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CHEAC Summary
CDPH Emergency Cannabis Regulations

Manufacturing

The California Department of Public Health (CDPH) has released emergency regulations
focused on the medicinal and adult-use manufacturing of cannabis products throughout
California. We encourage members to read the entire emergency regulations document
released by CDPH; however, a summary of the most relevant aspects is provided below.

Key Changes Made in Regulations

Cannabis product universal label has been changed: (Requested change by
CHEAC) CA

Manufacturing licensees may not manufacture any other products on their premises nor
may they employ anyone under the age of 21. (Requested change by CHEAC)

Prohibits the sale of any edible cannabis product that CDPH determines is attractive to
children.

Prohibits the sale of any edible cannabis product in the shape of a human being, either
realistic or caricature, animal, insect, or fruit.

Prohibits the sale of any edible cannabis product that CDPH determines is easily
confused with commercially available foods.

Cannabis infused juices and cannabis infused dried meat products are now allowed to be
manufactured.

Any edible cannabis product that fails lab testing requirements is prohibited from being
remediated or reprocessed and must be destroyed.

Dairy products continue to be prohibited except for commercially purchased butter that
may be subsequently infused with cannabis and sold as a cannabis product.

Cannabis product informational panel labeling requirements concerning pregnant or
breastfeeding women have been strengthened to warn use may be harmful.

Labeling restrictions now expressly prohibit the use of the terms “candy” or “candies.”

Allows cannabis product labels to now include health-related statements so long as it is
supported by the totality of publicly available scientific evidence, and for which there is
significant scientific agreement.

Advertising and marketing of cannabis products must meet existing statutory
requirements.

Allows for any cannabis product in a manufacturer’s possession prior to January 1, 2018,
to enter the market if all of the following are met:
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o Packaging must be child-resistant
o Products must be labeled with the required government warning
o Products meet applicable THC limits

¢ Weights and measures shall be used for various cannabis product related purposes and
must be registered with the county sealer. (Suggested clarification by CHEAC)

¢ Law enforcement personnel and state employees who have any responsibility for
cannabis related enforcement activities are prohibited from holding a license for cannabis
activity.

¢ No volatile solvent extractions may occur in residential areas.

¢ Allows licensees to apply for licensing relief by state regulatory agencies during a
disaster.

Operational definitions (pages 1-8)

e These include: Adulteration (defined in statute), cannabis product, edible cannabis
product, environmental pathogen, infusion, labeling, manufacture, package or
packaging, preventive controls, and product identity. New definitions include cannabis
concentrates, serving size, and adding that no edible product may be called a “candy” or
“candies.”

License Required (page 11)
e Creation of two license types:

o M-license — for those manufacturers making cannabis products for sale in the
medicinal-use market.

o A-license — for those manufacturers making cannabis products for sale in the
adult-use market.

¢ Requires a manufacturing license for each separate premises where cannabis products
will be manufactured.

Personnel Prohibited from Holding Licenses (pages 11-12)

¢ New regulations are included delineating personnel that are prohibited from holding
manufacturing licenses including:

o Any person holding office in or employed by any agency of the State or any of its
political divisions when the duties of that person have to do with the enforcement
of the Act or any other penal provisions of law prohibiting or regulating the sale,
use, possession, transport, distribution, testing, manufacturing, or cultivation of
cannabis goods.
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o Law enforcement including anyone employed by the State Department of Justice,
any district attorney’s office employees, any city attorney’s office employees, any
local sheriff’s office employees or any local police department employees.

e All of the aforementioned employees are also prohibited from having any ownership
interest in any business to be operated under a cannabis license.

Manufacturing License Categories and Types (pages 12-13)

o Type P — entities that only package or repackage medical cannabis products or label or
relabel the cannabis product container.

¢ Type N — manufacturers that produce edible products or topical products using infusion
processes, or other types of medical cannabis products other than extracts or
concentrates.

e Type 7 (volatile solvent extractions) and Type 6 (mechanical methods or nonvolatile
solvent extractions)

Temporary Licenses (pages 14-15)

o Allows for the issuance of a temporary license. Applicants must submit a CDPH
application, a copy of a local license, permit, or other authorization issued by the local
jurisdiction where the commercial cannabis business operates.

o Temporary licenses are operative for 120 days from their effective date and may be
extended for additional 90-day periods if the temporary license holder submits a
complete licensure application to CDPH.

Annual Application Requirements (pages 15-21)

e To apply to the State for licensure, applicant must submit a completed CDPH application
form including, among others, the following attestations:

o Commercial cannabis business is operating in compliance with all local
ordinances.

o Proposed location is not within a 600-foot radius of the perimeter of a school,
daycare center, or youth center (or is in compliance with a local ordinance
specifying a different radius).

e Applicants also must submit delineated business information, owner information, and
manufacturing premises and operations information.

Limited Waiver of Sovereign Immunity (pages 21-23)

e Any applicant or licensee that falls within the scope of a sovereign immunity must
conduct all commercial cannabis activity in full compliance with the state laws and
regulations governing commercial cannabis activity, including all enforcement provisions.

e Must allow access as required by state statute or regulation to persons or entities
charged with duties under state law or regulations governing commercial cannabis
activity.
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Application and License Fees (page 24-25)

Requires a nonrefundable application fee of $1,000.

Fees range from $2,000 to $75,000 a year based on gross annual revenues.

Priority License Issuance (page 26)

Quialified applicants shall be given priority in license issuance if the applicant can
demonstrate the commercial cannabis business was in operation under the
Compassionate Use Act as of September 1, 2016.

Denial of License (page 27)

CDPH must deny an application for new or renewal license if the proposed
manufacturing operation or premises would violate the applicable local ordinance.

License Constraints (pages 31-32)

No applicant for manufacturing may hold a testing license.

Licensees are not allowed to manufacture, prepare, package, or label any products other
than cannabis products at the licensed premises.

Licensees are prohibited from employing any individual under 21 years of age.

Disaster Relief (pages 34-35)

Allows for licensees to request relief from state licensing entities due to disaster,
including fire, flood, storm, tidal wave, earthquake, or similar public calamity.

Safety and Security (pages 36-38)

Every licensee must have in place a Security Plan and have a complete digital video
surveillance system in place.

Extractions (pages 39-41)

Volatile solvent extractions may not occur in residential areas.

Extraction operations must be approved by the local fire code official and be operated in
accordance with Cal/OSHA standards and any other relevant state or local
requirements.

Good Manufacturing Practices (pages 41-51)

Written Personnel procedures must include:
o Disease Control

o Cleanliness including thorough hand washing, gloves, hairnets, prevention of
cross contamination

Written Premises procedures must include:
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o Kept in condition that prevents contamination of components and cannabis
products, including proper storage of equipment, provision and maintenance of
waste treatment systems

e Facility Construction & Design requirements include:

o Adequate precautions to reduce potential for allergen cross-contact and for
contamination of cannabis products

o Protection for production ingredients
o Adequate lighting for handwashing areas, among others
o Adequate ventilation or control equipment

e Written Sanitary operations must include:

o Ensure physical facilities on premises are maintained in a manner to prevent
cannabis products from becoming adulterated

o Ensure that cleaning and sanitation of utensils and equipment protect against
allergen cross-contact and contamination of cannabis products or product
components

e Sanitary Facilities and controls should cover:

o Water supply, plumbing, sewage disposal, toilet facilities, hand washing facilities,
and rubbish disposal

o Equipment & Utensils should be designed to protect against adulteration and allergen
cross-contact or from contamination by any source

Production and Process Controls (pages 51-67)

e Appropriate quality control operations must be employed to ensure cannabis products
are suitable for human consumption or use.

e Licensees must establish and implement written policies and procedures to ensure the
guality of raw materials and ingredients.

e Establish & follow written manufacturing operation procedures.

e Conduct and prepare a written hazard analysis, including biological, chemical, and
physical hazards.

¢ |dentify and implement written preventive controls to ensure manufactured cannabis
products are not adulterated or misbranded.

e Establish and implement written procedures for equipment and machinery.

o Establish and follow a written master manufacturing protocol for each unique formulation
of cannabis product manufactured, and for each batch size.
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e Prepare written batch production records for when every cannabis product batch is
manufactured.

e Establish and implement written procedures on product complaints.
e Establish and implement written procedures for recalling cannabis products.

o Recalled products must be quarantined and then must be disposed of
appropriately.

o Licensee must notify CDPH of any recall within 24 hours.
Special Processing Requirements (pages 67-68)

o Allows for the manufacture of cannabis infused juice and cannabis-infused dried meat
products.

Other Responsibilities (pages 69-75)
e Licensees must establish and maintain written standard operating procedures.

e Any weighing devices used by a licensee must be approved, tested, sealed, and
registered with the county sealer.

e Licensees must implement a training program covering topics including health and
safety hazards, emergency procedures, quality control procedures, hazard analysis and
control procedures, and cleaning and maintenance requirements.

o Any licensee producing edible cannabis products must have all personnel who
prepare, handle or package edible products successfully complete an accredited
food handler course within 90 days of employment & then every three years.

e Licensees must establish and implement written inventory control plan.

e Licensees must dispose of all waste in accordance with applicable state and local laws
and regulations.

o Any waste that contains cannabis in any form must be disposed of in a secured
waste receptacle or secured area on the licensed premises.

o No cannabis product shall be disposed of in its packaging.

o All cannabis products must be made unrecognizable and unusable prior to
disposal.

Cannabis Product Standards (pages 76-80)
e Licensees are prohibited from infusing alcoholic beverages.

¢ Prohibitive additives include nicotine and caffeine, but does not apply when products
contain naturally occurring caffeine (eg: coffee, tea, or chocolate).
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Prohibits the sale of dairy products except for butter, purchased from a licensed milk
products plant or retail location that is infused with cannabis and sold as a cannabis
product.

Prohibits the sale of any cannabis product that CDPH determines is attractive to
children.

Prohibits the sale of any cannabis product CDPH determines is easily confused with
commercially available foods without cannabis.

Prohibits the sale of any cannabis product in the shape of a human being, either realistic
or caricature, animal, insect, or fruit.

Licensees are prohibited from applying cannabinoid concentrate or extract to
commercially available candy or snack food items.

Edible cannabis products are limited to ten milligrams of THC per serving.
Limits edible cannabis products to no more than 100 milligrams of THC per package.
Edible products that consist of more than a single serving must either be:
o Scored, delineated, or otherwise marked to indicate one serving
o Packaged in such a manner that a single serving is readily identifiable

Each serving of an edible cannabis product in a multi-serving package must be
homogenized to contain the same concentration of THC.

Any cannabis product that is not edible and manufactured for the adult-use market may
not contain more than 1,000 milligrams of THC per package.

Any cannabis product that is not edible and manufactured for the medicinal market may
not contain more than 2,000 milligrams of THC per package.

Topical cannabis products may only contain ingredients permitted for cosmetic
manufacturing.

Any cannabis product batch that fails a lab test requirement is adulterated and may be
embargoed.

Failed product batches must be destroyed unless remediation or reprocessing is
approved by CDPH.

Edible products that fail lab testing requirements shall not be remediated or reprocessed
and must be destroyed.

Labeling and Packaging Requirements (pages 81-87)
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All information required to be listed on the label must be in English.

All required label information must be located on the outside container or wrapper of the
finished product to be sold at a retailer.

Primary panel labeling requirements include identity of the product, the cannabis
universal product symbol, the net weight or volume of the contents, the THC and CBD
content for the package in its entirety.

o For edible cannabis products, the label must also contain the words “cannabis-
infused” above the identity of the product and the THC and CBD content per
serving.

Labels must include the manufacturer’'s name and contact information, date of
manufacture, an expiration date, the UID or batch number, and the following statement:

o 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 IS 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.

If the product is intended for sale in the medicinal-use market, the statement “For
Medicinal Use Only” must also be included.

All product ingredients in descending order must be included on the label.

If the product is edible and 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 applicable major food allergens must be included on the label.

If the product is edible, the label must also contain the amount in grams of sodium,
sugar, carbohydrates, and total fat per serving.

Labeling restrictions include:

Content that is or designed to be attractive to individuals under the age of 21 (cartoons,
images, characters, or phrases popularly used to advertise to children, any imitation of
candy packaging or labeling, claims of health benefits or other physical benefits.

All products must be marked, stamped or otherwise imprinted with the cannabis
universal product symbol.

Not including the terms “candy” or “candies.”

May not include any health-related statement that is untrue or misleading.
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o Any health-related statement must be supported by the totality of publicly
available scientific evidence, and for which there is significant scientific
agreement.

Manufacturers may include information on the potential effects of the cannabis product if
the manufacturer has substantiation that the information is truthful and not misleading.

The primary panel of a cannabis product must be marked, stamped, or otherwise
imprinted with the universal cannabis product symbol:

AN

CA

Packaging must protect from contamination, tamper-evident (cannot be opened without
obvious destruction of the seal), child-resistant (significantly difficult for children under
five years of age to open), and may not imitate any package used for products typically
marketed to children.

If the product is edible, the package must be opaque.

If the package contains more than one serving of cannabis product, the package must
be re-sealable so that child-resistance is maintained throughout the life of the package.

Compliance (pages 88-95)

Licensees must keep the following documents available on the premises at all times and
must make available to CDPH and any enforcement agency upon request:

o Valid state license

o Any other valid license issued by a state cannabis licensing agency
o Valid license, permit, or other approval issued by the local jurisdiction
o A premises diagram

o Current standard operating procedures

o Shipping manifests

o Employee records

Licensees must enter all commercial cannabis activities into the track-and-trace system
within 24 hours of occurrence.

Places requirements on licensees’ track-and-trace reporting requirements, within 24
hours, including receipt of cannabis material, transfer or receipt of cannabis products for
further manufacturing, and all changes in the disposition of cannabis or cannabis
products.
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Requires licensees to ensure that all advertising and marketing of its cannabis products
meet the requirements as defined in statute.

Allows the Department & its inspectors or agents to conduct on-site inspections prior to
issuing a license or renewing a license.

Allows the Department and its inspectors or agents free access “at reasonable times” to
manufacturing premises, storage areas, records, production processes, labeling and
packaging processes including all pertinent equipment, raw material, finished and
unfinished materials, containers, packaging, and labeling.

Allows CDPH to conduct investigations concerning the adulteration, misbranding, false
or misleading advertising or marketing, or unlicensed production of any cannabis product
including the ability to enter and inspect any place where any cannabis product is
suspected of being manufactured or held in violation of the Act or regulations.

Transitional Period (pages 96-97)

Allows any cannabis product that is in possession of a manufacturer prior to January 1,
2018, to be entered into the commercial cannabis market if the following conditions are
met:

o The product is packaged in child-resistant packaging.

o The product contains the government warning. A sticker with the required
statement placed on the outside of the package will be sufficient.

o The product meets applicable THC limits.

o The product contains the amount of THC, and, if applicable, CBD per serving and
per package. A sticker with the required information placed on the outside of the
package will be sufficient.
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