26012 26013 and 26130 Business and Professions Code
Reference Sectlons 26062 5 26120 26121 and 26154 Business and Professnons
Code.

Readopt §40411 with amendments
§40411. Statement of Characteristic Anticipated Effects.

A cannabis product may include information on the characteristic anticipated effects

of the cannabis product if the manufacturer has substantiation that the information is
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truthful and not misleading. Such information may be located on the informational panel
of the label or as an insert included in the product package. For purposes of this :
section, “characteristic anticipated effect” includes any physiological effect (a temporary
effect on the body related to the consumption of cannabis) that is common to or
expected from the particular cannabis strain, but excludes any claim of health benefits

(i.e. claims of therapeutic action as a result of the consumption of cannabis).

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.

Reference: Sections 26120; and 26130, Business and Professions Code.

Readopt §40412
§40412. Univéréa! Symbo!. )

The primary panel of a cannabis product shall be marked, stamped, or otherwise
imprinted with the universal symbol. |

(a) The symbol shall replicate the following in form and shall be black in color: .

A\

‘CA
(b) The symbol shall be no smaller in size than half (.5) inch by half (.5) inch and
shall be printed legibly and conspicuously. For packaging that is dark in color, thé
symbol may be made conspicuous by printing the symbol on, or odtiining the symbol

with, a contrasting color.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26120; 26121; and 26130, Business and Professions Code.
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-Article 3. Packaging |

Readopt §40415 with amendments

§40415. Packaging:. _

A package used to contam a cannabis product shali adhere fo.the foilowmg
requirements: '

(a) The package shall protect the product from contammatlon and shall not expose
the product to any toxic or harmful substance. '

(b} The package shall be tamper-evident, which means that the product shall-be
packaged-in packaging that is sealed so that the contents cannot be opened without .
obvious destruction of the seal, ) LR R

(c) The package shall be child-resistant. A package shall be deemed child-resistant
if it satisfies the standard for “special packaging” as setforth-in the Poison Prevention
Packaging Act of 1970 Regulations (16-C.F.R. §1700. 15(b)(41)) (Re\) D%%
+883), which is hereby incorporated by reference. | R

(d) The package shall not imitate any package used for products typ[caily marketed
to children. g R . SRS TR '

(e) If the product is an edible product, the package shall be opaque. -

(f) If the package contains more than one serving of cannabis product, the p'a_pkage
shall be re-seat_able so that child-resistance is maintained throughout the life of the
package. : '

Authority: Sections 26012; 26013; and 26130, Business and Professions Codé. - -
Reference: Sections 26120; and 26121, Business and Professions Code.
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May18.-2048-June 2, 2018
' SUBCHAPTER 6. COMPLIANCE
Article 1. Records
' Readopt §40500 with amendments
§40500. Record Keeping Req'uirements.

(a) The licensee shall have the followihg documents available on the premises at all
times and shall make the documents available to the Department and any enforcement

agency upon request:

(1) The valid state license issued by the Departrment, which shall be prominently
displayed; ‘

{2) Any other valid license issued by a state cannabis licensing agency;

{3) The valid license, permit, or other approval issued by the local jurisdiction;

{4) The premises diagram, as specified in Section 40131,

(5) The current standard operating procedures as defined in Section 40275;

(6) Shipping manifests;

(7) Employee records, including evidence of employee qualifications and training
procedures and logs, as specified in Section 40280; and

(8) Any other record or documentation required to be kept pursuant to this Chapter
or the Act.

(b) The i’ecords required pursuant to subsection (a) shall be maiﬁtained onthe
premises in a manner immediately accessible to the Depariment and any enforcement
agencies upon request for a périod of seven (7) years. Outdated standard operating
procedures shall net—be—aeeessibi&%e—bé maintained such that onsite employees cannot
mistakenly access outdated information ensite-employees.

(c) All documentation shall 4be maintained in English.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.

Reference: Sections 26011 .5; and 26160, Business and Professions Code.
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Article 2. Track-and-Trace System '
Readopt §40510 with amendments

§40510. Track-and-Trace System General Requirements. -

(a) A licensee shall enter all commermal cannabis activities into the track-and- trace
system within 24 hours of occurrence. : ' ' '

(b) Within ten (10) calendar days of nottflcatton from the Department that the annual
- Hicense application fee has been processed, a licensee shall reglster for track-and-trace
system training provided by the Department of Food and Agriculture or its designee.

~(c) If a licensee has not registered for track-and-trace system training pursuant fo
subsection (b), the licensee shall register for training within five (5) business days of
notification from the Department that the annual license has been approved. = |

(d) A licensee shall designate at least one owner to be the track-and-trace system
account manager. The track-and- trace system account manager(__) shai! have the
following responsibilities: ' ' e

(1) Designate authorized track-and-trace system users and require designated

users to be trained in the proper and lawful use of the track-and-trace systern before the

(2) Maintain an accurate and complete list of all track-and-trace system account
managers and desxgnated users and update the list within three (3) business days upon
any change: | s -

: -(3) Ensure that each track-and-trace abcoun‘s manager-and designated user h-as a
unique log-on, consisting of a username and password, which shall not be shared with
or used by any other person; S o |

(4) Immediately cancel any track-and-trace system account manager or designated
user from a track-and-trace system account if the individual is no longer a licensee
representative; ' B o |

~ (5) Obtain UID tags from the Department of Food and Agriculture, or its demgnee
and ensure that a sufficient supply of UIDs is available at all times;

- (6) Ensure that all inventory i is tagged and entered in the track-and-trace system_as
required by Section 40512; ' ' ' ' |
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DPH-17-010E - READOPTION
Cannabis Manufacturing Licensing .

May-18-2018-June 2, 2018

(7) Correct ény information that is entered into the track-and-trace system in error
within three (3) business days of discovery of.the error, _

(8) Monitor all notifications from the track-and-trace system and resolve all issues
identified in thé notification. The notification shall not be dismissed by an account
manager until the issue(s) identified in the notification has been resolved.

(e) No person shall intentionally misrepresent or falsify information entered into the
track-and-trace system. The track-and-trace system shall be the system of record. The
licensee is résponsible for the accuracy and completeness of all data and information.
entered into the track-and-trace system. Information entered into the track-and-trace
system shall be assumed to be accurate and may be used to take enforcement action
against the licensee if not corrected.

(f) The licensee is responsible for all actions that a track-and-trace systém account

manager or designated user acting-as-a-licensee-representative takes while logged into

the track-and-trace system or otherwise conducting commercial cannabis activities.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26067; and 26160, Business and Professions Code-

Readopt §4051 2 with amendments
§40512. Track-and-Trace System Reporting Requ:rements

(a) A system account manager or designated user shall record all of the following
-activities in the track-and-trace system within 24 hours of the activity:

(1) Receipt of cannabis material, 7

{2) The transfer to or receipt of cannabis products for further manufacturing from

another licensed manufacturer; and _

(3) All changes in the disposition o.f cannabis or cannabis products. A change in |
disposition includes, but is not limited to: |

{A) Processing of the cannabis or further processing of the cannabis prodUct; and

(B) Packaging of the cannabis products.

(4) Transfer of cannabis products to a distributor.
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DPH-17-010E - READOPTION
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May-18;-2048-June 2, 2018
(b) The following znforma’aon shall be recorded for each activity entered into the

track-and-trace system: _ _ B

(1) The licensed entity from which the cannabis material or produict is received.
including that entity’s license number, and the licensed entity to which the cannabis
product is transferred, including that entity's license number;- -

(2) The name and license number of the distributor that transported the cannabls
material or cannabis product;-

(3) The type of cannabis material or cannabis product received, processed
manufactured, packaged, or transferred;: e

(4) The weight or count of the cannabis material or cannabis product received, .
processed, manufactured, packaged, or transferred;: ' '

(5) The date and time of receipt, processing, manufacturing, packagzng or transfer;:
(6) The UID assigned to the cannabis material or cannabis product;:- _ '
(@ Any other information required by other applicable ficensing authorities.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code, |
_Reference: Sections 26067; and 26160, Business and Professions Code -

Readopt §40513
§4051 3. Track-and-Trace System — Loss of Access.

(a) If a licensee loses access to the track-and-trace system for any reason, the -
licensee shall prepare and maintain comprehensive records détailing é[i required :
inventory tracking activities conducted during the loss of access. = -

'(b) Upon restoration of access to the track-and-trace system, all inventory tracking
activities that ccéurred during the loss of access shall be entered into the track-and-
trace system within three (3) business days. , ,

{c) Alicensee shall document the date and time when access to the track-and-trace

system was lost and when it was restored and the cause for each loss of access.
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(d) A licensee shall nof transfer cannabis products to a distributor until such time as
access to the track-and-trace system is restored and all information is recorded into the

track-and-trace system.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26067; and 26160, Business and Professions Code

Readopt §40515 with amendments
§40515. Track-and-Trace System — Temporary Licenses.

{a) A licensee operating under a temporary license iséued pursuant to Section
40126 is not required to record commercial cannabis activity in the track-and-trace
system as otherwise required by this article. Temporary licensees shall track all
commercial cannabis activities on a paper sales receipt or invoice that includes the
following inférmation:.

(1) Name, éddress, and license number of the seller;

(2) Name, address, and license number of the purchaser,

(3) Date of sale or transfer and invciée'number; |

(4) Description or type of cannabis or cannabis product;

(5) Weight or quantity of cannabis or cannabis product sold or transferred;

(6) Cost to the purchaser of the cannabis or cannabis product;

(b) After issuance of an annual license, the licensee may continue to conduct
commercial cannabis activities with temporary licensees in accordance with subsection
(a). Any commercial cannabis activity conducted between annual license holders shall
be recorded in the track-and-trace system.

(c) The provisions of this section shall expire on January 1, 2019,

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26067; 26160; and 26161, Business and Professions Code.
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| Readopt §40517 with amendments - _
§40517. Track-and-Trace System — UID Tag Order.

(a) A licensee shall order UID tags within five (5) business days of receiving access

to the track-and-trace system. The receipt of the UID tags by the licensee shall be
recorded in the track-and-trace system within three (3) business days of receipt.

| (b) Any. licensee in operation at the time access to the track—and-trace'system is
granted shall mput all mventory into the track~and-trace system no later than 30
calendar days after recelpt of the UID tags. After UID taqs have been recewed ail

commercial cannabis activity shaEI be recorded inthe track and- trace svstem as

required by this Article.

Authority: Sections:26012; 26013; and 26130, Business and Professions Code.
Refere.nce: Sections 26067; 26160; and 26161, Busines's and Professions Co_de.
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_ Article 3. Advertising and Marketing
Readopt §40525 : . B
§ 40525. Advertising and Marketing.
(a) A licensee shall ensure that all advertising and marketihg of its cannabis
products meet the requirements of Chapter 15 (commencing with section 26150) of the

Act. Any health-related statement shall also meet the requirements of section 40410.

(b) A licensee shall accurately and legibly include its name and license number on

all advertising and marketing for its products.

(¢) A licensee shall maintain records and docu%nentation to establish that its - .
advertising and marketing meet the requirements of Chapter 15 (commencing with
section 26150) of the Act. The records shall be maintained in accordance with section
26160 of the Act and Section 40500 of this chapter.

Authority: Sections 26012; 26013; and 26130, Business and Professions Code.

Reference: Section 26150, Business and Professions Code.
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DPH-17-010E - READOPTION
Cannabis Manufacturing Licensing

May—18;-2@4_8—June 2,2018
Article 4. Inspections
Readopt §40550 with amendments
§40550. lnspectzons.
(a) The Department and its inspectors or agents may conduct an on-site inspection

prior to issuing a new or renewal license.
(b) The Department and its inspectors or agents shall have access at reasonable
times to the manufacturing premises, storage areas, records, production processes,

labeling and packaging processes, and conveyances used in the manufacture, storage

or transportation of cannabis products so that it may determine compliance with the :

provisions of the Act and these regulations. Departmental inspectibns shall

include | all pertinent equipment, raw material, finished and
unfinished materials, containers, packaging, and labeling that has a bearing on whether
the cannabis product complies with the Act and these regulations. |

'(c) The Department may inspect any record or document that has a bearing on .
whether the fabeiing, advertising or marketing of a cannabis product complies with the
requirements of Chapter 15 (commencing with section 26150) of the Act.

 (d) To the extent necessary for the enforcement of the Act and this chapter, the
Department may secure any sample or specimen of any cannabis prodgct or ingredient |
used therei.n' by the manufacturing operation. The Départment’s inspector or agent shall
leave a receipt for the licensee describing any sandpie obtained prior to leaving the
premises.

(e) The Department may anaiyze or examine any sample obtained. If an analysis is
made of a sample, a copy of the results of the analysis shall be promptly furnished to
the licensee by the Department.

(f) The Department may conduct investigations concerning the adulteration,

misbranding, false or misleading advertising or marketing, or unlicensed production of

- any cannabis product, including-the-ability-to and may enter and inspect any place

where any cannabis product is suspected of being manufactured or held in violation of

- the Act or these regulations.
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Authority: Sections 26012; 26013; and 26130, Business and Professions Code.
Reference: Sections 26011.5; 26130; 26132; 26133; 26134; 26135; and 26160,

Business and Professions Code.
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SUBCHAPTER 7. TRANSITIONAL PERIOD

Repeal §40600

Readopt §40601 with amendments.
- §40601. Packaging and Labeling.

Any cannabis product that is in possession of a manufacturer prior to January 1,

2018, and that does not meet all applicabte requirements of Subchapter 5 may enter
| into the Commerciéi cannabis market provided that all of the following conditions are
met: |

(a) The cannabis product is packaged in child-resistant packagmg that meets the
reqwrements of subsection (c) of Section 40415. A secondary package that is child-
resistant shall be sufficient to meet the requirements of this subsection.

(b) The cannabis product contains the g'ovemment warning required pursuant to
paragraph (3) of subsection (a) of Section 40408. A sticker with the required statement
that is placed on the outside of the pa'ckage or secondary package shall be sufficient to
meet the réquirements of this subsection.

(c) The cannabis product meets the applicable THC limits under Sections 40305 or
40306. ' _

(d) The cannabis product contains the amount of THC and, if applicable, CBD per
serving and per package. A sticker with the THC and CBD amount that is placed on the
outside of the package or secondafy package shall be sufficient to meet the
requirements of this subsection. R

(e) The provisions of this section shall expire on Ju!v 1,2018.
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Authority: Sections 26012; 260.1 3; and 26130, Business and Professions Code.
Reference: Sections 26011.5; 26050; 26120; and 26130, Business and Professions
Code.
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